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e Department of Health establishes guidelines for licensing of
medical device distributors and manufacturers

e Department of Motor Vehicles and the District Department of
Transportation set standards for multi-purpose school vehicles

e Zoning Commission establishes a city-wide requirement for
green site design

e DC Taxicab Commission proposes establishment of a uniform
color scheme for taxicabs in the District of Columbia

e Department of Health Care Finance proposes procedures for
awarding Health Care Benefit Grants

e Office on Aging announces funding availability for the FY2014
Aging and Disability Resource Center Program Grants

e Office of the State Superintendent of Education announces
funding availability for the FY 2014 21st Century Community
Learning Centers Grant
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-1
“Medical Marijuana Cultivation Center
Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-18 on first and
second readings January 8, 2013 and February 5, 2013 respectively. The legislétion was
deemed approved without the signature of the Mayor on March 5, 2013, pursuant to
Section 404(e) of the Charter, the bill became Act 20-13 and was published in the March
22, 2013 edition of the D.C. Register (Vol. 60, page 3962). Act 20-13 was transmitted to
Congress on March 7, 2013 for a 30-day review, in accordance with Section 602(c)(1) of
the Home Rule Act.

The Council of the District of Columbia hereby gives notice that the 30-day
Congressional review period has ended, and Act 20-13 is now D.C. Law 20-1, effective

May 1, 2013.

PHIL MENDELSON
Chairman of the Council

Days Counted During the 30-day Congressional Review Period:
Mar. 7,8,11,12,13,14,15,18,19,20.21,22,25
Apr. 89,10,11,12,15,16,17,18,19,22,23,24,25,26,29,30

010000



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-2
“Medical Marijuana Cultivation Center and Dispensary
Location Restriction Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-97 on first and
second readings February 5, 2013 and March 5, 2013 respectively. The legislation was
deemed approved without the signature of the Mayor on March 27, 2013, pursuant to
Section 404(e) of the Charter, the bill became Act 20-29 and was published in the March
29, 2013 edition of the D.C. Register (Vol. 60, page 4620). Act 20-29 was transmitted to
Congress on April 8, 2013 for a 30-day review, in accordance with Section 602(c)(1) of
the Home Rule Act.

The Council of the District of Columbia hereby gives notice that the 30-day
Congressional review period has ended, and Act 20-29 is now D.C. Law 20-2, effective

May 18, 2013.

PHILC MENDELSON
Chairman of the Council

Days Counted During the 30-day Congressional Review Period:
Apr. 89,10,11,12,15,16,17,18,19,22,23,24,25,26,29,30
May 1,2,3,6,7,8,9,10,13,14,15,16,17

010001
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-3
“Board of Ethics and Government Accountability
Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-136 on first and
second readings February 19, 2013 and March 5, 2013 respectively. Following the
signature of the Mayor on March 27, 2013, pursuant to Section 404(e) of the Charter, the
bill became Act 20-30 and was published in the March 29, 2013 edition of the D.C.
Register (Vol. 60, page 4622). Act 20-30 was transmitted to Congress on April 8, 2013
for a 30-day review, in accordance with Section 602(c)(1) of the Home Rule Act.

The Council of the District of Columbia hereby gives notice that the 30-day

Congressional review period has ended, and Act 20-30 is now D.C. Law 20-3, effective

P

PHIL MENDELSON
Chairman of the Council

May 18, 2013.

Days Counted During the 30-day Congressional Review Period:
Apr. 8,9,10,11,12,15,16,17,18,19,22,23,24,25,26,29,30
May 1,2,3,6,7.8,9,10,13,14,15,16,17

010002
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-4
“Prohibition on Government Employee Engagement in Political
Activity Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-138 on first and
second readings February 19, 2013 and March 5, 2013 respectively. Following the
signature of the Mayor on March 19, 2013, pursuant to Section 404(e) of the Charter, the
bill became Act 20-31 and was published in the March 29, 2013 edition of the D.C.
Register (Vol. 60, page 4624). Act 20-31 was transmitted to Congress on April 8, 2013
for a 30-day review, in accordance with Section 602(c)(1) of the Home Rule Act.

The Council of the District of Columbié hereby gives notice that the 30-day
Congressional review period has ended, and Act 20-31 is now D.C. Law 20-4, effective

May 18, 2013.

HIL. MENDEIL.SON
Chairman of the Council

Days Counted During the 30-day Congressional Review Period:
Apr. 8.,9,10,11,12,15,16,17,18,19,22,23,24,25,26,29,30
May 1,2,3,6,7,8,9,10,13,14,15,16,17

010003
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-5
“Tax Revision Commission Report Extension and Procurement
Streamlining Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-99 on first and
second readings February 5, 2013 and March 5, 2013 respectively. Following the
signature of the Mayor on March 20, 2013, pursuant to Section 404(¢) of the Charter, the
bill became Act 20-40 and was published in the March 29, 2013 edition of the D.C.
Register (Vol. 60, page 4667). Act 20-40 was transmitted to Congress on April 8, 2013
for a 30-day review, in accordance with Section 602(c)(1) of the Home Rule Act.

The Council of the District of Columbia hereby gives notice that the 30-day
Congressional review period has ended, and Act 20-40 is now D.C. Law 20-5, effective

May 18, 2013.

AT, MENDELSON
Chairman of the Council

Days Counted During the 30-day Congressional Review Period:
Apr. 89,10,11,12,15,16,17,18,19,22,23,24,25,26,29,30
May 1,2,3,6,7,8,9,10,13,14,15,16,17

010004
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-6
“Permanent Supportive Housing Application Streamlining
Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-151 on first and
second readings March 19, 2013 and April 9, 2013 respectively. Following the signature
of the Mayor on April 22, 2013, pursuant to Section 404(¢) of the Charter, the bill
became Act 20-54 and was published in the May 3, 2013 edition of the D.C. Register
(Vol. 60, page 6388). Act 20-54 was transmitted to Congress on May 6, 2013 for a 30-
day review, in accordance with Section 602(c)(1) of the Home Rule Act.

The Council of the District of Columbia hereby gives notice that the 30-day
Congressional review period has ended, and Act 20-54 is now D.C. Law 20-6, effective
June 22, 2013.

) Dopaot—
HIL MENDELSON
Chairman of the Council

Days Counted During the 30-day Congressional Review Period:
May 6,7,8,9,10,13,14,15,16,17,20,21,22,23,24
June 3,4,5,6,7,10,11,12,13,14,17,18,19,20,21

010005
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-7
“Temporary Assistance for Needy Families
Time Extension Temporary Amendment Act of 2013”
Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-158 on first and
second readings March 5, 2013 and April 9, 2013 respectively. Following the signature
of the Mayor on April 23, 2013, pursuant to Section 404(¢) of the Charter, the bill
became Act 20-59 and was published in the May 3, 2013 edition of the D.C. Register
(Vol. 60, page 6397). Act 20-59 was transmitted to Congress on May 6, 2013 for a 30-
day review, in accordance with Section 602(c)(1) of the Home Rule Act.
The Council of the District of Columbia hereby gives notice that the 30-day

Congressional review period has ended, and Act 20-59 is now D.C. Law 20-7, effective

Z{/ T —

MENDELSON
Chairman of the Council

June 22, 2013.

Days Counted During the 30-day Congressional Review Period:
May 6,7,8,9,10,13,14,15,16,17,20,21,22,23,24
June 3,4,5,6,7,10,11,12,13,14,17,18,19,20,21
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-8

“Egregious First-Time Sale to Minor Clarification
Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-165 on first and
second readings March 5, 2013 and April 9, 2013 respectively. Following the signature
of the Mayor on April 25, 2013 pursuant to Section 404(e) of the Charter, the bill became
Act 20-60 and was published in the May 3, 2013 edition of the D.C. Register (Vol. 60,
page 6399). Act 20-60 was transmitted to Congress on May 6, 2013 for a 30-day review,
in accordance with Section 602(c)}(1) of the Home Rule Act.

The C"ouncil of the District of Columbia hereby gives notice that the 30-day

Congressional review period has ended, and Act 20-60 is now D.C. Law 20-8, effective

Fae

HIL MENDELSON
Chairman of the Council

June 22, 2013.

Days Counted During the 30-day Congressional Review Period:
May 6,7.8,9,10,13,14,15,16,17,20,21,22,23,24
June 3,4,5,6,7,10,11,12,13,14,17,18,19,20,21
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE
D.C. LAW 20-9
“Captive Earthquake Property Insurance
Temporary Amendment Act of 2013”

Pursuant to Section 412 of the District of Columbia Home Rule Act, P.L. 93-198
(the Charter), the Council of the District of Columbia adopted Bill 20-155 on first and
second readings March 5, 2013 and April 9, 2013 respectively. Following the signature
of the Mayor on April 24, 2013, pursuant to Section 404(e) of the Charter, the bill
became Act 20-63 and was published in the May 3, 2013 edition of the D.C. Register
(Vol. 60, page 6407). Act 20-63 was transmitted to Congress on May 6, 2013 for a 30-
day review, in accordance with Section 602(c)(1) of the Home Rule Act.

The Council of the District of Columbia hereby gives notice that the 30-day
Congressional review period has ended, and Act 20-63 is now D.C. Law 20-9, effective

June 22, 2013,

PHIL MENDELSON
Chairman of the Council

Days Counted During the 30-day Congressional Review Period:
May 6,7,8,9,10,13,14,15,16,17,20,21,22,23,24
June 3,4,5,6,7,10,11,12,13,14,17,18,19,20,21
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ENROLLED ORIGINAL

AN ACT

D.C. ACT 20-99

IN THE COUNCIL OF THE DISTRICT OF COLUMBIA
JuLy 1, 2013

To amend, on an emergency basis, sections 16-803 and 16-803.01 of the District of Columbia
Official Code to establish the burden of proof for certain cases covered by these sections.

BE IT ENACTED BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
act may be cited as the “Criminal Record Sealing Emergency Act of 2013”.

Sec. 2. Chapter 8 of Title 16 of the District of Columbia Official Code is amended as
follows: : :

(a) Section 16-803(1)(1) is amended to read as follows:

“@1)(1) In a motion filed under subsection (a), (c-1), or (c-2) of this section, the burden
shall be on the prosecutor to establish by a preponderance of the evidence that it is not in the
interests of justice to grant relief.”.

(b) Section 16-803.01(b)(2) is amended to read as follows:

“(2)(A) In all other cases under this section, the Superior Court may grant a
motion to seal if it is in the interest of justice to do so. In making this determination, the court
shall consider:

“@1) The interests of the movant in sealing the publicly available
records of his or her arrest and related court proceedings;

“(i1) The community’s interest in retaining access to those records;

“(ii1) The community’s interest in furthering the movant’s
rehabilitation and enhancing the movant’s employability; and

“(iv) Any other information it considers relevant.

“(B) The burden shall be on the movant to establish by a preponderance

of the evidence that it is in the interest of justice to grant relief.”.

Sec. 3. Applicability.
This act shall apply as of the effective date of the Re-entry Facilitation Amendment Act
of 2012, signed by the Mayor on January 29, 2013 (D.C. Act 19-657; 60 DCR 2333).

1
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ENROLLED ORIGINAL

Sec. 4. Fiscal impact statement.

The Council adopts the fiscal impact statement of the Budget Director as the fiscal impact
statement required by section 602(c)(3) of the District of Columbia Home Rule Act, approved
December 24, 1973 (87 Stat. 813; D.C. Official Code § 1-206.02(c)(3)).

Sec. 5. Effective date.

This act shall take effect following approval by the Mayor (or in the event of veto by the
Mayor, action by the Council to override the veto), and shall remain in effect for no longer than
90 days, as provided for emergency acts of the Council of the District of Columbia in section
412(a) of the District of Columbia Home Rule Act, approved December 24, 1973 (87 Stat. 788;
D.C. Official Code § 1-204.12(a)).

yy =

hairman
Council of the District of Columbia

Mayor

District of Columbia
APPROVED

July 1, 2013

Veat-C. e
¢

2

010010



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

ENROLLED ORIGINAL

A CEREMONIAL RESOLUTION
20-65
IN THE COUNCIL OF THE DISTRICT OF COLUMBIA

June 18, 2013

To recognize Reverend James E. Coates for his 56 years as Pastor of Bethlehem Baptist Church,
and to declare June 16, 2013, as “Reverend James E. Coates Day” in the District of
Columbia.

WHEREAS, Bethlehem Baptist Church resides at 2458 Martin Luther King Jr. Avenue,
S.E., Washington, DC 20020;

WHEREAS, Bethlehem Baptist Church was organized in 1872 as an outgrowth of the
Macedonia Baptist Church;

WHEREAS, Bethlehem Baptist Church has served the Greater Washington area for well
over 140 years;

WHEREAS, Reverend James E. Coates has been the Pastor and Spiritual Leader of this
branch of Zion since December 5, 1957;

WHEREAS, under the leadership of Reverend Coates, Bethlehem Baptist Church was
able to burn its 20 year mortgage in just 12 years;

WHEREAS, under the leadership of Reverend Coates, the church has become a center
of community improvement and a catalyst for social action in Anacostia;

WHEREAS, Reverend Coates is hereby recognized as a Board Member of the Residing
In Group Housing Together, Inc.;

WHEREAS, Reverend James E. Coates is recognized as a political trailblazer, as having
the honor of being elected one of the original members of the Council of the District of
Columbia in 1974 when the District of Columbia gained home rule.

WHEREAS, Revered Coates continues to be actively involved in issues and

organizations that concern him, and has served the citizens of Washington, D.C. with great honor
and distinction; and

1
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WHEREAS, Revered James E. Coates is being honored on June 16, 2013, by the Council
of the District of Columbia, family, friends, and most of all by his church family of Bethlehem
Baptist Church.

RESOLVED, BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
resolution may be cited as the “Revered James E. Coates Day Recognition Resolution of 2013”.

Sec. 2. The Council of the District of Columbia recognizes and honors the many years of
spiritual and political leadership extended to the citizens of Washington, D.C., and declares June
16, 2013, as "Reverend James E. Coates Day" in the District of Columbia.

Sec. 3. This resolution shall take effect immediately upon the first date of publication in
the District of Columbia Register.

2
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A CEREMONIAL RESOLUTION

20-66
IN THE COUNCIL OF THE DISTRICT OF COLUMBIA

June 18, 2013

We are proud to recognize, honor, and express our overwhelming gratitude to Ginnie Cooper for
her commitment to excellence and for her numerous contributions to the District of
Columbia and her residents.

WHEREAS, Ginnie Cooper joined the District of Columbia Public Library as Chief
Librarian in 2006, hired by the Library Board to transform the District of Columbia Public
Library;

WHEREAS, a librarian since 1970, Ginnie Cooper has worked in libraries in 5 states;

WHEREAS, Ginnie Cooper was awarded the 2013 Thomas Jefferson Award for Public
Architecture from The American Institute of Architects;

WHEREAS, Ginnie Cooper is a past president of the Public Library Association, a
division of the American Library Association; and

WHEREAS, Ginnie Cooper is a recipient of the Charlie Robinson Award made by the
Public Library Association to recognize a public library director who has been a risk-taker, an
innovator, and an agent for change.

RESOLVED, BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
resolution may be cited as the “Ginnie Cooper Recognition Resolution of 2013”.

Sec. 2. The Council of the District of Columbia is proud to recognize, honor, and express
our overwhelming gratitude to Ginnie Cooper, a believer in the power of public libraries to make
a difference in the lives of individuals and in communities.

Sec. 3. This resolution shall take effect immediately upon the first date of publication in
the District of Columbia Register.
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A CEREMONIAL RESOLUTION
20-67
IN THE COUNCIL OF THE DISTRICT OF COLUMBIA

June 18, 2013

To recognize and honor the Burleith Citizens Association’s observation of the 90th
anniversary of its origin and to declare June 22, 2013, as "Burleith Citizens Association
Day" in the District of Columbia.

WHEREAS, the residential community of Burleith observes its 90" anniversary
of its origin as a part of the Nation’s Capital;

WHEREAS, throughout the past 90 years, the inhabitants of Burleith have
continuously played a positive and integral role in the life and progress of the District of
Columbia;

WHEREAS, one of the first acts of Burleith residents at its origin 90 years ago was to
find the Burleith Citizens Association, which as one of the oldest civic associations in the
District of Columbia continues to promote citizen involvement and responsibility not just in
Burleith but throughout the city;

WHEREAS, strong residential communities like Burleith comprise the heart of
the living city and are essential for fostering civic responsibility and pride in Washington;
and

WHEREAS, the present and future hopes for the preservation and improvement
of urban life greatly depend on the flourishing of its residential core.

RESOLVED, BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
resolution may be cited as the "Burleith Citizens Association 90th Anniversary Recognition
Resolution of 2013".

Sec. 2. The Council of the District of Columbia recognizes and honors the Burleith
Citizens Association observation of the 90th anniversary of its origin as a part of the Nation's
Capital and declares June 22, 2013, as "Burleith Citizens Association Day" in the District of
Columbia.

Sec. 3. This resolution shall take effect immediately upon the first date of publication
in the District of Columbia Register.
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A CEREMONIAL RESOLUTION
20-68
IN THE COUNCIL OF THE DISTRICT OF COLUMBIA

June 18, 2013

To recognize the Maret School 2013 baseball team’s winning victory over Woodrow Wilson
Senior High School to capture the D.C. High School Baseball Classic.

WHEREAS, on May 27, 2013, Maret School ("Maret") played Woodrow Wilson Senior
High School ("Wilson™), in the DCIAA Championship at Nationals Park;

WHEREAS, trailing Wilson by a run with no outs in the bottom of the 5" inning and a
man on first, the game was cancelled due to rain and resumed on May 29" at Banneker Field;

WHEREAS, Maret proceeded to a 10-1 win and captured its second D.C. High School
Baseball Classic championship:

WHEREAS, this year’s record is 26-4 overall;

WHEREAS, Maret School is a coeducational, day school with students from K-12"
grade;

WHEREAS, Antoine Williams, a native Washingtonian, is the Head Coach and has
coached Maret teams for 18 years; and

WHEREAS, Maret is the smallest school, with 140 boys, to win the City Championship.
RESOLVED, BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
resolution may be cited as the "Maret 2013 Baseball Team’s D.C. High School Baseball Classic

Champion Recognition Resolution of 2013".

Sec. 2. The Council of the District of Columbia recognizes, honors, and congratulates
the Maret School 2013 baseball team.

Sec. 3. This resolution shall take effect immediately upon the first date of publication in
the District of Columbia Register.
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A CEREMONIAL RESOLUTION
20-69
IN THE COUNCIL OF THE DISTRICT OF COLUMBIA

June 18, 2013

To recognize and honor Beverly L. Perry on her retirement from Pepco Holdings, Inc.

WHEREAS, Beverly L. Perry is a native of Franklinton, North Carolina;

WHEREAS, Beverly L. Perry received an undergraduate degree from George
Washington University and her law degree from Georgetown University;

WHEREAS, Beverly L. Perry joined Potomac Electric Power Company in 1990 as
Manager of Government Relations for the District of Columbia and Federal Affairs;

WHEREAS, Beverly L. Perry served as General Manager and Vice President for
Government and Corporate Affairs from 1994 to 2002;

WHEREAS, Beverly L. Perry is currently the Senior Vice President and Special Advisor
to the Chairman of Pepco Holdings, Inc.;

WHEREAS, Beverly L. Perry has held a number of legal positions throughout her career,
including law clerk for Judge Marian Blank Horn of the U.S. Claims Court, attorney advisor with
the United States Department of the Interior, Office of the Solicitor, and practicing attorney with
Frank, Bernstein, Conaway and Goldman;

WHEREAS, Beverly L. Perry currently chairs the Board of the African American Civil
War Memorial and Museum;

WHEREAS, Beverly L. Perry is an active board member of the Smithsonian American
Arts Museum, the Greater Washington Urban League, Arena Stage, Congressional Black Caucus
Institute, and the Federal Judicial Nomination Commission of the District of Columbia; and

WHEREAS, Beverly L. Perry has received numerous honors and recognitions such as;
Boy Scouts of America National Capital Region “Whitney M. Young Service Award,” 2011,
Government of the District of Columbia “Meritorious Public Service Award,” 2010;

1
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Washingtonian Magazine “Top 100 Most Powerful Women,” 2006, 2009 and 2011; and the
distinguished Ollie May Cooper Award.

RESOLVED, BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
resolution may be cited as the “Beverly L. Perry Recognition Resolution of 2013”.

Sec. 2. The Council of the District of Columbia recognizes and honors Beverly L. Perry
for her tireless commitment to public service and the District of Columbia.

Sec. 3. This resolution shall take effect immediately upon the first date of publication in
the District of Columbia Register.

2
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A CEREMONIAL RESOLUTION
20-70
IN THE COUNCIL OF THE DISTRICT OF COLUMBIA

June 18, 2013

To recognize and honor Clyde’s of Georgetown for its many contributions to the citizens and the
city of Washington, D.C., and to declare August 12, 2013, as “Clyde’s of Georgetown
Day” in the District of Columbia.

WHEREAS, in 1963 Clyde’s of Georgetown was an immediate sensation, the original
legendary saloon that started it all with good food, good drink, good value, and good company;

WHEREAS, Clyde’s of Georgetown has become a favorite among residents of Northwest
Washington and helped to transform M Street, N.W., from a row of dimly lit watering holes to
the commercial destination it is today;

WHEREAS, in 1968, Clyde’s owner Stuart Davidson asked John Laytham to become a
partner and in 1970 the 2 bought the Old Ebbitt Grill, the oldest saloon in Washington;

WHEREAS, The Clyde’s Group has expanded with Clyde’s of Columbia (1975), Clyde’s
of Tysons Corner (1980), the acquisition of The Tombs, F. Scott’s, and 1789 Restaurants (1985),
Clyde’s of Reston (1991), Clyde’s of Chevy Chase (1995), Clyde’s of Mark Center (1997),
Tower Oaks Lode (2002), and Clyde’s of Gallery Place (2005);

WHEREAS, over the years John Laytham has been a leader in the communities his
restaurant serve and has been vice president of the Georgetown Business and Professional
Association;

WHEREAS, in 2004, The Washingtonian honored him as the 2004 Restaurateur of the
Year for his commitment to friendly customer service and good value, his civic leadership, and
his contribution to high-quality dining in the Washington area; and

WHEREAS, John has been married to Ginger Latham since 1981.

RESOLVED, BY THE COUNCIL OF THE DISTRICT OF COLUMBIA, That this
resolution may be cited as the “Clyde’s of Georgetown 50" Anniversary Recognition Resolution
of 2013”.

1
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Sec. 2. The Council of the District of Columbia recognizes and honors Clyde’s of
Georgetown for its many contributions to the citizens and city of Washington, D.C.

Sec. 3. This resolution shall take effect immediately upon the first date of publication in
the District of Columbia Register.

2
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COUNCIL OF THE DISTRICT OF COLUMBIA
NOTICE OF INTENT TO ACT ON NEW LEGISLATION

The Council of the District of Columbia hereby gives notice of its intention to consider

the following legislative matters for final Council action in not less than 15 days. Referrals of
legislation to various committees of the Council are listed below and are subject to change at
the legislative meeting immediately following or coinciding with the date of introduction.

It is also noted that legislation may be co-sponsored by other Councilmembers after it’s
introduction.

Interested persons wishing to comment may do so in writing addressed to Nyasha Smith, Secretary

to the Council, 1350 Pennsylvania Avenue, NW, Room 5, Washington, D.C. 20004. Copies of bills
and proposed resolutions are available in the Legislative Services Division, 1350 Pennsylvania Avenue,
NW, Room 10, Washington, D.C. 20004 Telephone: 724-8050 or online at www.dccouncil.us.

COUNCIL OF THE DISTRICT OF COLUMBIA PROPOSED LEGISLATION

PROPOSED RESOLUTION

PR20-368 Statewide Health Coordinating Council Jacqueline D. Bowens Confirmation Resolution
of 2013

Intro. 07-02-13 by Chairman Mendelson at the request of the Mayor and referred to the
Committee on Health
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION
ALCOHOLIC BEVERAGE CONTROL BOARD

NOTICE OF PUBLIC HEARINGS
CALENDAR

WEDNESDAY, JULY 17, 2013
2000 14™ STREET, N.W., SUITE 4008,
WASHINGTON, D.C. 20009

Ruthanne Miller, Chairperson
Members:
Nick Alberti, Donald Brooks, Herman Jones, Mike Silverstein

Protest Hearing (Status) 9:30 AM
Case # 13-PRO-00037:Eatonville Inc., t/a Eatonville, 2121 14th Street NW

License #78882, Retailer CR, ANC 1B

Renewal Application

Show Cause Hearing (Status) 9:30 AM
Case # 12-CMP-00732; 7 Round, Inc., t/a Davis Market, 3819 Georgia Ave

NW, License #60094, Retailer B, ANC 4C

Sold Go-Cups

Show Cause Hearing (Status) 9:30 AM
Case # 12-CMP-00581; Capitol City Brewing Company, LLC, t/a Capitol City

Brewing Company, 1100 New York Ave NW, License #16838, Retailer CT

ANC 2C

No ABC Manager on Duty

Show Cause Hearing (Status) 9:30 AM
Case # 13-CMP-00169; Rumba, Inc., t/a Rumba Café, 2443 18th Street NW

License #71023, Retailer CR, ANC 1C

Operating After Board Approved Hours, Exceeded Hours of Entertainment
Endorsement

Show Cause Hearing (Status) 9:30 AM
Case # 12-CMP-00697; Charlie Palmer Steak, DC, LLC, t/a Charlie Palmer

101 Constitution Ave NW, License #60654, Retailer CR, ANC 6C

No ABC Manager on Duty, Failed to Maintain Books and Records
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Board’s Calendar

Page -2- July 17, 2013

Show Cause Hearing (Status) 9:30 AM
Case # 13- CMP-00197; Pennsylvania Rail Inc., t/a Remington's, 639,

Pennsylvania Ave SE, License #9238, Retailer CN, ANC 6B

Noise Violation

Show Cause Hearing (Status) 9:30 AM
Case # 13-CMP-00129; Pennsylvania Rail Inc., t/a Remington's, 639,

Pennsylvania Ave SE, License #9238, Retailer CN, ANC 6B

Noise Violation, No ABC Manager on Duty

Show Cause Hearing (Status) 9:30 AM
Case # 13-AUD-00032; TBM Holdings, LLC, t/a TruOrleans, 400 H Street NE

License #86210, Retailer CR, ANC 6C

Failed to File Quarterly Statements (4th Quarter 2012)

Show Cause Hearing (Status) 9:30 AM
Case # 13-CMP-00160; Pezzo Forte, Inc., t/a Tuscana West, 1350 | Street NW

License #82284, Retailer CR, ANC 2C

Operating After Board Approved Hours

Show Cause Hearing (Status) 9:30 AM
Case # 13-CMP-00135; 1618 Variety Market, 1618 8th Street NW,

License,#84582, Retailer B, ANC 6E

Sold Go-Cups

Show Cause Hearing 10:00 AM
Case # 12-CMP-00558(a), Justin's Café, LLC, t/a Justin's Café, 1025 1st Street

SE, License #83690, Retailer CR, ANC 6D

Substantial Change in Operation (Increase in Occupancy), Violation of

Settlement Agreement

Show Cause Hearing 10:00 AM
Case # 12-CMP-00633; Good Life, 1831 M, LLC, t/a The Mighty Pint, 1831 M

Street NW, License #84184, Retailer CT, ANC 2B

Operating After Board Approved Hours

Show Cause Hearing 11:00 AM
Case # 12-CMP-00735; Bread & Chocolate, Inc., t/a Bread & Chocolate

5542 Connecticut Ave NW, License #7792, Retailer CR, ANC 3G

No ABC Manager on Duty, Failed to Post ABC License, Substantial Change

in Operation (No Summer Garden Endorsement)
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Board’s Calendar
Page -3- July 17, 2013

BOARD RECESS AT 12:00 PM
ADMINISTRATIVE AGENDA
1:00 PM
Show Cause Hearing 1:30 PM
Case # 13-AUD-00003; Astede Corporation, t/a Nile Market & Kitchen, 7815
Georgia Ave NW, License #60432, Retailer CR, ANC 4B
Failed to Maintain Books and Records

Show Cause Hearing 2:30 PM
Case # 12-CC-00117; Avrias, Inc., t/a My Brother's Place, 237 2nd Street NW

License #71593, Retailer CR, ANC 6C

Sale to Minor Failed to Take Steps Necessary to Ascertain Legal Drinking

Age

Show Cause Hearing 3:30 PM
Case # 12-AUD-00067; KYW, Inc., t/a Wah Sing Restaurant, 2521,

Pennsylvania Ave SE, License #514, Retailer CR, ANC 7B

Failed to Maintain Books and Records

Show Cause Hearing 4:30 PM
Case # 12-251-00369; Jasper Ventures, LLC, t/a Capitale (formerly K Street)

1301 K Street NW, License #72225, Retailer CN, ANC 2F

Trade Name Change Without Board Approval
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RESCIND
ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION
NOTICE OF PUBLIC HEARING
Posting Date: July 5, 2013
Petition Date: August 19, 2013
Hearing Date: September 3, 2013
Protest Hearing Date: October 23, 2013

License No.:  ABRA- 92541

Licensee: BRRCO Mass Ave LLC

Trade Name:  Bolt Burger

License Class: Retailer’s Class “C” Restaurant

Address: 1010 Massachusetts Avenue NW
Contact: Andrew J. Kline, 202-686-7600
WARD 2 ANC 2C SMD 2C01

Notice is hereby given that this applicant has applied for a license under the D.C. Alcoholic
Beverage Control Act and that the objectors are entitled to be heard before the granting of such
on the Roll Call Hearing Date at 10:00 am, 4th Floor, 2000 14" Street, N.W., Washington, DC
20009. Petitions and/or requests to appear before the Board must be filed on or before the
Petition Date. The Protest Hearing Date is scheduled for 1:30pm on October 23, 2013.

NATURE OF OPERATION
New restaurant serving burgers and fries with seating for 79 patrons, Total occupancy load 137.
Sidewalk Café with seating for 48 patrons. No entertainment, no dancing.

HOURS OF OPERATION FOR INSIDE PREMISES AND SIDEWALK CAFE
Sunday through Thursday 7am-2am; Friday and Saturday 7am-3am

HOURS OF ALCOHOLIC BEVERAGE SAL’ES/SERVICE AND CONSUMPTION FOR
INSIDE PREMISES AND SIDEWALK CAFE
Sunday through Thursday 8am-2am; Friday and Saturday 8am-3am
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**Rescind
ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: ~ July 5, 2013
Petition Date: ~ August 19, 2013
Hearing Date:  September 3, 2013

License No.: ABRA-090192

Licensee: Cause Operation, LLC

Trade Name: Cause DC

License Class:  Retailer “C” Restaurant

Address: 1926 9" Street NW

Contact Information: Nicholas Vilelle 202 588-5220

WARD1 ANC1B SMD 1B02

Notice is hereby given that this licensee has applied for a substantial change to the
License under the D.C. Alcoholic Beverage Control Act and that the objectors are
entitled to be heard before the granting of such on the hearing date at 10:00 am,
2000 14th Street, NW, 4™ Floor, Washington, D.C. 20009. Petitions and/or
requests to appear before the Board must be filed on or before the Petition Date.

NATURE OF OPERATION:
Licensee requests substantial changes to add a Summer Garden.

CURRENT HOURS OF ALCOHOLIC BEVERAGE OPERATIONS, SALES AND
CONSUMPTION:
Sunday through Thursday 11am to 1:30pm; Friday and Saturday, 11 am- 2:30 am

HOURS OF ALCOHOLIC BEVERAGE OPERATIONS, SALES AND CONSUMPTION FOR
SUMMER GARDEN:

Sunday through Thursday 11 am to 11 pm; Friday and Saturday, 11 am-12 am
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date:  July 12, 2013
Petition Date:  August 26, 2013
Hearing Date: September 9, 2013

License No.: ABRA-090192

Licensee: Cause Operation, LLC

Trade Name: Cause DC

License Class:  Retailer “C” Restaurant

Address: 1926 9" Street NW

Contact Information: Nicholas Vilelle 202 588-5220

WARD 1 ANC 1B SMD 1B02

Notice is hereby given that this licensee has applied for a substantial change to the
License under the D.C. Alcoholic Beverage Control Act and that the objectors are
entitled to be heard before the granting of such on the hearing date at 10:00 am,
2000 14th Street, NW, 4™ Floor, Washington, D.C. 20009. Petitions and/or
requests to appear before the Board must be filed on or before the Petition Date.

NATURE OF OPERATION:
Licensee requests substantial changes to add a Summer Garden.

CURRENT HOURS OF ALCOHOLIC BEVERAGE OPERATIONS, SALES AND
CONSUMPTION:
Sunday through Thursday 11am to 1:30pm; Friday and Saturday, 11 am- 2:30 am

HOURS OF ALCOHOLIC BEVERAGE OPERATIONS, SALES AND CONSUMPTION
FOR SUMMER GARDEN:

Sunday through Thursday 11 am to 11 pm; Friday and Saturday, 11 am-12 am
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 12, 2013
Petition Date: August 26, 2013
Roll Call Hearing Date: September 9, 2013
Protest Hearing Date: October 30, 2013

License No.: ABRA-091887

Licensee: Gebtri Inc.

Trade Name: Cedar Hill Bar & Grill
License Class: Retailer’s Class “C” Tavern

Address: 2200 Martin Luther King Jr. Avenue, SE
Contact: David Jonathan Taylor, 202-669-1132
WARD 8 ANC 8A SMD 8A06

Notice is hereby given that this applicant has applied for a license under the D.C. Alcoholic
Beverage Control Act and that the objectors are entitled to be heard before the granting of such
on the Roll Call Hearing Date at 10:00 am, 4th Floor, 2000 14™ Street, N.W., Washington, DC
20009. Petitions and/or requests to appear before the Board must be filed on or before the
Petition Date. The Protest Hearing Date is scheduled for October 30, 2013 at 1:30 pm.

NATURE OF OPERATION
This is a request for a Grill w/Tavern style menu. Recorded music and television provided with
live entertainment periodically.

HOURS OF OPERATION AND ALCOHOLIC BEVERAGE SALES/SERVICE AND
CONSUMPTION
Sunday through Thursday 11am-2am; Friday and Saturday 11am-3am

HOURS OF ENTERTAINMENT
Sunday 10am-10pm; Monday through Thursday 4pm-11pm; Friday 4pm-lam and Saturday
10am-lam
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**CORRECTION**

ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 5, 2013
Petition Date: August 19, 2013
Roll Call Hearing Date: September 3, 2013
License No.: ABRA-088290
Licensee: Soloman Enterprises, LLC
Trade Name: Climax Restaurant & Hookah Bar
License Class: Retailer’s Class “C” Restaurant
Address: 900 Florida Avenue NW *
Contact: Solomon Yegzaw 202-403-9504
WARD 1 1B 1B02

Notice is hereby given that this applicant has applied for a substantial change to its license under
the D.C. Alcoholic Beverage Control Act and that the objectors are entitled to be heard before
the granting of such on the Roll Call Hearing Date at 10:00 am, 4th Floor, 2000 14" Street,
N.W., Washington, DC 20009. Petitions and/or requests to appear before the Board must be
filed on or before the Petition Date.

NATURE OF SUBSTANTIAL CHANGE:
Request is for a new Summer Garden with a total of 24 seats. The establishment has a total of
122 seats.

APPROVED HOURS OF OPERATION
Sunday through Thursday 10 am — 2 am; Friday and Saturday 10 am — 3 am

APPROVED HOURS FOR SALES/SERVICE/CONSUMPTION
Sunday through Thursday 11 am — 2 am; Friday and Saturday 11 am — 3 am

APPROVED HOURS FOR ENTERTAINMENT:
Sunday through Thursday 8 pm — 2 am; Friday and Saturday 8 pm - 3 am

HOURS OF OPERATION AND SALES/SERVICE/CONSUMPTION FOR THE SUMMER
GARDEN:
Sunday through Thursday 11 am — 2 am; Friday and Saturday 11 am -3 am
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 12, 2013

Petition Date: August 26, 2013

Roll Call Hearing Date: September 9, 2013

Protest Hearing Date: October 30, 2013

License No.: ABRA-092680

Licensee: Good Hope Market, LLC

Trade Name: Dollar Plus Store

License Class: Retailer’s Class “A” Liquor Store

Address 1429 - Good Hope Rd., SE.

Contact: Daniel Desta: 202-390-0886
WARD 8 ANC 8A SMD 8A05

Notice is hereby given that this applicant has applied for a license under the D.C. Alcoholic
Beverage Control Act and that the objectors are entitled to be heard before the granting of such
license on the Roll Call Hearing Date at 10:00 am, 2000 14™ Street, N.W., 400 South,
Washington, DC 20009. Petitions and/or requests to appear before the Board must be filed on or
before the Petition Date. The Protest Hearing Date is scheduled on October 30, 2013 at 1:30 pm.

NATURE OF OPERATION
New Liquor Store with a Tasting Endorsement

HOURS OF OPERATION AND ALCOHOLIC BEVERAGE SALES/SERVICE/
AND CONSUMPTION
Sunday through Saturday: 7am — 12am

HOURS OF TASTING ENDORSEMENT
Sunday through Saturday: 7am — 12am
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**Correction**
ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 5, 2013
Petition Date: August 19, 2013
Hearing Date: September 3, 2013

License No.: ABRA-090634

Licensee: Neighborhood Restaurant Group, LLC
Trade Name: GBD Fried Chicken & Doughnuts
License Class: Retailer’s Class “C” Restaurant

Address: 1323 Connecticut Ave., NW
Contact: Erin Sharkey, Agent 202-686-7600
WARD 2 ANC 2B SMD 2B07

Notice is hereby given that this applicant has applied for a substantial change to its license under
the D.C. Alcoholic Beverage Control Act and that the objectors are entitled to be heard before
the granting of such on the hearing date at 10:00 am, 4th Floor, 2000 14" Street, N.W.,
Washington, DC 20009. Petitions and/or requests to appear before the Board must be filed on
or before the petition date.

NATURE OF SUBSTANTIAL CHANGE
Request for sidewalk café w/12 seats.

CURRENT HOURS OF OPERATION FOR PREMISE
Sunday through Thursday 7am — 2am; Friday and Saturday 7:00am — 3:00am.

CURRENT HOURS OF ALCOHOL SALES/SERVICE/CONSUMPTION FOR PREMISE
Sunday through Thursday 8:00am — 2:00am; Friday and Saturday 8:00am — 3:00am.

PROPOSED HOURS OF OPERATION FOR SIDEWALK CAFE
Sunday through Saturday 8:00am — 10:30pm.

PROPOSED HOURS OF ALCOHOL SALES/SERVICE/CONSUMPTION FOR
SIDEWALK CAFE
Sunday through Saturday 8:00am — 10:30pm.
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 12, 2013
Petition Date: August 26, 2013
Hearing Date: September 9, 2013

License No.: ABRA-008511

Licensee: B J Enterprises, Inc.

Trade Name: JP’s

License Class:  Retailer’s“C”Nightclub
Address: 2412 Wisconsin Avenue, NW
Contact Information: Paul Kadlick 202 333-7607

WARD 3 ANC 3B SMD 3B02

Notice is hereby given that this applicant has restored its license from safekeeping after longer than
two years and is being made subject to the renewal process set forth in Chapter 4 of the D.C.
Alcoholic Beverage Control Act. Objectors are entitled to be heard before the granting of this
renewal request on the hearing date at 10:00 am, 4th Floor, 2000 14" Street, N.W., Washington,
DC 20009. Petitions and/or requests to appear before the Board must be filed on or before the

petition date.

NATURE OF OPERATION
Nightclub transferring from Safekeeping. Occupancy load of 100.

HOURS OF OPERATON
Sunday 12 pm — 2 am; Monday through Thursday 11 am — 2 am,

Friday and Saturday 11 am — 3 am

HOURS OF SALES/SERVICE/CONSUMPTION
Sunday 12 pm — 2 am; Monday through Thursday 11 am — 2 am,
Friday and Saturday 11 am — 3 am
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**Rescind

ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 5, 2013
Petition Date: August 19, 2013
Hearing Date:  September 3, 2013
Protest Date: October 23, 2013

License No.: ABRA-008511

Licensee: B J Enterprises, Inc.

Trade Name: JP’s

License Class:  Retailer’s “C” Nightclub
Address: 2412 Wisconsin Avenue, NW
Contact Information: Paul Kadlick 202 333-7607

WARD 3 ANC3B SMD 3B02

Notice is hereby given that this licensee has applied for a substantial change to the
License under the D.C. Alcoholic Beverage Control Act and that the objectors are
entitled to be heard before the granting of such on the hearing date at 10:00 am,
2000 14th Street, NW, 4™ Floor, Washington, D.C. 20009. Petitions and/or
requests to appear before the Board must be filed on or before the Petition Date. The
Protest Hearing Date is scheduled for 4:00 pm on October 23, 2013.

NATURE OF OPERATION
Nightclub transferring from Safekeeping. Occupancy load of 100.

HOURS OF OPERATON
Sunday 12 pm — 2 am; Monday through Thursday 11 am — 2 am, Friday and

Saturday 11 am — 3 am.

HOURS OF SALES/SERVICE/CONSUMPTION
Sunday 12 pm — 2 am; Monday through Thursday 11 am — 2 am, Friday and
Saturday 11 am — 3 am.
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date: July 12, 2013
Petition Date: August 26, 2013
Hearing Date: September 9, 2013

License No.: ABRA-008511

Licensee: B J Enterprises, Inc.

Trade Name: JP’s

License Class:  Retailer’s “C” Nightclub
Address: 2412 Wisconsin Avenue, NW
Contact Information: Paul Kadlick 202 333-7607

WARD 3 ANC 3B SMD 3B02

Notice is hereby given that this licensee has applied for a substantial change to its license under
the D.C. Alcoholic Beverage Control Act and that the objectors are entitled to be heard before
the granting of such on the hearing date at 10:00 am, 4th Floor, 2000 14™ Street, N.W.,
Washington, DC 20009. Petition and/or request to appear before the Board must be filed on or
before the petition date.

Licensee is requesting additional nude nightclub entertainment to its existing nude dancing
privileges by adding (2) private alcoves, fully exposed, allowing for table dancing and (3) tables
for dancing on the second floor.

CURRENT HOURS OF OPERATON
Sunday 12 pm — 2 am; Monday through Thursday 11 am — 2 am,
Friday and Saturday 11 am — 3 am.

CURRENT HOURS OF SALES/SERVICE/CONSUMPTION
Sunday 12 pm — 2 am; Monday through Thursday 11 am — 2 am,
Friday and Saturday 11 am — 3 am.
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION

NOTICE OF PUBLIC HEARING

Posting Date:  July 12, 2013
Petition Date: August 26, 2013
Hearing Date: September 9, 2013

License No.: ABRA-023533

Licensee: HML Rose, Inc.

Trade Name: Lindy’s Bon Appétit

License Class: Retailer’s Class “C” Restaurant

Address: 2040 I St. NW
Contact: Andrew Kline, Agent 202-686-7600
WARD 2 ANC 2A SMD 2A08

Notice is hereby given that this licensee has applied for a substantial change to its license under
the D.C. Alcoholic Beverage Control Act and that the objectors are entitled to be heard before
the granting of such on the hearing date at 10:00 am, 4th Floor, 2000 14" Street, N.W.,

Washington, DC 20009. Petition and/or request to appear before the Board must be filed on or
before the petition date.

Applicant requests a sidewalk café with 12 seats
CURRENT HOURS OF OPERATION AND ALCOHOLIC BEVERAGE

SALES/SERVICE/CONSUMPTION
Sunday through Thursday 11 am — 2 am and Friday & Saturday 11 am — 3 am

HOUR OF SIDEWALK CAFE
Sunday through Thursday 11 am — 2 am and Friday & Saturday 11 am — 3 am
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**CORRECTION**
ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION
NOTICE OF PUBLIC HEARING

Posting Date:  June 21, 2013
Petition Date: August 5, 2013
Hearing Date: August 19, 2013
Protest Date:  October 09, 2013

License No.: ABRA-092423

Licensee: Simple Bar and Grill, LLC
Trade Name:  Simple Bar and Grill
License Class: Retailer’s Class “C” Tavern

Address: 5828 Georgia Ave., NW
Contact: Wilfredo Guzman (202) 957-7848
WARD 4 ANC 4C SMD 4C01

Notice is hereby given that this applicant has applied for a license under the D.C. Alcoholic
Beverage Control Act and that the objectors are entitled to be heard before the granting of such
on the hearing date at 10:00 am, 4th Floor, 2000 14™ Street, N.W., Washington, DC 20009.
Petition and/or request to appear before the Board must be filed on or before the petition date.
The Protest Hearing Date is scheduled for 1:30 pm on October 09, 2013.

NATURE OF OPERATION
Tavern serving American burgers, wings, mix of Mexican and Italian fare with seating capacity

for 95 patrons and total occupancy load of 95. Sidewalk café with 8 seats.

HOURS OF OPERATION AND ALCOHOLIC BEVERAGE

SALES/SERVICE/CONSUMPTION
Sunday 9 am — 12 am; Monday through Wednesday 9 am — 2 am;
Thursday through Saturday 9 am — 3 am

**HOURS OF OPERATION AND ALCOHOLIC BEVERAGE
SALES/SERVICE/CONSUMPTION FOR INSIDE PREMISES AND SIDEWALK CAFE
Sunday through Saturday 11 am — 11 pm

HOURS OF ENTERTAINMENT
Sunday 9 am — 12 am, Monday through Wednesday 6 pm — 2 am;
Thursday through Saturday 6 pm — 3 am
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION
ON
1/12/2013
Notice is hereby given that:
License Number: ABRA-086012
Applicant: The Juniper Group, LLC
Trade Name: The Blaguard
ANC:

License Class/Type: C Restaurant

Has applied for the renewal of an alcoholic beverages license at the premises:

2003 18TH ST NW, WASHINGTON, DC 20009
PETITIONS/LETTERS OF OPPOSITION OR SUPPORT MUST BE FILED ON OR BEFORE:
8/26/2013

HEARING WILL BE HELD ON

9/9/2013

AT 10:00 AM, 2000 14th Street, NW, 4th Floor, Washington, DC 20009

ENDORSEMENTS: Sidewalk Cafe

Days Hours of Operation Hours of Sales/Service Hours of Entertainment
Sunday: 10 am -2 am 10 am -2 am -
Monday: 10am -2 am 10am -2 am -
Tuesday: 10am -2 am 10am -2 am -
Wednesday: 10am -2 am 10am -2 am -
Thursday: 10am -2 am 10 am -2 am -

Friday: 10 am -3 am 10 am -3 am -
Saturday: 10am -3 am 10 am -3 am -

Days Hours of Sidewalk Cafe Operation Hours of Sales Sidewalk Cafe
Sunday: 1lam-2am 1lam-2am
Monday: 1lam-2am 1lam-2am
Tuesday: 11am -2 am 11am -2 am
Wednesday: 11lam-2am 11lam-2am
Thursday: 11am-2am 11am-2am

Friday: 11am -3 am 11am -3 am
Saturday: 11am -3 am 11am -3 am
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DISTRICT DEPARTMENT OF THE ENVIRONMENT
NOTICE OF PUBLIC HEARING

FY 2014 Project Priority List: District of Columbia’s Construction Grants Program

The District Department of Environment (DDOE) invites the public to present its comments at a
public hearing on the fiscal year (FY) 2014 Project Priority List (PPL) for the District of
Columbia’s Construction Grants Program. The PPL identifies and ranks projects eligible to
receive Federal and DC funds to construct or improve wastewater treatment facilities and other
related infrastructures for FY 2014 and in future years. DDOE will hold a hearing on August 13,
2013.

DATE: Tuesday August 13, 2013

TIME: 6:00 p.m.

PLACE: District Department of the Environment
1200 First Street, NE, Washington, DC 20002
5th Floor

New York Avenue Metro Stop

The draft PPL document can be downloaded at the following website address
http://www.ddoe.dc.gov under the ‘Regulation & Law’ tab in the ‘Public Notices & Hearings’
section. A hard copy may also be obtained from the DDOE offices at 1200 First Street, NE,
Washington, DC 20002 (5th floor). Please call David Wooden at 202-741-5267 or email
david.wooden2@dc.gov to arrange for pick-up.

Persons who wish to testify are requested to furnish in writing, their names, addresses, telephone
numbers, and the organization they represent (if any), to the attention of David Wooden
(david.wooden2@dc.gov) or to the address below, by 12 noon on Friday, August 9, 2013.

District Department of the Environment
Attn: David Wooden

Stormwater Management Division
1200 First Street, NE, 5" Floor
Washington, DC 20002

Other persons present at the hearing who wish to be heard, may testify if there is time after those
on the witness list have been called and heard. Persons are urged to submit duplicate copies of
their written statements. All presentations shall be limited to five minutes. The hearing will end
earlier if all persons wishing to make comments have been heard. Persons may submit written
testimony by mail to the address above. Such written testimony is to be clearly marked “PPL
Public Hearing 2014,” and received no later than 4p.m. on Wednesday, August 14, 2013. DDOE
will consider all comments received from both hearings in its final decision.

For additional information, call 202-741-5267.
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DISTRICT DEPARTMENT OF THE ENVIRONMENT

NOTICE OF PUBLIC HEARING
AND
NOTICE TO COMMENT IN WRITING

LIHEAP State Plan for Fiscal Year 2014 —
Low Income Home Energy Assistance Program

WAP State Plan for Fiscal Year 2014 —
Weatherization Assistance Program

Hearing: Tuesday, August 13, 2012, 4:00 pm

District Department of the Environment

1200 First Street, NE, 7" Floor Conference Room 718
NoMa-Gallaudet University Metro Stop, Washington, D.C.

Written Comments due by: August 23, 2012, 4:30 pm

The District Department of the Environment (“DDOE”) invites the public to present its views
and comments on two aspects of its energy assistance: (1) DDOE’s Fiscal Year 2014 Draft State
Plan for the District’s Low Income Home Energy Assistance Program (“LIHEAP” or “the
LIHEAP Program”) and its FY 2014 Draft State Plan for Weatherization Assistance (“WAP”)
(“State Plans”). DDOE intends to review all components of the two State Plans at the public
hearing. Views may be expressed in person at the public hearing or in writing.

Authority for each program is provided by:

Home Energy Assistance Act of 1980, in Title 111 of the Crude Oil Windfall Profit Tax
Act of 1980, PL 96-223, 88 301- 13 (Apr. 2, 1980), as amended; 42 USC 8601 et seq.;

Low Income Home Energy Assistance Act of 1981, in Title XXVI of the Omnibus
Budget Reconciliation Act of 1981, Public Law 97-35 (Aug. 13, 1981), as amended, 42
USCA 8 8621 et seq.;

Implementing regulations of the US Department of Health and Human Services, 45 CFR
96.80 et seq.;

District Department of the Environment Establishment Act of 2005, 8§ 101 et seq.,
effective February 15, 2006, as amended (D.C. Law 16-51; D.C. Official Code 8§ 8-
151.01 et seq. (2008 Repl. & 2013 Supp.));

District of Columbia Office of Energy Act of 1980, 88 2 et seq., effective March 4, 1981,

as amended (D.C. Law 3-132; D.C. Official Code 88 8-171.01 et seq. (2008 Repl. &
2013 Supp.));
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e Clean and Affordable Energy Act of 2008, 88 101 et seq., effective Oct. 22, 2008, as
amended (D.C. Law 17-250; D.C. Official Code 88 8-1773.01, 8-1774.01 et seq. (2008
Repl. & 2013 Supp.)); and

e Mayor’s Order 2006-61, dated June 14, 2006, and its delegations of authority.

Comments may be provided in person or in writing. A person need not attend the public
hearing in order to submit comments on a State Plan.

The public hearing will take place at the above-stated time and place. The public hearing will
continue until the presiding officer determines that everyone has had a meaningful opportunity to
be heard. The presiding officer may limit the time in which to comment. A person who cannot
be present at the opening time may reserve a time to speak, by contacting DDOE, as described
below, in this notice. A person attending the public hearing should check in with the guard in the
building lobby, then go to DDOE’s reception desk on the 5™ floor.

Written comments may be submitted directly to DDOE by mail, hand delivery, or email.
Instructions for submitting written comments appear below, in this notice. DDOE will accept
written comments until Friday, August 23, 2013 at 4:30 p.m.

Obtaining text of a State Plan for LIHEAP or WAP. Each document will be available at
DDOE’s website and from DDOE’s offices, as described below in this notice. Each document
will become available at the DDOE web page, described below, in this notice, as follows:
The LIHEAP Draft State plan on Tuesday, July 30, 2013, at noon;
The WAP Draft State plan on Thursday, July 18, 2013, at noon.
A person may obtain a copy of the document by any of the following methods:
- Download, by visiting DDOE’s website, green.dc.gov. Look for the title/section,
“Energy in DC”, click on it, choose “Energy Assistance and Weatherization” and click on
it. Page down to the section titled “Publications” to find the document’s listing. Click

on it. Follow the link to the document in PDF format, which can be downloaded:;

- Email a request to StatePlan.Year2014@dc.gov with “Request copy of LIHEAP (or
WAP, or both) State Plan 2014” in the subject line;

- In person by making an appointment to examine a copy in DDOE's offices at the 5th
floor reception desk at the street address below (call DDOE reception at 202-535-2600
and mention the State Plan by name). DDOE is located one block west of the NOMA
Red Line Station, at the corner of M Street and First Street NE; or
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- Write DDOE at 1200 First Street, N.E., 5th Floor, Washington, DC 20002, “Attn:
Request copy of LIHEAP (or WAP, or both) State Plan 2014” on the outside of the letter.

The State Plan contact: For additional information regarding the public hearing or written
comments please send an email to StatePlan.Year2014@dc.gov.

DDOE appreciates the time, insight, and expertise that go into submitting comments. DDOE
will carefully consider all of the comments that it receives.

Instructions for Submitting Written Comments

Written comments should: (1) identify the commenter, and commenter’s organization, if any; (2)
be clearly marked “LIHEAP FY 2014” or “WAP FY 2014”, and be delivered in one of the
following ways: (a) mailed or hand-delivered to DDOE Energy Administration, Energy
Assistance Branch, 1200 First Street, NE, Washington DC 20002, marked “Attn: State Plan
2014; (b) e-mailed to StatePlan.Year2014@dc.gov, with the subject indicated as “State Plan
2014,”; or (c) delivered in person to the above address, with similar identification.
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DEPARTMENT OF HEALTH CARE FINANCE
NOTICE OF FINAL RULEMAKING

The Director of the Department of Health Care Finance (DHCF), pursuant to the authority set
forth in An Act to enable the District of Columbia to receive federal financial assistance under
Title XIX of the Social Security Act for a medical assistance program, and for other purposes,
approved December 27, 1967 (81 Stat. 744; D.C. Official Code § 1-307.02 (2006 Repl. & 2012
Supp.)) and Section 6(6) of the Department of Health Care Finance Establishment Act of 2007,
effective February 27, 2008 (D.C. Law 17-109; D.C. Official Code § 7-771.05(6) (2008 Repl.))
hereby gives notice of the intent to adopt the following new Chapter 94 of Title 29 (Public
Welfare) of the District of Columbia Municipal Regulations (DCMR), entitled “Medicaid
Provider and Supplier Screening, Enrollment, and Termination.” The final rulemaking governs
the District of Columbia Medicaid Program’s procedures for provider and supplier screening,
enrollment, and termination.

The U.S. Department of Health and Human Services, Centers for Medicare and Medicaid
Services (CMS) has issued guidance for State Medicaid programs as they implement changes to
the provider and supplier screening, enrollment, and termination processes as required by the
Patient Protection and Affordable Care Act of 2010, approved March 23, 2010 (Pub. L. No. 111-
148; 124 Stat. 119) (the Act). The requirements established through the Act and implementing
regulations at 42 C.F.R. parts 405, 424, 447, 455, 457, 498, and 1007; and 42 C.F.R. parts 242
and 431 have necessitated a review of the District’s current practices for engaging providers and
suppliers to participate in the D.C. Medicaid program. As a result, this rulemaking establishes
the District’s first regulatory framework for provider and supplier applications, screening and
enrollment, and termination.

To achieve compliance with federal law, DHCF also amended the District of Columbia State
Plan for Medical Assistance (State Plan) to implement the new requirements. The State Plan
amendment was approved by the Council of the District of Columbia (Council) through Res. 19-
0811 on August 10, 2012. The State Plan amendment was approved by CMS on October 19,
2012, with an effective date of October 1, 2012.

A Notice of Proposed Rulemaking was published in the DC Register on April 26, 2013 (60 DCR
006119). One set of comments was received. No substantive changes have been made. The
Director adopted these rules on July 3, 2013 and they shall become effective on the date of
publication of this notice in the DC Register.

Title 29 of the District of Columbia Municipal Regulations (Public Welfare) is amended by
adding the following new Chapter 94 to read as follows:

CHAPTER 94 MEDICAID PROVIDER AND SUPPLIER SCREENING,
ENROLLMENT, AND TERMINATION

9400 MEDICAID PROVIDER AND SUPPLIER GENERAL PROVISIONS
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9400.1

9400.2

9400.3

9400.4

9400.5

9400.6

9400.7

9400.8

9400.9

An individual or entity that is engaged in the businesses of healing arts
(“provider) or supplying health and medical supplies (“supplier”) and desires to
receive reimbursement for services provided to District of Columbia Medicaid
beneficiaries shall be screened and enrolled pursuant to the requirements in this
chapter.

Providers and suppliers shall be authorized to deliver health services and supplies
to Medicaid beneficiaries upon notification from the Department of Health Care
Finance that the requirements for enrollment have been met.

To initiate the enrollment process, a prospective Medicaid provider or supplier
(“Applicant”) shall submit a completed D.C. Medicaid Provider/Durable Medical
Equipment, Prosthetics, Orthotics, and Supplies (“DMEPQOS”) Provider/Supplier
Application (“Application”) to the Department of Health Care Finance (“DHCF”).

Applicants also shall be subject to screening through any of the following:

@) Ownership and Financial Disclosures;

(b) Criminal Background Checks;

(©) Fingerprinting; and/or

(d) Pre and Post Enrollment Site Visits.

An Applicant shall submit to screening, produce all documentation listed on the
Application, and adhere to the guidance and timeframes issued by DHCF
throughout the enrollment or revalidation of enrollment process.

DHCEF shall revalidate all enrolled suppliers of DMEPQOS every three (3) years,
and all other Medicaid providers every five (5) years, in accordance with 42
C.F.R. § 455.414. The dates for revalidation of enrollment shall be calculated

beginning on the date that the Director of DHCF (“Director”), or a designee, signs
the Provider Agreement.

DHCEF shall screen any Applicant that has not been screened by Medicare or
another state’s Medicaid program within the twelve (12) month period that
precedes initial enrollment or revalidation of enroliment.

For purposes of screening and enrollment, prospective providers and suppliers
shall be classified either as “in-District” or “out-of-District” providers.

In accordance with 42 C.F.R. 8§ 455.470, DHCF may impose a temporary

moratorium on the enrollment of any provider category or supplier if the
Secretary of the Department of Health and Human Services (“Secretary”) imposes
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9400.10

9400.11

9401

9401.1

9401.2

9401.3

9401.4

a moratorium on the same provider category or supplier’s participation in the
Medicaid program.

In accordance with 42 C.F.R. § 455.470(b), DHCF may impose a temporary
moratorium on the enrollment of new providers and suppliers, or otherwise limit
the number of enrolled providers and suppliers, if DHCF identifies significant
potential for fraud, waste, and abuse that is also aligned with the Secretary’s
findings.

Temporary moratoria shall be imposed for initial periods equal to one hundred
eighty (180) days, and may be extended in one hundred eighty (180)-day
increments.

MEDICAID PROVIDER/SUPPLIER APPLICATION

An Applicant shall submit a completed Application to DHCF, or its designee.
The Application shall correspond to the appropriate category of provider and
designated level of risk that DHCF assigns to the provider type.

In accordance with Section 1128J(e) of the Social Security Act (42 U.S.C. §
1320a-7k(e)) and 42 C.F.R. 8 431.107(b)(5), each Applicant shall obtain a
National Provider Identification (NPI) number from the U.S. Department of
Health and Human Services and ensure the NPI is provided on the Application
submitted to DHCF.

In addition to the Application, an out-of-District Applicant shall also submit the
following, if applicable to the Applicant’s corporate structure:

@ The name of its registered agent, in accordance with D.C. Official Code
88 29-104.01 et seq., the business address, and telephone number of the
registered agent;

(b) Proof of a physical business address and a business telephone number
within the District of Columbia listed under the name of the business for
the purpose of providing Medicaid services and sales; and

(©) The Medicaid provider number, supplier numbers from the state where the
out-of-state business' principal place of business is located and/or the
active Medicare supplier number.

DHCEF shall review an Applicant’s signed and finished Application within thirty
(30) business days from the date it was received by DHCF. DHCF shall return a
provider application package to the Applicant when DHCF determines the
provider application package to be incomplete or to contain incorrect information.
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9401.5

9401.6

9401.7

9401.8

DHCF shall allow resubmission for incomplete or incorrect information a
maximum of two (2) times within the same twelve (12) month period.

DHCF may deny an Application through the screening process if DHCF
determines that an Applicant has any of the following:

€)) A conviction for a criminal offense that relates to the delivery of goods or
services to a Medicaid beneficiary;

(b) A conviction for any criminal offense that relates to a violation of
fiduciary responsibility or financial misconduct;

(©) Committed a violation of applicable Federal, state, or District laws or
regulations governing Medicaid programs;

(d) Been excluded, suspended, or terminated from any program administered
under Titles XVI1II, XIX, and XXI of the Social Security Act;

(e) Been excluded, suspended, or terminated from any program managed by
the District of Columbia;

) Been previously found by a licensing, certifying, or professional standards
board to have violated the standards or conditions relating to licensure or
certification of the services provided;

(9) Made a false representation or omission of any material fact in making the
application;
(h) Demonstrated an inability to provide services, conduct business, or

operate a financially viable entity; or

(1 Has had a provider application package returned by DHCEF three (3) times
in the past twelve (12) months due to incomplete or incorrect information.

DHCF may deny an Application based on the current availability of services or
supplies for beneficiaries taking into account geographic location and reasonable
travel time and the number of providers of the same type of service or supplies
enrolled in the same geographic area.

DHCEF shall deny an Application in accordance with § 9410.1.
For a first-time Applicant to be a District Medicaid Provider, if the Application is

denied, the Applicant shall not submit a new Application to DHCF sooner than
one (1) year after the date that DHCF notified the Applicant of the denial.

010044



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

9401.9

9401.10

9401.11

9402

9402.1

9402.2

9403

9403.1

9403.2

For an Applicant subject to revalidation, if the Application is denied, the
Applicant shall not submit a new Application to DHCF sooner than two (2) years
after the date that DHCF notified the applicant of the denial.

The Application shall not be considered to be a Provider Agreement.

The Provider Agreement shall be signed by the Director, or a designee. Upon

approval of the Application, DHCF shall send the Applicant a welcome letter that

shall indicate the effective date of the Provider Agreement.

APPLICATION FEE

An Applicant may be required to remit an Application Fee at the time of

submission of the Application for enrollment or revalidation of enrollment.

Assignment of Application Fees shall be subject to the following principles:

@) The Application Fee shall not exceed the amount established annually by
the Centers for Medicare and Medicaid Services (“CMS”) and published
in the Federal Register;

(b) DHCF shall not require an Application Fee if the Applicant is an
individual physician or non-physician practitioner or has remitted an
Application Fee to another state Medicaid program or to the Medicare
program; and

(©) Application Fees shall be non-refundable.

An Applicant may request a hardship exception from the Application Fee

requirement by submitting a request to CMS. Any Applicant who receives a

hardship exception shall attach a copy of the notification from CMS to the

Application that is submitted to DHCF.

MEDICAID PROVIDER OR SUPPLIER SCREENING

Pursuant to 42 C.F.R. 8§ 455.450, DHCF shall evaluate all Applications according
to the level of categorical risk to which the provider or supplier type is assigned.

An Applicant shall be classified according to the following risk categories:
@) High (subject to the screening requirements described in § 9404);
(b) Moderate (subject to the screening requirements described in § 9405); or

(©) Limited (subject to the screening requirements described in § 9406).
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9403.3

9403.4

9403.5

9403.6

9404

9404.1

An Applicant that may reasonably fit within more than one (1) risk category shall
be screened according to the highest level of screening that applies to that
provider or supplier type.

DHCEF shall adjust the categorical risk level from “Limited Risk” or “Moderate
Risk” to “High Risk” under the following circumstances:

@) The Applicant has been excluded by the Office of Inspector General
(“OIG”) of the U.S. Department of Health and Human Services within the
previous ten (10) year period,;

(b) The Applicant has been excluded from another state’s Medicaid program
within the previous ten (10) year period;

(©) DHCF or CMS lifted a temporary moratorium during the previous six (6)
months for the specific provider or supplier type that an Applicant is
applying under, and the Applicant applies within six (6) months from the
date the moratorium was lifted,;

(d) Medicare elevates the risk category for a particular provider type;

(e) DHCF imposes a payment suspension against a provider due to a credible
allegation of fraud, waste, or abuse; or

()] The provider has an existing Medicaid overpayment.

Providers or suppliers who are classified as “Moderate Risk™ or “High Risk” shall
be required to attend an orientation session before signing the Medicaid Provider
Agreement.

DHCEF shall reserve the right to modify screening requirements for any provider
or supplier if DHCF determines Medicare or another state has successfully

conducted a comparable screening on the same provider or supplier and that
screening led to enrollment into Medicare or another Medicaid program.

SCREENING PROVIDERS OR SUPPLIERS CLASSIFIED AS “HIGH
RISK”

Pursuant to 42 C.F.R. § 455.450, the following provider and supplier types shall
be classified within the “High Risk” category:

@) Home Health Agencies (“HHASs”) and
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9404.2

9405

9405.1

(b) Durable Medical Equipment, Prosthetics, Orthotics, and Supplies
(“DMEPQOS”) suppliers.

Screening for providers or suppliers classified as “High Risk” shall include the
following:

@) Verification that the provider or supplier meets requirements set forth in
the D.C. Health Occupations Revision Act of 1985, as amended, effective
March 25, 1986 (D.C. Law 6-99; D.C. Official Code § 3-1201.01 et seq.)
and implementing rules, as well as all other applicable Federal and District
laws and regulations;

(b) Verification of appropriate licensure, including licensure in states other
than the District, in accordance with 42 C.F.R. § 455.412;

(©) Both pre- and post-enrollment database checks in order to ensure the
provider or supplier continues to meet the enrollment criteria that
corresponds to its provider or supplier type, in accordance with 42 C.F.R.
8§ 455.436;

(d) On-site visits conducted in accordance with 42 C.F.R. § 455.432;

(e) Criminal background checks, pursuant to 42 C.F.R. § 455.434; and

0) Submission of fingerprints, pursuant to 42 C.F.R. § 455.434, for all

providers or individuals who maintain a five-percent (5%) or greater
ownership interest in the provider or supplier.

SCREENING PROVIDERS OR SUPPLIERS CLASSIFIED AS
“MODERATE RISK”

Pursuant to 42 C.F.R. § 455.450, the following provider and supplier types shall
be classified within the “Moderate Risk” category:

@) Community Mental Health Centers (“CMHCs”);
(b) Hospices;
(©) Home and Community Based Services (“HCBS”) Waiver providers;

(d) Intermediate Care Facilities for Individuals with Intellectual Disabilities
(“ICFs/1ID”); and

(e) Pharmacies.
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9405.2

9406

9406.1

9406.2

Screening for providers or suppliers classified as “Moderate Risk” shall include
the following:

(@)

(b)

(©)

(d)

Verification that the provider or supplier meets requirements set forth in
the D.C. Health Occupations Revision Act of 1985, as amended, effective
March 25, 1986 (D.C. Law 6-99; D.C. Official Code § 3-1201.01 et seq.)
and implementing rules, as well as all other applicable Federal and District
laws and regulations;

Verification of appropriate licensure, including licensure in states other
than the District, in accordance with 42 C.F.R. § 455.412,;

Both pre- and post-enrollment database checks in order to ensure the
provider or supplier continues to meet the enrollment criteria that
corresponds to its provider or supplier type, in accordance with 42 C.F.R.
8§ 455.436; and

On-site visits conducted in accordance with 42 C.F.R. § 455.432.

SCREENING PROVIDERS OR SUPPLIERS CLASSIFIED AS “LIMITED

RISK”

Pursuant to 42 C.F.R. § 455.450, any provider or supplier not designated as
“Moderate Risk” or “High Risk” under 88 9405 and 9404, shall be classified
within the “Limited Risk” category:

Screening for providers or suppliers classified as “Limited Risk” shall include the
following:

(a)

(b)

(©)

Verification that the provider or supplier meets requirements set forth in
the D.C. Health Occupations Revision Act of 1985, as amended, effective
March 25, 1986 (D.C. Law 6-99; D.C. Official Code § 3-1201.01 et seq.)
and implementing rules, as well as all other applicable Federal and District
laws and regulations;

Verification of appropriate licensure, including licensure in states other
than the District, in accordance with 42 C.F.R. § 455.412; and

Both pre- and post-enrollment database checks in order to ensure the
provider or supplier continues to meet the enrollment criteria that
corresponds to its provider or supplier type, in accordance with 42 C.F.R.
§ 455.436.
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9407

9407.1

9407.2

9408

9408.1

9408.2

9408.3

OWNERSHIP AND FINANCIAL DISCLOSURES

Each Applicant and relevant fiscal agents shall disclose, at the time of application,
the following information for all persons with direct or indirect ownership or
control interest that is equal to or greater than five percent (5%):

@) Name;

(b) Address of any person (individual or corporation);

(c) Date of Birth;

(d) Social Security Number (individual); and

(e Federal Tax Identification Number (corporation).

Applicants and Medicaid providers or suppliers also shall provide the information
required in Subsection 9407.1 at any of the following times:

@) Upon execution of the Provider Agreement;
(b) Upon request of DHCF during the revalidation process; and

(©) Within thirty-five (35) days following any change in ownership of the
disclosing entity.

CRIMINAL BACKGROUND CHECKS AND FINGERPRINTING

In accordance with 42 C.F.R. 8 455.434, Applicants shall consent to criminal
background checks including fingerprinting when required to do so under District
laws and regulations or by the level of screening based on the risk of fraud, waste,
or abuse as determined for that category of provider or supplier.

For Applicants categorized as “High Risk”, the provider or each individual with a
five percent (5%) or greater direct or indirect ownership interest in a provider or
supplier shall submit fingerprints.

All other providers or individuals with a five percent (5%) or greater direct or
indirect ownership interest in a provider or supplier shall submit fingerprints upon
request, in a form and manner as specified in the Application, within thirty (30)
calendar days from the date of the request from CMS or DHCF.
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9409

9409.1

9409.2

9409.3

9410

9410.1

SITE VISITS

In accordance with 42 C.F.R. § 455.432, DHCF shall conduct unannounced, pre-
enrollment and post-enrollment site visits of providers and suppliers who are
designated as “Moderate Risk” or “High Risk.”

DHCEF shall reserve the right to conduct unannounced site visits of any provider
or supplier enrolled in the Medicaid program.

Applicants and enrolled providers and suppliers shall be required to permit on-site
inspections to be conducted by the U.S. Department of Health and Human
Services, including CMS, the Department of Health (“DOH”), DHCF, or any
designee selected by any of the aforementioned. Site visits shall be used to verify
that the information submitted to DHCF is accurate and to assess providers and
suppliers’ compliance with all applicable Federal and District laws and
regulations.

PROVIDER AND SUPPLIER TERMINATION OR DENIAL OF
ENROLLMENT

In accordance with 42 C.F.R. 88 455.416(a)-(f), DHCF shall initiate termination
of the Provider Agreement, or deny the Application, of any provider or supplier
when any of the following occurs:

@) Termination of a provider or supplier on or after January 1, 2011, under
Title XVIII of the Social Security Act, or under the Medicaid program or
Children’s Health Insurance Program (CHIP) in any state;

(b) Failure to cooperate with screening methods and submit timely and
accurate information by any individual with a five percent (5%) or greater
direct or indirect ownership interest in a provider or supplier;

(©) Conviction of a criminal offense related to Medicare, Medicaid, or CHIP
in the last ten (10) years related to any individual with a five percent (5%)
or greater direct or indirect ownership interest in a provider or supplier,
unless DHCF determines that denial or termination is not in the best
interests of the District’s Medicaid program and documents this
determination in writing;

(d) Failure to submit timely and accurate information by any individual with
an ownership or control interest, or who is an agent or managing employee
of the provider or supplier, unless DHCF determines that denial or
termination is not in the best interests of the District’s Medicaid program
and documents this determination in writing;
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9410.2

9410.3

9410.4

(e) Failure of individuals with a five percent (5%) or greater direct or indirect
ownership interest in a provider or supplier to submit fingerprints upon
request, in a form and manner determined by DHCF, within thirty (30)
days from the date of the request, unless DHCF determines that denial or
termination is not in the best interests of the District’s Medicaid program
and documents this determination in writing; or

()] Failure to permit access to provider or supplier’s locations for any site
visit required pursuant to 42 C.F.R. § 455.432, unless DHCF determines
that denial or termination is not in the best interests of the District’s
Medicaid program and documents this determination in writing.

In accordance with 42 C.F.R. 8 455.416(g), DHCF may terminate the enroliment,
or deny an Application, of any provider or supplier if CMS or DHCF finds either
of the following:

@) The Applicant falsified any information provided on the Application; or
(b) The Applicant’s identity cannot be verified.

DHCEF shall enforce all terminations that result from the Secretary of the U.S.
Department of Health and Human Services mandatorily excluding individuals or
entities from participating in any Federal or state health care program, pursuant to
42 U.S.C. § 1320a-7(a), for the any of the following:

@) Conviction of program-related crimes;

(b) Conviction relating to patient abuse;

(©) Felony conviction relating to health care fraud; or

(d) Felony conviction relating to a controlled substance.

DHCEF shall enforce all terminations that result from the Secretary of the U.S.
Department of Health and Human Services permissively excluding individuals
and entities from participating in any Federal or state health care program,

pursuant to 42 U.S.C. § 1320a-7(b), for any of the following:

@) Conviction relating to fraud, theft, embezzlement, breach of fiduciary
responsibility, or other financial misconduct;

(b) Conviction in connection with the interference with, or obstruction of, any
investigation or audit related to the use of funds received, directly or
indirectly, from any Federally funded health care program;

(©) Misdemeanor conviction relating to a controlled substance;

11
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(d)

(€)

(f)

(9)

(h)

(i)

@)

(k)

0]
(m)

(n)

(0)

License revocation or suspension by a State licensing authority, including
surrendering of such a license held while formal disciplinary proceeding is
pending;

Exclusion, suspension, or sanction from any Federal or State program
involving the provision of health care, including programs administered by
the Department of Defense and Department of Veterans Affairs;

Submission of claims reflecting excessive charges and/or unnecessary
services;

Failure to provide medically necessary services, and thereby adversely
impacting covered individuals;

Committing acts that constitute fraud, facilitate kickbacks, and/or support
other prohibited activities, pursuant to 42 U.S.C. 88§ 1320a-7a, 1320a-7b,
or 1320a-8;

Allowing a sanctioned individual to hold a five percent (5%) or more
direct or indirect ownership or control interest, serve as an officer,
director, agent, or managing employee;

Allowing an individual to hold a direct or indirect ownership or control
interest in a sanctioned entity when the individual knows, or should know,
of the action that resulted in conviction or exclusion from Medicare or a
state health care program;

Failure to disclose information required to process an Application or
revalidate enrollment, including requested information on subcontractors
and/or suppliers;

Failure to permit examination of records supporting payment;

Failure to grant immediate access, upon reasonable request, to the
Secretary, or designee; the Inspector General of the Department of Health
and Human Services; or representatives of DHCF or the Medicaid Fraud
Control Unit;

Failure of a hospital to comply substantially with corrective action
commenced in accordance with 42 U.S.C. § 1395ww(f)(2)(B);

Default on health education loan or scholarship obligations by an
individual, except physicians who provide unique services to the
community serviced; and
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9410.5

9410.6

9411

94111

9411.2

9411.3

(p) Making false statements or misrepresentation of material facts in any
application, agreement, bid, or contract to participate or enroll as a
provider or supplier under a Federal health care program.

As set forth in 42 U.S.C. 88 1320a-7(c)-(g), DHCF shall adhere to Federal
guidelines governing terminations that occur pursuant to Subsections 9410.4 and
9410.5.

Nothing in this section shall supersede or lessen the force of any other laws or
regulations that govern provider participation in the Medicaid program, including
the False Claims Act, effective February 21, 1986 (D.C. Law 6-85; D.C. Official
Code § 2-381.02 (2008 Repl.)).

NOTICE AND APPEALS

If under this chapter the Director proposes to terminate the provider agreement or
deny enrollment to an applicant or reenrolling provider or supplier, then the
Director shall send written notice to the provider or Applicant. The notice shall
include the following:

@) The basis and reasons for the proposed termination of the provider
agreement or denial of enrollment;

(b) The provider’s or applicant’s right to dispute the allegations and to submit
evidence to support his or her position; and

(©) Specific reference to the particular sections of relevant statutes, rules,
provider agreement and/or provider manuals.

Within thirty (30) days of the date on the notice, the provider, applicant or
reenrolling provider or supplier may submit documentary evidence and
accompanying written argument against the proposed termination or denial of
enrollment.

If the Director decides to terminate the provider agreement or deny enroliment
after the provider, applicant or reenrolling provider or supplier files a response,
then the Director shall send written notice of the termination or denial of
enrollment to the provider, applicant or reenrolling provider or supplier. The
notice shall be sent at least fifteen (15) days before the decision becomes
effective, and shall include the following:

@) The reason for decision;

(b) The effective date of the decision;
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9411.4

9499

(©) The earliest date on which the Director shall accept an application for
enrollment or a request for reinstatement;

(d) The requirements and procedures for enrollment in the District’s Medicaid
Program; and

(e) The provider, applicant or reenrolling provider or supplier’s right to
request a hearing by filing a notice of appeal with the Office of
Administrative Hearings.

If the provider, applicant or reenrolling provider or supplier files a notice of
appeal within fifteen (15) days of the date of the notice of termination or denial of
enrollment, then the effective date of the proposed action shall be stayed pending
a decision following final action by the Office of Administrative Hearings.

DEFINITIONS - For purposes of this section, the following terms shall have
the meanings ascribed:

Medicaid Provider/Supplier Application - The general or provider/supplier-
specific application developed by DHCF, and required to initiate
participation as a D.C. Medicaid provider or supplier.

Disclosing Entity - A prospective or enrolled Medicaid provider or supplier
(other than an individual practitioner or group of practitioners), or a fiscal
agent.

Federal Health Care Program - Shall have the meaning ascribed in 42 U.S.C. 8§
1320a-7b(f).

In-District Applicants - Prospective Medicaid providers or suppliers that are
located inside of the District of Columbia Consolidated Metropolitan
Statistical Area, as defined by the United States Census Bureau.

Out-of-District Applicants - Prospective Medicaid providers or suppliers that are
located outside of the District of Columbia Consolidated Metropolitan
Statistical Area, as defined by the United States Census Bureau.

Provider Agreement - Official enrollment document establishing roles,
responsibilities, and rights of a District Medicaid provider/supplier.

14
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DEPARTMENT OF HEALTH
NOTICE OF FINAL RULEMAKING

The Director of the Department of Health, pursuant to the authority set forth in Section 302(14)
of the District of Columbia Health Occupations Revision Act of 1985, effective March 25, 1986
(D.C. Law 6-99; D.C. Official Code § 3-1203.02(14) (2007 Repl.)), and Mayor’s Order 98-140,
dated August 20, 1998, hereby gives notice of the intent to amend Chapter 90 (Dental
Assistants) of Title 17 (Business, Occupations, and Professions) of the District of Columbia
Municipal Regulations (DCMR).

The purpose of this rulemaking is to create two (2) levels of registered dental assistants and
clarify the required education and training as well as the scope of authorized practice by dental
assistants.

These rules were previously published in the D.C. Register as a proposed rulemaking on April
12, 2013, at 60 DCR 5653. No written comments were received from the public in connection
with this publication during the thirty (30)-day comment period, and no changes have been made
to the rulemaking.

Final action to adopt the rules took place on May 15, 2013. These rules will be effective upon
publication of the notice in the D.C. Register.

Chapter 90 (DENTAL ASSISTANTS) of Title 17 (BUSINESS, OCCUPATIONS, AND
PROFESSIONS) is amended as follows:

Section 9000 (APPLICABILITY) is amended to read as follows:
9000 GENERAL PROVISIONS

9000.1 This chapter applies to applicants for and holders of a registration to practice as a
dental assistant.

9000.2 Chapters 40 (Health Occupations: General Rules) and 41 (Health Occupations
Administrative Procedures) of Title 17 of the District of Columbia Municipal
Regulations supplement this chapter.

Section 9001 (REGISTRATION REQUIRED) is amended to read as follows:

9001 REGISTRATION REQUIRED

9001.1 No person shall perform or be permitted to perform any duties as a dental
assistant without a registration issued by the Board.

9001.2 Notwithstanding Subsection 9001.1, a person who is performing the duties of a

010055



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

dental assistant on the effective date of this chapter shall obtain a registration no
later than September 17, 2012.

Section 9002 (EDUCATION REQUIREMENT) is amended to read as follows:

9002

9002.1

9002.2

TERM OF REGISTRATION

Subject to § 9002.2, a registration issued pursuant to this chapter shall expire at
12:00 midnight of December 31 of each odd-numbered year.

If the Director changes the renewal system pursuant to § 4006.3 of Chapter 40 of
this title, a registration issued pursuant to this chapter shall expire at 12:00
midnight of the last day of the month of the birth date of the holder of the
registration or other date established by the Director.

Section 9003 (TERM OF REGISTRATION) is amended to read as follows:

9003

9003.1

9003.2

9003.3

EDUCATION REQUIREMENT

No person shall be registered as a Level | Dental Assistant or Level 1l Dental
Assistant unless he or she has graduated from high school or has a general
equivalency diploma.

Except as provided in 8 9003.3, an applicant for a registration as a Level 11 Dental
Assistant shall provide satisfactory evidence to the Board of the following:

@ That the applicant has successfully completed and graduated from an
educational program for dental assistants approved by the Board or the
American Dental Association’s (ADA) Commission on Dental
Accreditation (CODA);

(b) That the applicant possesses a current and valid certification as a Certified
Dental Assistant from the Dental Assisting National Board (DANB); or

(©) That the applicant has completed a dental assisting program approved by
the Board.

Notwithstanding the requirements of § 9003.2, an applicant for a registration as a
Level Il Dental Assistant may be granted a registration if the applicant registers
no later than September 17, 2012 and provides satisfactory evidence of the
following:

@) That the applicant has been performing the duties of a dental assistant on
the effective date of this chapter; and
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9003.4

(b)

That the applicant has demonstrated competency to perform the duties of a
dental assistant to the satisfaction of the supervising dentist.

As a prerequisite to registration, a dental assistant shall present proof to the Board
that he or she has completed a course in dental radiography training that the Board
deems satisfactory.

Section 9004 (RENEWAL OF REGISTRATION) is amended to read as follows:

9004

9004.1

9004.2

SCOPE OF PRACTICE

Subject to the restrictions set forth in this section, a dentist may delegate to a
registered dental assistant only those procedures which are:

(@)

(b)
(©)

Appropriate to the training and experience of the dental assistant and
the practice of the supervising dentist;

Reversible; and

To be performed under the direct supervision of the dentist.

Level | Dental Assistant may perform the following functions under direct
supervision of a dentist:

(a)
(b)
(©)
(d)
(e)

(f)
(@)
(h)

)

Placing retraction cord;

Placing matrices;

Applying a medicinal agent to a tooth for a prophylactic purpose;
Placing periodontal dressings;

Removing temporary restorations without the use of a rotary
instrument;

Removing sutures;

Taking impression for study models or diagnostic casts;
Rinsing and aspirating the oral cavity;

Retracting the lips, cheek, tongue, and flaps;

Placing or removing materials for the isolation of the dentition, provided

010057



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

9004.3

(k)
(h

(m)
(n)
(0)
(P)
(@)

that the material is not retained by the dentition;
Applying topical anesthesia;

Constructing athletic mouth guards in models;
Performing intraoral photography;

Curing by the use of halogen light;

Checking for loose bands;

Whitening; and

Other functions as approved by the Board.

Level Il Dental Assistant may perform the following functions under direct
supervision of a dentist:

(a)

(b)
(c)
(d)
()
()
(9)
(h)
(i)
()
(k)
(0
(m)

All functions permitted to Level | Dental Assistant, as enumerated in §
9004.2;

Performing vitality tests;

Taking alginate impressions for intraoral appliances;
Applying topical fluoride;

Applying desensitizing agents;

Placing or removing a rubber dam;

Etching;

Fabricating indirect restorations in a dental office;
Placing or removing a matrix band;

Drying a root canal,

Preparing and fitting stainless steel crowns;
Preparing temporary crowns;

Removing excess cement;
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9004.4

9004.5

(n)

(0)

Removing or placing a periodontal dressing (except placing the original
periodontal dressing); and

Constructing athletic mouth guards on models.

Level 1 or Il Dental Assistant working under the direct supervision of an
orthodontist may also perform the following functions:

(@) Preparing and fitting orthodontic bands;

(b) Removing excess cement from around orthodontic bands;

(©) Placing and removing arch wires;

(d) Cementing orthodontic bands, placing bonded attachments, or removing
cemented or bonded orthodontic bands and attachments;

(e) Placing elastics and ligatures; and

()] Selecting headgear.

A dentist shall not delegate to a dental assistant any of the following

procedures:

@) Those procedures excluded by 17 DCMR § 4215.1;

€)) A preliminary dental examination;

(© A complete prophylaxis, including the removal of any deposits,
diseased crevicular tissue, accretion, or stain from the surface of a
tooth or a restoration;

(d) The intraoral polishing of a tooth or a restoration;

(e) The charting of cavities during preliminary examination, prophylaxis, or
polishing; however, a dentist may permit an assistant to record the
charting of cavities as dictated by the dentist or dental hygienist during
the course of a preliminary examination or dental procedure;

U] The instruction of individuals or groups of individuals in oral health
care, unless it is in the dental office and done as instructed by the
dentist;

(@)  The application of pit and fissure sealants;

(h) Diagnostic screening to identify indications of oral abnormalities;

010059



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

Q) Administration of local anesthesia with board identified criteria and
certification;

() Administration of nitrous oxide with Board identified criteria and
certification;

(K) Placement of temporary restorations; or

() Taking final impressions.

Section 9005 (SCOPE OF PRACTICE OF REGISTERED DENTAL ASSISTANT) is
amended to read as follows:

9005

9005.1

9005.2

RADIOGRAPHY REQUIREMENTS

Except as provided in 8 9005.2, a dental assistant shall not place or expose dental
x-ray film unless he or she has:

@) Successfully passed the Dental Assisting National Board’s (DANB)
Radiation Health and Safety (RHS) examination or Certified Dental
Assistant (CDA) examination; or

(b) Successfully completed a dental radiography training program approved
by the Board.

Notwithstanding § 9005.1, a dentist may permit an assistant to place or expose
dental x-ray film if:

€)) The assistant has completed in-office training;

(b) The assistant has demonstrated competency to perform the task to the
supervising dentist’s satisfaction; and

(©) The assistant registers no later than September 17, 2012.

Section 9099 (DEFINITIONS) is amended as follows:

Add a new definition as follows:

Director — the Director of the Department of Health or the Director’s designee.
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DEPARTMENT OF HEALTH
NOTICE OF FINAL RULEMAKING

The Interim Director of the Department of Health, pursuant to Section 14 of the Legalization of
Marijuana for Medical Treatment Amendment Act of 2010 (Act), effective July 27, 2010 (D.C.
Law 18-210; D.C. Official Code 88 7-1671.01, et seq.), and Mayor’s Order 2011-71, dated April
13, 2011, hereby gives notice of hereby gives notice of the adoption of the following
amendments to Subtitle C (Medical Marijuana) of Title 22 (Public Health and Medicine) of the
District of Columbia Municipal Regulations (DCMR).

The purpose of this rulemaking is to add a new Chapter 14, which establishes the composition
and duties of the medical marijuana advisory committee, and the procedures for the committee to
accept and review petitions from any individual or association of individuals requesting the
addition of a new qualifying medical condition or qualifying medical treatment for the purpose
of participating in the medical marijuana program and all lawful privileges under the act. This
rulemaking will also repeal the provisions authorizing the transfer of a cultivation center or
dispensary registration to a new owner; prohibit the transfer of a cultivation center or dispensary
registration to a new owner; and repeal sections pertaining to the transfer of a cultivation center or
dispensary registration to a new location, which is prohibited by 22-C DCMR § 5003.

These rules were published in the D.C. Register as proposed rulemaking on March 29, 2013 at
60 DCR 4863. Written comments were received from Americans for Safe Access and Capital
City Care in connection with this publication during the 30-day comment period. The
Department considered the comments and determined that further amendments were needed to
the proposed new Chapter 63, Sliding Scale Program. The Department determined that no
further changes were necessary to the remainder of the rulemaking at this time changes and no
changes were made.

Therefore, these final rules, reserving Chapter 63, will be effective upon publication of this
notice in the D.C. Register.

A new Chapter 14 (Medical Marijuana Advisory Committee) of Subtitle C (Medical
Marijuana) is added to Title 22 of the DCMR to read as follows:

CHAPTER 14 MEDICAL MARIJUANA ADVISORY COMMITTEE
1400 COMPOSITION OF ADVISORY COMMITTEE
1400.1 The Advisory Committee (“Committee”) shall consist of seven (7) members,

which shall be appointed as follows: The Director of the Department of
Consumer and Regulatory Affairs, the Chief of the Metropolitan Police
Department, and the City Administrator shall each appoint one member, who
shall be either himself or herself or a subordinate designee; the Director of the
Department of Health shall appoint four (4) members, one of which shall be the
Director himself or herself or a subordinate designee, and the other three (3) of
which shall be residents of the District of Columbia that possess either medical or

1
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1400.2

1400.3

1400.4

1400.5

1400.6

1401

1401.1

1401.2

scientific expertise that the Director of the Department of Health deems would be
useful to the Committee.

The Director of the Department of Health (“Director”), or his or her subordinate
designee, shall act as the chair of the Committee.

All actions of the Committee shall be taken pursuant to a vote of a majority of the
members of the Committee. For purposes of determining the existence of a
quorum, a quorum shall be deemed to mean a majority of the appointed members.

The chairperson shall only vote in cases of a tie among Committee members.

Each member of the Committee shall serve at the pleasure of the Mayor or of the
appointing agency director or City Administrator. Public members of the
Committee shall serve a maximum term of nine (9) years from the date of
appointment.

Members of the Committee shall not be compensated for time expended in the
performance of his or her Committee duties.

DUTIES AND RESPONSIBILITIES OF THE ADVISORY COMMITTEE
The Advisory Committee shall convene at least twice (2) per year to:

@) Accept and review petitions for the approval of additional qualifying
medical conditions and qualifying medical treatments, and to recommend
in favor or against approval to the Director;

(b) Monitor best practices in other states, monitor scientific research on the
use of medical marijuana, monitor the effectiveness of the District’s
medical marijuana program, and make recommendations to the Mayor, the
Council, the Director, and when asked to consult by other agencies;

(©) Issue recommendations to the Director of the quantities of cannabis, not to
exceed four (4) ounces per month, that are necessary to constitute an
adequate supply for qualified patients and designated caregivers; and

(d) Issue a report to the Mayor and Council recommending whether the
District should allow qualifying patients and caregivers to cultivate
medical marijuana, how to implement and regulate cultivation of medical
marijuana by qualifying patients and caregivers, and any other comments
the Committee believes to be of importance.

The Committee shall conduct a fair and impartial proceeding, assure that the facts

are fully elicited, and avoid delay. The chairperson shall have authority to take all
measures necessary for the maintenance of order and for the efficient, fair and
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1402

1402.1

1402.2

impartial resolution of issues that arise during public hearing proceedings or any
public meeting in which a quorum of the Committee are present.

PETITION REQUIREMENTS

On a biannual basis, notice of which shall be published in the D.C. Register, the
Committee may accept and review petitions from any individual or association of
individuals requesting the addition of a new qualifying medical condition or
qualifying medical treatment for the purpose of participating in the medical
marijuana program and all lawful privileges under the act.

Except as otherwise provided, a petitioner filing a petition shall file the originals
and seven (7) copies with the Director pursuant to the filing instructions set forth
in the Notice, by either personal delivery, express or first class mail and in a
manner to ensure receipt of delivery. In order for a petition to be processed and
forwarded to the Committee the following information shall be included in the
petition:

@ All documents, except exhibits, shall be submitted on a form provided by
the Department of Health (“Department”). The petitioner shall include in
the petition documents a narrative address to the advisory board, which
includes:

1) The petition caption stating the name, address and telephone
number of the petitioner and the medical condition, medical
treatment or disease sought to be added to the existing debilitating
medical conditions;

(2)  An introductory narrative of the individual or association of
individuals requesting the inclusion of a new medical condition,
medical treatment or disease to include the individual or
association of individuals' relationship or interest for the request
whether that interest is professional or as a concerned citizen;

3) The proposed benefits from the medical use of cannabis specific to
the medical condition, medical treatment or disease sought to be
added to the existing debilitating medical conditions listed under
the act; and

4) Any additional supporting medical, testimonial, or scientific
documentation.

(b) If the petitioner wishes to present technical evidence at the hearing the

petition shall include a statement of intent. The statement of intent to
present technical evidence shall include:
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1402.3

1) The name of the person filing the statement;
2 The name and curriculum vitae for each witness;
3) An estimate of the length of the direct testimony of each witness;

4) A list of exhibits, if any, to be offered into evidence at the hearing;
and

(5) A summary or outline of the anticipated direct testimony of each
witness.

(© If the petitioner is submitting their requests as a potential qualified patient
applicant, the petitioner shall include a signed, written statement from the
patient’s District of Columbia licensed physician, which includes the
following information:

1) The name, address, telephone number and DC license number of
the physician;

(2 The petitioner's name, address, and debilitating medical condition;

3 The medical justification for practitioner's statement that would
benefit from the medical use of cannabis;

4) The length of time the petitioner has been under the care of the
practitioner providing the medical provider certification for patient
eligibility;

(5) The practitioner's notarized and dated signature;

(d) The petitioner's signature and date; and

(e) A signed consent for release of medical information to the Committee, if
applicable.

The Department shall maintain a confidential file containing the names and
addresses of the persons who have submitted a petition. Individual names and
contact information on the list shall be confidential and not subject to disclosure,
except:

@ To authorized employees or agents of the Department and members of the
Committee as necessary to perform the duties of the Department pursuant
to the provisions of the act or this part;

(b) As provided in the federal Health Insurance Portability and Accountability
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1402.4

1403

1403.1

1403.2

1403.3

1403.5

1403.6

1403.7

1403.8

1403.9

Act of 1996.

A petitioner may withdraw a petition at any time prior to a decision by the
Committee by filing a notice of withdrawal with the Director.

MEDICAL MARIJUANA ADVISORY COMMITTEE HEARING ON
PETITIONS

The Committee shall convene by public hearing twice (2) per year to accept and
review petitions requesting the inclusion of additional qualifying medical
conditions and qualifying medical treatments for the purpose of participating in
the medical marijuana program and all lawful privileges under the act.

Any meeting consisting of a quorum of the Committee members held for the
purpose of evaluating, discussing or otherwise formulating specific opinions
concerning the recommendation of a petition filed pursuant to this rule, shall be
declared a public hearing open to the public at all times.

A notice of public hearing setting forth the date, time and location of the hearing,
shall be published in the D.C. Register. The Committee chairperson shall conduct
the public hearing so as to provide a reasonable opportunity for all interested
persons to be heard without making the hearing unreasonably lengthy or
cumbersome or burdening the record with unnecessary repetition.

The petitioner or by representative may present evidence to the Committee.
Except as provided in 8 1403.6, the Committee shall consider only the findings of
fact or scientific conclusions of medical evidence presented by the petitioner or by
representative to the Committee prior to or contemporaneously with the public
hearing.

Nothing in this chapter shall be deemed as preventing the Committee from making
its own independent inquiries or conducting its own research to verify the
evidence and testimony presented.

The Committee may provide for a public comment period. Public comment may
be by written comment, verbal or both.

Any individual or association of individuals may submit written comment to the
Committee either in opposition or support of the inclusion of additional qualifying
medical conditions and qualifying medical treatments.

Any member of the general public may testify at the public hearing. No prior
notification is required to present general non-technical statements in support of or
in opposition to the petition. Any such member may also offer exhibits in
connection with his or her testimony, so long as the exhibit is non-technical in
nature and not unduly repetitious of the testimony.
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1403.10 Where more than one petition is submitted requesting the inclusion of the same
additional qualifying medical condition or qualifying medical treatments for the
purpose of participating in the medical marijuana program and all lawful
privileges under the act, the Committee may consolidate the hearings.

1403.11 The Committee shall keep minutes of all its public hearings. The minutes shall
include at a minimum the date, time and place of the public hearing, the names of
Committee members in attendance and those absent, the substance of the
petition considered and a record of any decisions and votes taken that show how
each member voted. Any person, other than the Committee, desiring a copy of the
minutes shall order a copy from the Department and pay all applicable copy fees.

1403.12 Upon final determination, the Committee shall provide a recommendation to the
Director, for either the approval or denial of the petitioner's request. The
recommendation shall include a medical justification for the recommendation
based upon the individual or collective expertise of the Committee membership.
The medical justification shall delineate between the findings of fact made by the
Committee and scientific conclusions of credible medical evidence.

1403.13 The Department shall notify the petitioner by certified mail within sixty (60) days
of the Department’s determination. A denial by the Department regarding the
inclusion of a medical condition or medical treatment to the existing list of
qualifying medical conditions and qualifying medical treatments under the act
shall not represent a permanent denial by the Department. Any individual or
association of individuals may upon good cause re-petition the Committee during
the next open period for receipt of petitions, subject to the requirement that the
repetition shall present new supporting findings of fact, or scientific conclusions
of credible medical evidence not previously examined by the Committee. The
Committee shall not accept any petition that does not on its face clearly show that
this requirement has been met.

Chapter 50, REGISTRATION, LICENSING, AND ENFORCEMENT OF
CULTIVATION CENTERS AND DISPENSARIES, of Title 22-C, MEDICAL
MARIJUANA, is amended as follows:

The Section heading of § 5003, NON-TRANSFERABILTY OF LOCATIONS, is changed to
read as follows:

5003 NON-TRANSFERABILTY OF LOCATIONS AND OWNERSHIP

New Subsections 5003.4-5003.7 are added to read as follows:

5003.4 An application for a dispensary or cultivation center registration shall clearly
identify the individual applicant, partnership or limited liability company

applicant, or corporate applicant as required under these regulations. An
applicant shall not be permitted to change the proposed ownership or controlling
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5003.5

5003.6

5003.7

interest of the entity after the application has been submitted.

A registration for a dispensary or cultivation center, and the authorization to apply
for the registration upon approval by the Department, shall be issued for the
specific individual applicant, partnership or limited liability company applicant,
or corporate applicant as identified in the application and shall not be transferable
in whole or in part.

A dispensary or cultivation center registration is not transferable to a new owner.

A dispensary or cultivation center registration shall not be leased, or
subcontracted, in whole or in part.

Chapter 51, REGISTRATION AND PERMIT CATEGORIES, of Title 22-C, MEDICAL
MARIJUANA, is amended as follows:

Subsections 5104.6 and 5104.7 are repealed.

Chapter 54, REGISTRATION APPLICATIONS, of Title 22-C, MEDICAL MARIJUANA,
is amended as follows:

Subsection 5400.1 is amended to read as follows:

5400.1

Before issuing, or renewing a registration or permit for either a business applicant
or an individual applicant, the Director shall determine that the applicant meets all
of the following criteria:

@ The applicant is of good character and generally fit for the responsibilities
of registration;

(b) The applicant is at least twenty-one (21) years of age;

(© The applicant has not been convicted of any felony before filing the
application;

(d) The applicant has not been convicted of a misdemeanor for a drug-related
offense before filing the application;

(e) The applicant has paid the annual fee;

()] The applicant is not a licensed physician making patient
recommendations;

(0) The applicant is not a person whose authority to be a caregiver or qualified
patient has been revoked by the Department; and
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(h) The applicant has complied with all the requirements of the Act and this
title.

Subsection 5404.4 is repealed.

Section 5415, ADDITIONAL CONSIDERATIONS FOR TRANSFER TO NEW OWNER,
is repealed.

Section 5416, INVOLUNTARY TRANSFERS, is repealed.

Chapter 55, REGISTRATION CHANGES, of Title 22-C, MEDICAL MARIJUANA, is
amended as follows:

Section 5501 is amended to read as follows:

5501 INDIVIDUAL OWNERSHIP, PARTNERSHIP, LIMITED LIABILITY
COMPANY OR PARTNERSHIP, AND CORPORATE CHANGES

5501.1 If there is a change in corporate officers, directors, or other persons, owning or
controlling one percent (1%) or more, but less than ten percent (10%), of the
common stock of a corporate registration, the corporation shall submit to the
Department, within fifteen (15) calendar days of the change, the minutes or other
instrument giving the names and addresses of any new officer, director, or person
owning or controlling one percent (1%) or more, but less than ten percent (10%)
of the stock.

5501.2 If there is a change in the ownership of an individual ownership, partnership, or
limited liability company or partnership, resulting in a change of ownership of
one percent (1%) or more, but less than ten percent (10%), of the total ownership
interest of the business entity, the individual owner, partnership, or limited
liability company or partnership members shall submit to the Department in a
timely manner, but no later than fifteen (15) calendar days after the change has
occurred, the instruments reflecting the change in ownership interests.

5501.3 Within fifteen (15) calendar days of the changes set forth in § 5501.1 and 5501.2,
the individual owner, partnership, limited liability company or partnership, or
corporation shall furnish to the Department any data pertaining to the personal
and business history of any new officer, director, stockholder, member, general or
limited partner, or other person that the Department may require, and each new
person shall apply for a registration as required under this subtitle.

5501.4 The fee for a change of officer, director, stockholder, or general or limited
partner, or member shall be one hundred dollars ($100).

5501.5 If there is a change in corporate officers, directors, or other persons, owning or
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5501.6

5501.7

controlling ten percent (10%) or more of the common stock of a corporate
registration, the corporations’ dispensary or cultivation center registration, or the
corporation’s authorization to apply for a dispensary or cultivation center
registration, shall automatically be deemed void and shall be surrendered to the
Department upon demand.

If there are changes in the ownership of an individual ownership, partnership, or
limited liability company or partnership, resulting in a change of ownership of ten
percent (10%) or more of the total ownership of the business entity, the individual
owner, partnership or limited liability company members’ registration, or
authorization to apply for a dispensary or cultivation center registration, shall
automatically be deemed void and shall be surrendered to the Department upon
demand.

This subsection shall not be used to circumvent the prohibition against the transfer
of ownership, leasing, or subcontracting, of a dispensary or cultivation center
registration. If, after investigation, the Director determines that there is cause to
believe that entity has made changes pursuant to this subsection in an attempt to
circumvent these prohibitions, the Director shall take action to revoke the
dispensary or cultivation center registration, or the authorization to apply for a
dispensary or cultivation center registration.

Section 5502 is repealed.

Chapter 56, GENERAL OPERATING REQUIREMENTS, of Title 22-C, MEDICAL
MARIJUANA, is amended as follows:

Subsection 5613.1 is amended to read as follows:

5613.1

A registered cultivation center or dispensary that discontinues its operations for
any reason shall surrender its registration to the Department for safekeeping
within three (3) calendar days of discontinuing its operations. The Department
shall hold the registration for one hundred twenty (120) days or until the
establishment resumes business whichever occurs first. If the registrant has not
initiated proceedings to resume operations within one hundred twenty (120) days,
the Department shall deem the registration abandoned and cancel the registration.

Chapter 62, ENFORCEMENT PROCEEDINGS AND HEARINGS, of Title 22-C,
MEDICAL MARIJUANA, is amended as follows:

Subsections 6205.2 and 6205.3 are repealed.

A new Chapter 63 is reserved.
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Chapter 99, DEFINITIONS, of Title 22-C, MEDICAL MARIJUANA, is amended as
follows:

Section 9900.1 is amended to add the following term:
9900 DEFINITIONS

9900.1 When used in this subtitle, the following terms and phrases shall have the
meanings ascribed:

Quorum- a majority of the appointment members of the Committee being
present.

10
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DISTRICT OF COLUMBIA
DEPARTMENT OF MOTOR VEHICLES
DISTRICT DEPARTMENT OF TRANSPORTATION

NOTICE OF FINAL RULEMAKING

The Directors of the Department of Motor Vehicles and the District Department of
Transportation, pursuant to the authority set forth in Sections 1825 and 1826 of the Department
of Motor Vehicles Establishment Act of 1998, effective March 26, 1999 (D.C. Law 12-175; D.C.
Official Code 88 50-904 and 50-905) (2009 Repl.)); Sections 5, 6, and 7 of the Department of
Transportation Establishment Act of 2002, effective May 21, 2002 (D.C. Law 14-137; D.C.
Official Code §§ 50-921.04, 50-921.05, and 50-921.06 (2009 Repl. & 2012 Supp.)); Sections 6,
7, and 13 of the District of Columbia Traffic Act, 1925, approved March 3, 1925 (43 Stat. 1121;
D.C. Official Code 8§ 50-2201.03, 50-1401.01 and 50-1403.01 (2009 Repl. & 2012 Supp.));
Section 105 of the District of Columbia Traffic Adjudication Act of 1978, effective September
12, 1978 (D.C. Law. 2-104; D.C. Official Code § 50-2301.05) (2009 Repl.)); Sections 3 and 10
of the Uniform Classification and Commercial Driver’s License Act of 1990, effective
September 20, 1990 (D.C. Law 8-161; D.C. Official Code 88 50-402 and 50-409 (2009 Repl. &
2012 Supp.)); Section 801 of the Motor Vehicle and Safe Driving Amendment Act of 2000,
effective April 27, 2001 (D.C. Law 13-289; D.C. Official Code § 50-921 (2009 Repl.)); Mayor’s
Order 77-127, dated August 3, 1977; and Mayor’s Order 91-161, dated October 15, 1991, hereby
gives notice of the adoption the following amendments to Chapter 3 (Cancellation, Suspension,
or Revocation of Licenses), Chapter 7 (Motor Vehicle Equipment), Chapter 13 (Classification
and Issuance of Commercial Driver’s Licenses), Chapter 22 (Moving Violations), Chapter 26
(Civil Fines for Motor Vehicle Moving Infractions), and Chapter 99 (Definitions) of Title 18
(Vehicles and Traffic) of the District of Columbia Municipal Regulations (DCMR), which would
create a new vehicle classification called the “Multi-Purpose School Vehicle” and will establish
certain standards for the operation of multi-purpose school vehicles.

Pursuant to D.C. Official Code § 50-921 (2009 Repl.) the proposed rules were submitted to the
Council of the District of Columbia ("Council") for a forty-five (45) day period of review
(excluding weekends, holidays and days of Council recess). The forty-five (45) day period of
review expired on May 24, 2013 and no resolution of disapproval has been introduced by three
(3) members of the Council. Therefore, the rules are deemed approved.

Notice of Proposed Rulemaking was published in the D.C. Register on March 15, 2013 at 60
DCR 3726. No comments were received. No changes were made to the text of the proposed
rules. The final rules will become effective on the date of publication of this notice in the D.C.
Register.

Title 18 (VEHICLES AND TRAFFIC) of the DCMR is amended as follows:

Chapter 3, CANCELLATION, SUSPENSION, OR REVOCATION OF LICENSES is
amended as follows:
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Section 303 ESTABLISHMENT OF A POINT SYSTEM is amended as follows:

Subsection 303.2(u) is amended to add that a driver of a motor vehicle will be assessed
points for failing to stop for a multi-purpose school vehicle with warning lights flashing or
stop signal arm actuated, or for a school bus when the stop signal arm is actuated, so that
the provision reads as follows:

(v Failing to stop for a school bus or multi-
purpose school vehicle with warning lights or
stop signal arm actuated 4 points

Chapter 7, MOTOR VEHICLE EQUIPMENT, is amended as follows:
Section 712, AUDIBLE AND VISUAL SIGNALS, is amended as follows:

Subsection 712.5 is amended to add multi-purpose school vehicles so that the provision
reads as follows:

712.5 Each school bus and multi-purpose school vehicle registered in the District of
Columbia shall be equipped with red flashing signal lamps. The lamps shall be
mounted as high and as widely spaced laterally as practicable, and shall be
capable of displaying to the front two (2) alternately flashing red lights located at
the same level and to the rear two (2) alternately flashing red lights located at the
same level.

Subsection 712.6 is amended to add multi-purpose school vehicles so that the provision
reads as follows:

712.6 School buses designed to carry fifteen (15) or fewer passengers and multi-purpose
school vehicles shall have the lamps mounted on the roof; provided, that any
school bus which, prior to February 14, 1971, was in compliance with then
existing requirements shall not be required to change the location of the lamps.

Section 739, SLOW-MOVING VEHICLES AND SCHOOL BUSES, is amended as follows:

The title of Section 739 is amended to add “multi-purpose school vehicles” so that the title
reads as follows:

SLOW-MOVING VEHICLES, SCHOOL BUSES AND MULTI-PURPOSE SCHOOL
VEHICLES

Subsection 739.11 is amended to add “multi-purpose school vehicles™” so that the provision
reads as follows:
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739.11 A school bus or multi-purpose school vehicle shall bear on its sides only signs and
lettering approved by the Director.

A new Subsection 739.14 is added to require school buses and multi-purpose school
vehicles to be equipped with a swinging driver’s side stop signal arm so that the provision
reads as follows:

739.14 Each school bus and multi-purpose school vehicle shall be equipped with a
swinging driver’s side stop signal arm, as follows:

@) The stop signal arm shall be octagonal and shall bear the word “STOP” on
both sides in white letters on a red background with a white border;

(b) The stop signal arm shall be affixed as close as possible on the outside of
the vehicle appurtenant to the driver’s window;

(© The stop signal arm shall be actuated by the driver to extend
perpendicularly from the side of the school bus or multi-purpose school
vehicle upon actuation of the warning lamps described in § 7125 to
ensure safe pick up or drop off of students from the vehicle.

Chapter 13, CLASSIFICATION AND ISSUANCE OF COMMERCIAL DRIVER’S
LICENSES, is amended as follows:

Section 1305, COMMERCIAL DRIVER’S LICENSE REQUIRED, is amended as follows:

Subsection 1305.1 is amended to require that a driver of a multi-purpose school vehicle
have a commercial driver’s license so that the provision reads as follows:

1305.1 No resident of the District of Columbia shall drive a commercial vehicle unless he
or she has been issued a valid commercial driver’s license or a valid commercial
driver’s instruction license, which authorizes him or her to operate the following
types of vehicles:

@ A single vehicle, or a combination of vehicles, with a gross vehicle weight
rating of over twenty-six thousand (26,000) pounds, or a lesser rating as
determined by Federal regulations, but not less than a gross vehicle weight
rating of ten thousand (10,000) pounds;

(b) A vehicle designed to transport more than fifteen (15) passengers,
including the driver;

(©) A vehicle used to transport a material found to be hazardous in accordance
with the District of Columbia Hazardous Materials Transportation and
Motor Carrier Safety Act of 1988, effective March 16, 1989 (D.C. Law 7-
190; D.C. Official Code 8§ 8-1401 et seq.) and that are required to be
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(d)

placarded under Federal regulations, 49 CFR part 172, subpart F; or

A school bus or a multi-purpose school vehicle.

Section 1313, DRIVER’S LICENSE ENDORSEMENTS AND RESTRICTIONS, is

amended as follows:

Subsection 1313.1 is amended to require that a driver of a multi-purpose school vehicle be
required to have a school bus endorsement so that the provision reads as follows:

1313.1 The following driver’s license endorsements shall be displayed on a driver’s
license in order for the driver to operate certain types of motor vehicles or to
operate motor vehicles hauling certain types of cargo:

(a)

(b)

(©)

(d)

(€)

(f)

(@)

The Double/Triple Endorsement is required to operate a vehicle designed
to pull more than one (1) trailer;

The Transport Passenger Endorsement is required to operate a vehicle that
transports more than fifteen (15) passengers;

The School Bus Endorsement is required to operate a school bus or a
multi-purpose school vehicle;

The Tank Vehicle Endorsement is required to operate a vehicle that is
designed to transport any liquid or gaseous material within a tank that is
either permanently or temporarily attached to the vehicle or the chassis.
The vehicles include, but are not limited to, cargo tanks and portable
tanks, as defined in 39 CFR part 171. However, this definition does not
include portable tanks having a rated capacity under one thousand (1,000)
gallons;

The Hazardous Material Endorsement is required to operate a vehicle
transporting a hazardous material that is required to be placarded under the
District of Columbia Hazardous Materials Transportation and Motor
carrier Safety Act of 1988, effective March 16, 1989 (D.C. Law 7-190;
D.C. Official Code 8 8-1401 et seq.), or by the U.S. Secretary of
Transportation in accordance with the Hazardous Material Transportation
Act, approved January 3, 1975 (88 Stat. 2156; 49 U.S.C. 1801 et seq. and
49 CFR part 383, § 121);

The Motorcycles Endorsement is required on a Class “A,” Class “B,”
Class “C,” or Class “D” driver’s license to permit the licensee to operate a
motorcycle in addition to the class of vehicles designated on the driver’s
license;

The Class “A” Commercial Driver’s Instruction License Endorsement is
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required with a Class “B,” Class “C,” or Class “D” driver’s license to
permit the licensee to operate a Class “A” vehicle if accompanied by the
holder of a Class “A” driver’s license;

(h) The Class “B” Commercial Driver’s Instruction License Endorsement is
required with a Class “C” or Class “D” driver’s license to permit the
licensee to operate a Class “B” vehicle if accompanied by the holder of a
Class “A” or Class “B” driver’s license; and

Q) The Class “C” Commercial Driver’s Instruction License Endorsement is
required with a Class “D” driver’s license to permit the licensee to operate
a Class “C” vehicle if accompanied by the holder of a Class “A,” Class
“B” or Class “C” driver’s license.

Chapter 22, MOVING VIOLATIONS, is amended as follows:
Section 2209, RIGHT-OF-WAY: SCHOOL BUSES, is amended as follows:

The title of Section 2209 is amended to add “multi-purpose school vehicles” so that it reads
as follows:

RIGHT-OF-WAY: SCHOOL BUSES AND MULTI-PURPOSE SCHOOL VEHICLES

Subsection 2209.1 is amended to add that a driver approaching a school bus or a multi-
purpose school vehicle on which a warning light is flashing or a stop signal arm is actuated
shall stop not less than fifteen feet (15 ft.) from the bus or school vehicle, so that the
provision reads as follows:

2209.1 The driver of a vehicle approaching from any direction a school bus or a multi-
purpose school vehicle on which a warning light is flashing or a stop signal arm is
actuated, shall bring the vehicle to a complete stop not less than fifteen feet (15
ft.) from the school bus or multi-purpose school vehicle; provided, that this
requirement shall not apply to a driver approaching a school bus or multi-purpose
school vehicle from the opposite direction on a street with a median strip divider.

Subsection 2209.2 is amended to add that a driver who has stopped for a school bus or a
multi-purpose school vehicle shall not proceed until the warning lights are no longer
flashing and the stop signal arm is no longer actuated so that the provision reads as follows:

2209.2 A driver who has stopped for a school bus or multi-purpose school vehicle in

accordance with this section shall not proceed until the warning lights are no
longer flashing and the stop signal arm is no longer actuated.
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Chapter 26, CIVIL FINES FOR MOTOR VEHICLE MOVING AND NON-MOVING
INFRACTIONS, is amended as follows:

Section 2600.1, CIVIL FINES FOR MOTOR VEHICLE MOVING, is amended as follows:

Subsection 2600.1 is amended by adding “multi-purpose school vehicle” to the school bus
provision fining a driver of another motor vehicle for failing to stop when a light is
flashing, and also adding that a driver of a motor vehicle shall be fined when either a
school bus or a multi-purpose school vehicle actuates the stop signal arm, so that the
provision reads as follows:

2600.1 The following civil infractions and their respective fine amounts set forth in this

section do not include those major moving violations for which jurisdiction
remains in the Superior Court:

INFRACTION [18 DCMR Citation]

FINE
School bus
Passing stopped bus or multi-purpose school vehicle
when light flashing or stop signal arm activated [§

2209] $500

Chapter 99, DEFINITIONS is amended as follows:

Section 9901, DEFINITIONS, is amended by adding a definition for multi-purpose school
vehicle to read as follows:

Multi-purpose school vehicle — a vehicle:

@) Used for transportation of less than eight (8) passengers, exclusive of the
driver, to and from school or for education-related services; and

(b) With a Gross Vehicle Weight Rating (GVWR) less than ten thousand
(10,000) pounds.

010076



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

ZONING COMMISSION FOR THE DISTRICT OF COLUMBIA
NOTICE OF FINAL RULEMAKING
AND
Z.C. ORDER NO. 12-10
Z.C. Case No. 12-10
(Text Amendment — 11 DCMR)
New Chapter 34, Green Area Ratio; 8§ 412 Pervious Surface Minimum Requirements for
R-1 through R-4 Zones, and 2115.19 Landscape Standards for Parking Lots
June 24, 2013

The Zoning Commission for the District of Columbia (Commission), pursuant to its authority
under § 1 of the Zoning Act of 1938, approved June 20, 1938 (52 Stat. 797; D.C. Official Code
§ 6-641.01 (2008 Repl.)), hereby gives notice of its adoption of amendments to the Zoning
Regulations, Title 11 of the District of Columbia Municipal Regulations (DCMR) that add a new
8 412, Pervious Surface Minimum Requirements for R-1 through R-4 zones, a new § 2111,
Surface Parking Lots Landscaping Standards, and a new Chapter 34, Green Area Ratio. A
conforming amendment is also made to § 3104.1.

The Green Area Ratio (GAR) chapter provides rules for a city-wide requirement for green site
design that will vary by zones, except for the R-1 through R-4 Zone Districts. Chapter 34
includes explanation of the system, methods of calculation, terms of measurement, and
requirements for review. The GAR chapter is substantially similar to provisions adopted by the
Commission as part of the Zoning Regulations Rewrite process. See Z.C. Order No. 08-06-E, 58
DCR 5964 (July 15, 2011). Those provisions will not become effective until a new Title 11 is
published and will be modified to reflect the changes made by the Commission to the text
adopted through this notice.

To address the R-1 through R-4 zone issue, a pervious surface requirement is adopted. This
requirement will work in concert with the lot occupancy limitations to ensure not only consistent
density characteristics within a zone district, but introduce an environmental standard to ensure
that property is not one hundred percent (100%) paved.

A landscape standard is added for surface parking lots by the addition of a new § 2111.

A Notice of Proposed Rulemaking was published in the D.C. Register on January 11, 2013 at 60
DCR 224. For the reasons explained below, a Second Notice of Proposed Rulemaking
pertaining only to the proposed new Chapter 34 was published in the D.C. Register on May 10,
2013, 60 DCR 6734. The comments received will be discussed later in this Order.

The amendments shall become effective upon the publication of this notice in the D.C. Register,

but pursuant to new 8§ 3401.1 the requirements of new Chapter 34 will not become applicable
until October 1, 2013.
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Procedures Leading to Adoption of Amendments

Setdown and Public Hearing

The Office of Planning (OP), in a report dated July 20, 2012, petitioned the Commission for text
amendments to add a new Chapter 34, Green Area Ratio; add a new § 412, Pervious Surface
Minimum Requirements for R-1 through R-4 Zone Districts, and add a new 8 2111, Surface
Parking Lots Landscaping Standards.

At its regular public meeting held July 30, 2012, the Commission set down this case for a public
hearing.

In a report dated October 15, 2012, the Chair of Advisory Neighborhood Commission (ANC) 6C
advised the Commission that on October 10, 2012, at a duly noticed, regularly scheduled,
meeting with a quorum of 8 out of 9 commissioners present, the ANC voted 7-1-0 to oppose the
proposed regulations. The report stated:

The Green Area Ratio regulations are too complicated and would pose a financial
burden on many homeowners. There are problems with the Surface Parking
requirements. The Pervious Surface regulation is not workable, with a particular
burden on the historic district. The commissioners also questioned whether these
regulations would be enforceable.

The ANC also provided suggestions on the phrasing of certain provisions and recommended
exempting historic resources from the pervious surface requirement in similar circumstances as
stated in the proposed GAR rules.

The Commission held a public hearing on the petition on November 5, 2012. In addition to
hearing a presentation by OP, the Commission heard the testimony of Ms. Alma Gates on behalf
of the Committee of 100 on the Federal City and Mr. Mark Eckenwiler. Ms. Gates’ testimony
was generally supportive of the rule, but suggested that if a developer is going to get points for
planting trees, then the same developer should lose points for removing trees and begin with a
negative GAR score. She also questioned the wisdom of permitting special exception relief and
the absence of references to the existing tree and slope overlays. Mr. Eckenwiler testified in
opposition to the pervious surface requirements based upon the same concerns identified by
ANC 6C.

At the conclusion of the hearing, the Commission requested that OP consider options for the
pervious surface requirements in R-4 Zone Districts. In response, OP submitted a supplemental
proposal through a report dated November 25, 2012. The report indicated that OP had
coordinated the drafting of the revised text with representatives of ANC 6C. Among other
things, the revised text included the exception for historic resources suggested by the ANC.
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First Proposed Action

At its regularly scheduled public meeting on December 12, 2012, the Zoning Commission took
proposed action to approve the petition with the revisions offered by the Office of Planning. For
the purposes of rulemakings, proposed action authorizes the Office of Zoning to publish a notice
of proposed rulemaking in the D.C. Register and to refer the proposed text to the National
Capital Planning Commission for the thirty- (30) day review period mandated by § 492 of the
District of Columbia Home Rule Act.

The Commission received a large number of comments in respect to the Notice of Proposed
Rulemaking published on January 11, 2013. Several of the comments suggested that the
Commission should allow a period of time between the effective date of the GAR chapter and
the date on which its requirements became applicable. It was also suggested that certain types of
building permit applications filed after the applicability date not be subject to the GAR
provisions. In addition, the Commission received requests to extend the public comment period,
including a request filed by the Deputy Mayor for Planning and Economic Development.

Through a memorandum dated February 6, 2013, OP requested that the Commission defer taking
final action on the petition until March 11. OP indicated that it would use the additional time to
work with stakeholders on resolving the applicability issues raised. OP stated it would provide
final comments based upon these discussions no later than March 1, 2013. At its regularly
scheduled meeting held February 11, 2013, the Commission agreed to defer final action, but
continued the matter until April 8, with OP’s final comments due on April 1, 2013.

In its Supplemental Report of April 1, 2013, OP recommended that the GAR rules not apply until
October 1, 2013. Although construction rights under zoning do not normally vest until the date a
building permit is issued, OP proposed not applying the GAR rules to any compliant building
permit application filed prior to that date and to certain applications filed after that date. Tree
minor changes were also proposed to the substantive portion of the GAR text.

Second Proposed Action and Final Action

At its regularly scheduled meeting held April 8, 2013, the Commission accepted the
recommendations made by OP and authorized the publication of a second notice of proposed
rulemaking for the revised GAR text. The Commission received four new comments in response
to the notice and one resubmission.

At a regularly scheduled meeting held June 24, 2013, the Commission took final action to adopt
the amendments, making no changes to the proposed text of the Chapters 4 and 21 amendments
as published in the initial notice of proposed rulemaking. The Commission, however, made
clarifying changes to § 3401.4(b)(1) and 3401.4(b)(3) as published in the second notice. Those
provisions make GAR inapplicable to building permit applications filed after the October 1, 2013
applicability date if the plans are consistent with an unexpired planned unit development (PUD)
depending upon when the PUD was setdown, voted upon, and approved. In its written
comments, the George Washington University requested confirmation that the reference to PUDs
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included first stage approvals. Since that was the Commission’s intent, the two provisions have
been revised to refer to first stage, second stage, and consolidated PUDs.

As to the other comments received in response to the second notice, the Commission appreciates
the suggestion made but does not believe further changes are required at this time. For the sake
of brevity the Commission will not address each and every suggestion made, but offers the
following limited response.

As to the suggestion that the impervious surface and GAR rules exceed the Commission’s
authority, the Commission notes that the rules have the same characteristics and further the same
aims as the present tree and slope overlays. The Commission considers it premature to consider
whether applications for special exception relief from these requirements should be eligible for
the expedited calendar process or subject to a reduced fee. Nor does the Commission agree that
chanceries should be exempted. The Commission sees no conflict between the imposition of
pervious surface and GAR requirements with § 206 of the Foreign Missions Act, D.C. Official
Code § 6-1306. Should a chancery need zoning relief, the BZA can hear and decide the request
using the six (6) factors set forth in Subsection (d) of that provision.

No text refinement is needed to assure that row dwellings will be exempted. Chapter 34 exempts
buildings for which no certificate of occupancy (C of O) is required. Subsection 3203.1(a)
exempts one-family dwellings from obtaining a C of O. A row dwelling is defined as a *“one-
family dwelling having no side yards”, 11 DCMR 8§ 199.1 (emphasis added). Therefore, no C of
O is required for row dwellings and the GAR exemption applies. Nor is it necessary to amend the
provisions concerning nonconforming structures, since the new GAR requirements do not
directly affect the size of what can be constructed.

The Commission appreciates the comments concerning staged development on a single record
lot and notes that the problem was not raised by the same writer in their earlier submission. The
Commission does not believe these proceedings should be further delayed to address these
concerns. The same is true for the suggestion that the GAR for Industrial Districts should be
reduced from 0.3 to 0.1, which the Commission previously considered when it adopted Z.C.
Order No. 08-06-D (Comprehensive Zoning Regulations Rewrite: Subtitle J: Production,
Distribution, and Repair Zones), 58 DCR 5766 (July 8, 2011). The Commission concludes that
like all zoning measurements, GAR compliance should be limited to the lot of the subject
property and not include any landscaping made in the adjacent public space.

ANC Great Weight

In accordance with § 13(d) of the Advisory Neighborhood Commissions Act of 1975, effective
March 26, 1976 (D.C. Law 1-21; D.C. Official Code § 1-309.10(d)) the Commission must give
great weight to the written issues and concerns of the affected ANCs, which in this case are all
ANCs.

As noted, the Commission received a report from ANC 6C that concluded that the GAR rules
were too complex and together with that the proposed pervious surface rules would place a
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burden on homeowners, particularly those with properties in historic district. The report noted
that some of the ANC Commissioners questioned the enforceability of the GAR provisions.

In response to that report, the Commission requested OP to explore options that would
ameliorate the ANC’s concerns. The Commission concludes that OP’s revisions, particularly the
express exemption for historic resources, addressed the ANC’s principal concerns. The GAR
rules are not unduly complex and will not apply to the R-1 through R-4 Zone Districts. The
Commission therefore does not agree that the GAR rules will prove burdensome to homeowners.
As to enforceability, like any other area requirement all building permit applications subject to
these provisions will be reviewed for compliance and noncompliant applications will be denied.
The Commission sees no enforcement issue. Having identified the ANC’s issues and concerns
and explained why the Commission did or did not find the advice persuasive, the ANC was
given the great weight to which it is entitled.

Title 11 DCMR (Zoning) is amended as follows:

Chapter 4, RESIDENCE DISTRICTS: HEIGHT, AREA, AND DENSITY REGULATIONS, is
amended by adding a new § 412 PERVIOUS SURFACE to read as follows:

412 PERVIOUS SURFACE

412.1 The minimum pervious surface percentage requirement stated below shall be
applicable only in conjunction with the following:

€)) The construction of a new principal structure;

(b) An addition to a principal or accessory structure, other than a historic
resource, that increases the existing lot occupancy at the time of building
permit application by ten percent (10%) or more;

(©) The construction of a new accessory structure that increases the existing
lot occupancy at the time of building permit application by ten percent
(10%) or more; or

(d)  Anaddition to a historic resource that increases the existing lot occupancy
at the time of building permit application by twenty-five percent (25%) or
more.

412.2 For the purposes of § 412.1 a historic resource is a building or structure listed in
the District of Columbia Inventory of Historic Sites or a building or structure
certified in writing by the State Historic Preservation Officer as contributing to
the character of the historic district in which it is located.

412.3 Except as provided in §8412.1 and 412.4 or as otherwise required by this title, the

minimum percentage of pervious surface of a lot in a Residence District listed in
the table below shall be as set forth in the following table:
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412.4

412.5

412.6

412.7

ZONE DISTRICT AND STRUCTURE MINIMUM PERCENTAGE
OF PERVIOUS SURFACE

R-1 through R-4

i i ; 30%
Public recreation and community centers
R-I-A, R-I-B

, 0,

All other structures 50%
R-2 :
All other structures 30%
R-3

0,
All other structures 20%

Except as required in § 412.3 for public recreation and community centers or as
otherwise required by this title, in the R-4 zone a minimum pervious surface
requirement for structures other than those listed in § 412.2 shall be based on lot
size as set forth in the following table:

MINIMUM PERCENTAGE OF

MINIMUM LOT SIZE PERVIOUS SURFACE

Less than 1,800 square feet 0%
1,801 to 2,000 square feet 10%
Larger than 2000 square feet 20%

The percent of pervious surface area shall be calculated by dividing the total area
of pervious surfaces on the lot by the total area of the lot.

Only the following shall be considered pervious surfaces for the purposes of
calculating the pervious surface area:

€)) Grass, mulched groundcover, all areas of a vegetated roof planted with a
growing medium, and other planted areas;

(b) Permeable pavers or paving that facilitate the infiltration of water into the
soil; and

(© Decks or porches constructed above the surface of the lot that are erected
on pier foundations, and that maintain a permeable surface underneath that
can facilitate the infiltration of water into the soil.

The Board of Zoning Adjustment may grant, by special exception, a full or partial
reduction in the minimum pervious surface requirement required by this section
if, in addition to meeting the general requirements of § 3104, the applicant
demonstrates that complying with the minimum pervious surface requirement is
impractical because of size of lot, or other conditions relating to the lot or
surrounding area that would tend to make full compliance unduly restrictive,
prohibitively costly, or unreasonable, or as a result of equivalent measures being
implemented on the property that provide the same minimum pervious surface
amount.
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Chapter 21 is amended by adding a new 8§ 2111, SURFACE PARKING LOTS
LANDSCAPING STANDARDS, to read as follows:

2111 SURFACE PARKING LOTS LANDSCAPING STANDARDS

2111.1 Surface parking areas with ten (10) or more parking spaces shall conform to the
landscaping, tree canopy cover, screening, and lighting requirements as set forth
in this section:

(a)

(b)

(©)

(d)

(e)

(f)

A minimum of ten percent (10%) of the total area devoted to parking,
including aisles and driveways shall be covered by landscaped areas
planted with trees and shrubs;

The landscaping shall be maintained in a healthy, growing condition;
Dead or dying landscaping shall be replaced;

All end islands of parking rows longer than nine (9) parking spaces, and
all areas otherwise not used for ingress and egress, aisles, and parking
spaces shall be landscaped:;

Landscaping around the perimeter of the parking area may count toward
the area requirement of this subsection up to a distance of six feet (6 ft.)
from the pavement;

All newly planted trees shall have a minimum diameter of two and one-
half inches (2.5 in.); all trees shall be planted or retained in a space that
provides a minimum of five hundred (500) cubic feet of soil volume per
tree; and

Trees shall be planted a minimum of four feet (4 ft.) from any protective
barrier, such as curbs or wheel stops with no horizontal dimension less
than four feet (4 ft.) and a minimum depth of three feet (3 ft.).

2111.2 The Board of Zoning Adjustment may grant, by special exception, a full or partial
reduction in the landscape standards for parking lots required by this section if, in
addition to meeting the general requirements of 8§ 3104, the applicant
demonstrates that complying with the landscape standards is impractical because
of size of lot, or other conditions relating to the lot or surrounding area that would
tend to make full compliance unduly restrictive, prohibitively costly, or
unreasonable.

010083



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

Chapter 31, BOARD OF ZONING ADJUSTMENT RULES OF PRACTICE AND
PROCEDURE, § 3104, SPECIAL EXCEPTIONS, is amended by inserting alphabetically
the following new special exception into the chart appended to § 3104.1:

TYPE OF SPECIAL SECTIONS IN WHICH
EXCEPTION ZONE DISTRICT THE CONDITIONS ARE
SPECIFIED
Green Area Ratio All Districts where applicable 8§ 3405
Minimum Pervious Surface All Districts where applicable 8412
Surface Parking Lots Landscaping | All Districts where applicable §2111
Standards

A new Chapter 34, GREEN AREA RATIO, is added to read as follows:

3400 INTRODUCTION TO GREEN AREA RATIO

3401 APPLICABILITY OF GREEN AREA RATIO STANDARDS

3402 CALCULATION OF GREEN AREA RATIO

3403 LANDSCAPE ELEMENT CONDITIONS FOR GREEN AREA RATIO
3404 SUBMITTAL REQUIREMENTS FOR GREEN AREA RATIO

3405 SPECIAL EXCEPTIONS FOR GREEN AREA RATIO

3406 MAINTENANCE REQUIREMENTS FOR GREEN AREA RATIO

CHAPTER 34 GREEN AREA RATIO

3400 INTRODUCTION TO GREEN AREA RATIO

3400.1 Green Area Ratio (GAR) is the ratio of the weighted value of landscape elements
to land area. The GAR score relates to an increase in the quantity and quality of
environmental performance of the urban landscape.

3400.2 Green Area Ratio sets integrated environmental requirements for landscape
elements and site design that contribute to the reduction of stormwater runoff, the
improvement of air quality, and the mitigation of the urban heat island effect.

3400.3 The purposes of the GAR regulations are to:

@) Implement a value-based system of requirements for environmental site
design that provides flexibility in meeting environmental performance
standards; and

(b) Promote attractive and environmentally functional landscapes.
3400.4 The purpose of this chapter is to:

@) Provide general guidance about the regulation of GAR requirements;
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Set forth the formula for calculating the GAR and define its component

Identify those landscape elements that are included in the GAR, explain

Indicate what plans and certifications must accompany an application

DISTRICT OF COLUMBIA VOL. 60 - NO. 30
(b) Define the applicability of GAR,;
(c)
parts;
(d)
how their area is measured, and set forth eligibility conditions;
(e) Establish multipliers for each eligible landscape element;
(f)
submitted to demonstrate proof of GAR compliance; and
(9)

3401
3401.1

3401.2

3401.3

Establish maintenance requirements for the landscape elements that are
provided as part of a property’s GAR requirement.

APPLICABILITY OF GREEN AREA RATIO STANDARDS

The requirements of this chapter shall become applicable October 1, 2013.

Except as provided in § 3401.3 and pursuant to the conditions and requirements of
this chapter, properties in zones listed in the following table shall provide a GAR
as specified in the following table:

ZONE DISTRICT GREEN AREA RATIO

R-5-A and R-5-B 0.40
R-5-C, R-5-D and R-5-E 0.30
C-1, C-2-A, C-2-B and C-2-C
W-1, W-2, W-3
SP-1, SP-2
C-3-A, C-3-B 0.25
C-3-C, C-4, C-5, CR and any property within the DDD 0.20
overlay
CM-1. CM-2, CM-3 and M,

o all structures except one story warehouses e 0.30

e one story warehouses e 0.0

The GAR standards set forth in this chapter shall apply to all new buildings and to
all existing buildings where any additions within any twelve (12) month period
exceed one hundred percent (100%) of the assessed value of the building as set
forth in the records of the Office of Tax and Revenue as of the date of the
building permit application, except:

(a)

Buildings that do not require certificates of occupancy;
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3401.4

(b)

(©

(d)
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Municipal wastewater treatment facilities operated by the District of
Columbia Water and Sewer Authority;

The interior renovation of an existing building that:

1)
)

(3)

(4)

Is located in the Central Employment Area;

Has an existing 100% lot occupancy prior to the filing of the
building permit;

Has an existing roof that cannot support a dead load of four inches
(4 in.) of growth medium on the roof; and

The work proposed by the building permit application will not
result in a roof capable of supporting a dead load of four inches
(4 in.) of growth medium on the roof; or

A historic resource and any additions thereto subject to the provisions of
8§ 3401.7.

Notwithstanding 8§ 3202.4 and 3401.2, the provisions of this chapter shall not
apply to any application for a building permit:

(a)

(b)

That has been officially accepted by the Department of Consumer and
Regulatory Affairs as being complete prior to October 1, 2013 if the
building permit plans are consistent; or

Filed on or after October 1, 2013 if the building permit plans are
consistent with:

1)

()

(3)

An unexpired approval of a first stage, second stage, or
consolidated planned unit development, variance, special
exception, design review under the CG or SEFC overlay, or
concept design by the Historic Preservation Review Board or
Commission of Fine Arts; provided the vote to approve occurred
prior to October 1, 2013;

An unexpired approval of a variance, special exception, or design
review under the CG or SEFC overlay granted on or after October
1, 2013, for which a public hearing was held prior thereto;

An unexpired approval of a first stage, second stage, or
consolidated planned unit development that was granted after
October 1, 2013, but which was set down for a public hearing prior
thereto;

10
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3401.5

3401.6

3401.7

3401.8

3402
3402.1

4) A Large Tract Review completed prior to July 1, 2012 subject to
the following:

(A)  The application shall be filed no later than July 1, 2014;

(B)  The application shall be consistent with the conditions of
the Large Tract Review;

(C)  The building shall achieve a GAR of no less than 0.1; and
(D)  This subparagraph shall expire on July 2, 2014.

Any approved change or modification to a permit, project or application in
8 3401.3 and 3401.4 that results in an increase in impervious surface or lot
occupancy of twenty percent (20%) or more shall cause the GAR to be applicable
for that portion of a project that is effected by the modification.

In addition to meeting the applicable burden for obtaining further processing
approval under a campus plan to construct or add to a building, the college or
university applicant shall demonstrate the extent to which the building or addition
meets the GAR standards. Further processing approval shall include the
determination by the Commission that the proposed building is complaint with the
intent of the GAR regulations.

A historic resource and any additions thereto are exempt from the requirement of
this chapter as a result of a change of use or an increase of intensity of use, except
that this chapter shall be applicable when any addition results in an increase in the
gross floor area of the historic resource by fifty percent (50%) or more. For the
purposes of this chapter a “historical resource” is a building or structure listed in
the District of Columbia Inventory of Historic Sites or a building or structure
certified in writing by the State Historic Preservation Officer as contributing to
the character of the historic district in which it is located.

The cost basis for additions, alterations or repairs to an existing building shall be
the amount indicated by the applicant on the application for a building permit.

CALCULATION OF GREEN AREA RATIO

The GAR shall be calculated using the following formula:

(area of landscape element 1 x multiplier)+
GAR = (area of landscape element 2 x multiplier)+...
Lot Area

11

010087



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

3402.2

3402.3

3402.4

3402.5

3402.6

3402.7

For the purposes of the above formula and the remainder of this chapter:

(a)

(b)

(€

The term “landscape element” refers to one of the elements listed in the
table in § 3402.9, and will be hereafter referred to as “landscape element”
or “element”;

The term “multiplier” refers to the number listed in the Table in § 3402.9
that corresponds to a “landscape element”; and

The “area of landscape element” shall be the square feet of a landscape
element, unless the element is a tree or large shrub, in which case “area of
landscape element” refers to the element’s equivalent square footage as
indicated in § 3402.7.

The process for calculating a property’s GAR under the formula is as follows:

(a)

(b)
(©)

(d)

The area of each landscape element is multiplied by its corresponding
multiplier;

The resulting numbers for all landscape elements are added together;

The resulting point total is then divided by the total land area of the lot;
and

The product of the equation equals the property’s GAR.

The total points for all permeable paving and enhanced tree growth credits may
not count for more than one-third (1/3) of the GAR score for a lot.

If multiple landscape elements occupy the same area, for example groundcover
under a tree or trees and shrubs on an intensive green roof, the full square footage
or equivalent square footage of each element may be counted.

A landscape element must meet the eligibility conditions of § 3403.

Equivalent square feet of tree canopy and large shrubs are identified in the table

below.
GREEN AREA RATIO LANDSCAPE EQUIVALENT SQUARE
ELEMENTS FOOTAGE
Plants, not including grasses, at least 2 feet tall at maturity 9 s.f. per plant
Tree canopy for trees 2.5 inches to 6 inches in diameter 50 s.f. per tree
Tree canopy for trees 6 inches to 12 inches in diameter 250 s.f. per tree
Tree canopy for trees 12 inches to 18 inches in diameter 600 s.f. per tree
Tree canopy for trees 18 inches to 24 inches in diameter 1300 s.f. per tree
Tree canopy for trees larger than 24 inches in diameter 2000 s.f. per tree

12
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3402.8

3402.9

Landscape elements of the GAR shall be measured in the following ways:

@ All trees shall be measured for diameter at a height four feet, six inches (4
ft. 6 in.) above grade when planted and the square footage equivalent
based on diameter shall be as established in the table in § 3402.7;

(b) For vegetated walls, use the vertical square footage of the portion of the
wall covered by vegetation; and

(©) For all other elements other than trees, large shrubs, perennials, and
vegetated walls, square footage is determined by the area of a horizontal
plane that is over the element.

Eligible landscape elements are identified in the table below:

GREEN AREA RATIO LANDSCAPE ELEMENTS MULTIPLIER
Landscaped area (select one of the following for each area)

Landscaped areas with a soil depth of less than 24 inches 0.3
Landscaped areas with a soil depth of 24 inches or more 0.6
Bioretention facilities 0.4
Plantings

Ground covers, or other plants less than 2 feet tall at maturity 0.2
Plants , not including grasses, at least 2 feet tall at maturity 0.3
Tree canopy for all trees 2.5 inches to 6 inches in diameter 0.5
Tree canopy for new trees 6 inches in diameter or larger 0.6
T.ree canopy for preservation of existing trees 6 inches to 24 inches in 0.7
diameter

Tree canopy for preservation of existing trees 24 inches diameter or 08
larger

Vegetated wall, plantings on a vertical surface 0.6
Vegetated roofs

Extensive vggetated roof over at least 2 inches but less than 8 inches of 06
growth medium

Intensive vegetated roof over at least 8 inches of growth medium 0.8
Permeable paving

Permeable paving over at least 6 inches and less than 2 feet of soil or 0.4
gravel

Permeable paving over at least 2 feet of soil or gravel 0.5
Other

13
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3403.2

3403.3

3403.4

3403.5
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GREEN AREA RATIO LANDSCAPE ELEMENTS MULTIPLIER
Enhanced tree growth systems 0.4
Renewable energy generation (area of) 0.5
Water features (using at least 50% recycled water) 0.2
Bonuses

Native plant species listed in §3403.9 0.1
Landscaping in food cultivation 0.1
Harvested stormwater irrigation 0.1

LANDSCAPE ELEMENT CONDITIONS FOR GREEN AREA RATIO

No landscape element may be counted towards a property’s GAR unless it meets
the applicable conditions stated in this section.

Plantings over the specified soil depths shall meet the required conditions listed in
the Table of Landscape Elements and Multipliers in § 3402.9.

Bioretention facilities shall be landscaped areas that receive rainwater from
surrounding areas and use plants and soils to slow, filter, and infiltrate stormwater
runoff. Bioretention facilities include but are not limited to rain or rainwater
gardens, bioretention planters, or linear cells or swales. These do not include
structures made of cement or concrete alone.

Trees shall meet the following conditions:

@) All trees shall be at least two and one-half inches (2.5 in.) in diameter
measured at a height four feet, six inches (4 ft. 6 in.) above grade when
planted and shall be replaced if damaged or killed by any cause; and

(b) All trees shall meet the American Standard for Nursery stock, as set forth
by the American Nursery and Landscape Association.

Vegetated walls shall meet the following conditions:

@) The maximum calculated vertical dimension shall not exceed thirty feet
(30 ft.) unless the vegetated wall features a built-in growth medium;

(b) The area calculated for the vegetated wall features shall be fully covered
within a period of two (2) to five (5) years from planting;

(c) The area calculated is the ground coverage area, not the total plant growth
area;

(d) The walls shall be at least five feet (5 ft.) from a side or rear lot line; and

14
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3403.6

3403.7

3403.8

3403.9

3403.10

(e) Where stormwater harvesting for irrigation is proposed, vegetated walls
shall contain a connection to the proposed irrigation system.

Vegetated roofs shall meet the following conditions:

@) Designs for vegetated roofs must include plans to provide supplemental
water;

(b) Where stormwater harvesting for irrigation is proposed, vegetated roofs
shall contain a connection to the proposed irrigation system; and

(©) The groundcover vegetation on a vegetated roof is not additionally eligible
for groundcover value towards GAR requirements.

Water features shall meet the following conditions:

@) Water features must use harvested rainwater for at least fifty percent
(50%) of the annual flow; and

(b) The water features must be under water for at least six (6) months out of
twelve (12).

Enhanced tree growth systems shall meet the following conditions:

@) Be at least twenty-four inches (24 in.) deep, under pavement, and adjacent
to planting areas; and

(b) Be composed of soils that are not considered contaminated or compacted
according to the Comprehensive Environmental Response, Compensation,
and Liability Act of 1980, approved December 11, 1980 (94 Stat. 2767; 42
USC 8 9601 et seq.).

Native plant species shall meet the following conditions:

€)] The plants are listed in the U.S. Fish and Wildlife Service’s Native Plants
for Wildlife Conservation Landscaping: Chesapeake Bay Watershed
guide; or

(b) The applicant provides two (2) references in current publications showing
that the plant is native to the region; and

(©) The plant is not listed on the U.S. Fish and Wildlife Service’s list of Plant
Invaders of Mid-Atlantic Natural Areas.

Food cultivation shall meet the following conditions:
@) All food cultivation areas must be easily accessible to at least one
occupant of the building;
15
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3403.11

3404

3404.1

3404.2

3404.3

3404.4

(b) All food cultivation areas must have a source of water that can reach all
portions of the food cultivation area; and

(c) The cultivation of animals for food is not eligible for GAR credits.

Harvesting stormwater for irrigation shall meet the following conditions:

@) If the irrigation type is spray, applicants shall follow treatment standards
set forth in the current District Department of Environment’s Stormwater

Management Guidebook; and

(b) If the irrigation type is drip, no additional treatment of stormwater is
required.

SUBMITTAL REQUIREMENTS FOR GREEN AREA RATIO

This section lists the submittal requirements for demonstrating compliance with a
GAR requirement.

For the purposes of this section, the term Certified Landscape Expert means a
person who is a:

@) State of Virginia certified landscape architect;

(b) State of Maryland certified landscape architect;

(c) International Society of Arboriculture Certified Arborist;
(d) State of Maryland certified Professional Horticulturist; or

(e) Landscape Contractors Association MD-DC-VA Certified Landscape
Technician;

Applicants shall submit a GAR score sheet with the GAR calculated for the given
lot at the time of building permit application.

Applicants shall provide a landscape plan prepared by a Certified Landscape
Expert that includes the following information:

@) GAR elements called out by category and area, which may be provided as
a part of the landscape plan or as a separate document;

(b) Lot dimension and size;
(©) Location and areas of all landscape elements with dimensions;
(d) Location, size, and species of all plants used to meet requirements;

(e) Both common and botanical names of all plant material,
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3404.5

3404.6

()

(9)

(h)

()
(k)
0]

Identification of all existing trees that are to be preserved, with their
location, trunk diameter at four feet, six inches (4 ft. 6 in.) above grade,
canopy radius, and species;

Plans indicating how preserved trees and other plants will be protected
during demolition and construction;

Location and dimensions of wheel stops, curbs, or other devices to protect
landscaping for landscaped areas adjacent to driveways;

A schematic irrigation and drainage plan and the size and depth of all
plant containers for rooftop or container landscaping or areas to be
irrigated with rainwater;

Location and size of any trees to be removed;
Specifications for soil improvement; and

Signature of the Certified Landscape Expert who prepared the plans
together with verification that plantings and other landscape elements
meet the requirements of this chapter.

Applicants shall provide a landscape maintenance plan prepared and signed by a
Certified Landscape Expert that describes how the plantings, water features and
hardscape features will be cared for and maintained including:

(a)
(b)
(©)
(d)
(e)
(f)

Soil preparation;

Use of compost;

Plant replacement;
Irrigation;

Weed and pest control; and

Control of noxious or invasive species.

The following modifications or substitutions to the landscape elements of an
approved landscape plan require a plan revision and approval:

(a)
(b)
(©)
(d)

Number of trees, shrubs, or groundcovers;
Location of required plantings or landscape features;
Substitution of species; or

Revisions of any feature that could decrease the planting area or lower the
GAR score.
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3404.7

3404.8

3404.9

3404.10

3405

3405.1

3406
3406.1

Except as provided below, approved landscape elements shall be installed in
accordance with the approved plan prior to the issuance of the certificate of
occupancy.

Prior to the issuance of the certificate of occupancy, a landscape checklist must be
signed by a Certified Landscape Expert, verifying that that landscaping was
installed according to the building permit approved by DCRA.

The Zoning Administrator may grant a temporary certificate of occupancy when
installation of the required landscaping is not currently possible due to weather,
season or site construction subject to the condition that the required landscaping
must be installed within four (4) months after the date the temporary certificate is
issued.

The Zoning Administrator may grant up to two (2) extensions of a temporary
certificate of occupancy, each for a four (4) month period based on the same
conditions of § 3404.9.

SPECIAL EXCEPTIONS FOR GREEN AREA RATIO

The Board of Zoning Adjustment may grant, by special exception, a full or partial
reduction in the GAR required under this chapter if, in addition to meeting the
general requirements of § 3104, the applicant demonstrates that providing the
GAR is impractical as a result of equivalent sustainability measures already being
implemented on the property that achieve the intent of the GAR through methods
not available through the GAR requirement.

MAINTENANCE REQUIREMENTS FOR GREEN AREA RATIO

All plantings and landscape elements used to calculate a property’s GAR must be
maintained for the life of the project. If, for any reason, the installed landscape
elements fall below the minimum required GAR score, new eligible landscape
elements shall be added to compensate and result in the required ratio. These
elements are not required to be the same as the submitted plans, so long as the
GAR achieved is equivalent.

On December 10, 2012, upon the motion of Commissioner Miller, as seconded by Commissioner
Turnbull, the Zoning Commission PROPOSED the amendments at its public meeting by a vote
of 5-0-0 (Anthony J. Hood, Robert E. Miller, Peter G. May, and Michael G. Turnbull to propose;
Marcie I. Cohen to propose by absentee ballot).

On June 24, 2013, upon the motion of Vice Chairman Cohen, as seconded by Commissioner
Turnbull, the Zoning Commission ADOPTED the amendments as proposed at its public meeting
by a vote of 5-0-0 (Anthony J. Hood, Marcie I. Cohen, Robert E. Miller, Peter G. May, and
Michael G. Turnbull to adopt).
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In accordance with the provisions of 11 DCMR § 3028.9, this Order shall become effective upon
publication in the D.C. Register; that is on July 12, 2013.
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DEPARTMENT OF HEALTH
NOTICE OF PROPOSED RULEMAKING

The Director of the Department of Health, pursuant to the authority set forth in Section 302(14)
of the District of Columbia Health Occupations Revision Act of 1985 (“Act”), effective March
25, 1986 (D.C. Law 6-99; D.C. Official Code § 3-1203.02(14) (2007 Repl.)), and Mayor’s Order
98-140, dated August 20, 1998, hereby gives notice of his intent to adopt the following
amendments to Chapter 78 (Audiology) of Title 17 (Business, Occupations, and Professions) of
the District of Columbia Municipal Regulations (DCMR), in not less than thirty (30) days after
the date of publication of this notice in the D.C. Register.

This rulemaking will establish continuing education requirements for persons holding dual
licensure in audiology and speech-language pathology.

CHAPTER 78, AUDIOLOGY, of TITLE 17, BUSINESS, OCCUPATIONS, AND
PROFESSIONS, OF THE DCMR is amended as follows:

Section 7808, CONTINUING EDUCATION REQUIREMENTS, is amended as follows:
Subsection 7808.3 is amended to read as follows:

7808.3 An applicant for renewal of a license, who is not subject to Subsection 7808.9, shall
submit proof of having completed twenty (20) hours of approved continuing
education hours during the two (2) year period preceding the date the license expires,
including one (1) hour in ethics. The hours must be related to audiology.

Subsection 7808.9 is added to read as follows:

7808.9 An applicant for dual licensure renewal shall submit proof of having completed
thirty (30) hours of approved continuing education hours during the two year period
preceding the date the license expires, including one (1) hour in ethics. Of the thirty
(30) hours, the applicant shall have completed at least five (5) hours in the discipline
of audiology and five (5) hours in the discipline of speech-language pathology. An
applicant for dual licensure renewal shall also satisfy all applicable requirements in
Chapter 79 of Title 17 of the District of Columbia Municipal Regulations, which
governs the continuing education requirements of speech-language pathologists.
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Section 7899, DEFINITION, is amended as follows:
Subsection 7899.2 is amended to include:

Dual licensure renewal — renewal of both an audiology and a speech-language
pathology license in the District of Columbia within the same renewal
period.

All persons desiring to comment on the subject matter of this proposed rulemaking action shall
submit written comments, not later than thirty (30) days after the date of publication of this
notice in the D.C. Register, to Phillip Husband, General Counsel, Department of Health, Office
of the General Counsel, 899 North Capitol Street, N.E., 5" Floor, Washington, D.C. 20002.
Copies of the proposed rules may be obtained between the hours of 8:00 a.m. and 4:00 p.m.,
Monday through Friday, excluding holidays, at the address listed above, or by contacting Angli
Black, Administrative Assistant, at Angli.Black@dc.gov, (202) 442-5977.
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DEPARTMENT OF HEALTH
NOTICE OF PROPOSED RULEMAKING

The Director of the Department of Health, pursuant to the authority set forth in Section 302(14)
of the District of Columbia Health Occupations Revision Act of 1985, effective March 25, 1986
(D.C. Law 6-99; D.C. Official Code § 3-1203.02(14) (2007 Repl.)), and Mayor’s Order 98-140,
dated August 20, 1998, hereby gives notice of the intent to take action to adopt the following
amendments to Title 17, “Business, Occupations, and Professions,” of the District of Columbia
Municipal Regulations (DCMR) in not less than thirty (30) days after the date of publication of
this notice in the D.C. Register.

This rulemaking will update the requirements for clinical fellowship in speech-language
pathology and practice by graduate students.

Chapter 79, SPEECH-LANGUAGE PATHOLOGY, of Title 17, BUSINESS,
OCCUPATIONS, AND PROFESSIONS, of the DCMR is amended as follows:

SECTION 7903, CLINICAL FELLOWSHIP REQUIREMENTS, is amended as follows:

Subsection 7903.4 is amended to read as follows:

7903.4 To complete a clinical fellowship, the clinical fellow shall be employed, with or
without direct compensation, as a professional in the field of speech-language
pathology under general supervision for a period of not less than nine (9) months
with a minimum of thirty (30) hours of work per week. This requirement may
also be met with part-time employment as follows:

@) Fifteen (15) to nineteen (19) hours a week, for a period of eighteen (18)
months;

(b) Twenty (20) to twenty-four (24) hours a week, for a period of fifteen (15)
months; or

(©) Twenty-five (25) to twenty-nine (29) hours a week, for a period of twelve
(12) months.

Subsection 7903.5 is amended to read as follows:

7903.5 At least eighty percent (80%) of the clinical fellow’s clinical fellowship shall
involve direct client contact, which includes the following:

@) Assessment, diagnosis, evaluation, and treatment;
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(b) Screening;
(c) Habilitation and rehabilitation; and
(d) Activities related to case management.
Subsection 7903.8 is amended to read as follows:
7903.8 Clinical fellow supervisor shall:
@) Hold a valid District of Columbia license in speech-language pathology, a

(b)

(©)
(d)

()

license in another jurisdiction with requirements substantially similar to
the licensure requirements in the District, or, if in a state that does not
require licensure, a Certificate of Clinical Competence in speech-language
pathology from the American Speech-Language-Hearing Association;

Have been in practice for a minimum of two (2) years after licensure or
certification;

Not supervise more than three (3) clinical fellows at one (1) time;

Not have been disciplined by a board or regulating body within the
previous five (5) years; and

Provide a minimum of thirty-six (36) hours of supervisory activities
during the clinical fellowship, including a minimum of two (2) hours of
monitoring activities each month.

Subsection 7903.9 is amended to read as follows:

7903.9 A clinical fellow supervisor in the District of Columbia shall be responsible for
the services and care provided by the clinical fellow, and shall also be subject to
disciplinary action for any violation of federal or District of Columbia laws or
regulations by the clinical fellow.

Subsection 7903.10 is amended to read as follows:

7903.10 An applicant for a license shall demonstrate qualifications required by 88§ 7903.3—
7903.6 by submitting, with the application, a signed statement from each clinical
fellow supervisor who supervised the applicant during the required clinical
fellowship period, which sets forth the following:

(a)

The number of hours of the applicant’s supervised practice of speech-
language pathology;
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(b) The number of hours of general supervision of the applicant;

(c) The specific nature of responsibilities included in the applicant’s practice;

(d) The rating of the applicant’s performance;

(e) Where and when the supervision occurred; and

()] The license number and jurisdiction in which the clinical fellow supervisor
was licensed during the supervised period, or proof that the clinical fellow

supervisor has a Certificate of Clinical Competence if the clinical
fellowship was in a state that does not require licensure.

Subsections 7903.11, 7903.12, 7903.13, and 7903.14 are added to read as follows:

7903.11

7903.12

7903.13

7903.14

A clinical fellow supervisor in the District of Columbia shall:

@) Submit a notification of supervision to the Board at least two (2) weeks
prior to the commencement of the clinical fellowship;

(b) Notify the Board, in writing, if the clinical fellow leaves the clinical
fellowship prior to completing training and specify the reason for leaving.
Notification shall be provided to the Board no later than ten (10) business
days after the date the clinical fellow leaves the clinical fellowship; and

(©) Notify the Board, in writing, if the clinical fellow changes his or her
clinical fellow supervisor and specify the reason for the change.
Notification shall be provided to the Board no later than ten (10) business
days after the change of the clinical fellow supervisor.

A clinical fellow may participate in patient care activities under the general
supervision of a speech-language pathologist who is licensed in the District of
Columbia, if clinical fellow’s supervisor properly submitted notification to the
Board in accordance with § 7903.11(a).

A clinical fellow in speech-language pathology shall identify himself or herself as
a clinical fellow at all times when providing speech-language pathology services.

A clinical fellow in speech-language pathology may practice in the District of
Columbia, pursuant to this section, for a maximum of eighteen (18) months,
unless the Board extends the period for good cause shown.

SECTION 7912, PRACTICE OF SPEECH-LANGUAGE PATHOLOGY BY
GRADUATE STUDENTS, is amended as follows:
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Subsection 7912.10 is added to read as follows:

7912.10 Practice of speech-language pathology by graduate students in the District of
Columbia shall comply with the American Speech-Language-Hearing
Association’s current Standards for Accreditation of Graduate Programs in
Audiology and Speech-Language Pathology.

SECTION 7913, STANDARDS OF CONDUCT, is amended as follows:
Subsection 7913.1 is amended to read as follows:

7913.1 A licensee, graduate student, or clinical fellow shall adhere to the standards set
forth in the most current publication of the “Code of Ethics” as published by the
American Speech-Language-Hearing Association, as it may be republished from
time to time.

SECTION 7999, DEFINITIONS, is amended as follows:
Subsection 7999.1 is amended to include:
Board — the Board of Audiology and Speech-Language Pathology.

Clinical fellow — a person who is completing the clinical fellowship requirements
set forth under 17 DCMR § 7903.

Clinical fellow supervisor — a person who is the supervisor of a clinical fellow.

Dual licensure renewal — renewal of both an audiology and a speech-language
pathology license in the District of Columbia, within the same renewal
period.

General supervision — supervision in which the supervisor is available to the
person supervised, either in person or by a communications device.

Graduate student — a person enrolled in a Master’s or Doctoral degree program
in speech-language pathology.

All persons desiring to comment on the subject of this proposed rulemaking should file
comments in writing not later than thirty (30) days after the date of the publication of this notice
in the D.C. Register. Comments should be sent to the Department of Health, Kenneth Campbell,
General Counsel, Office of the General Counsel, 899 North Capitol Street, N.E., 5" Floor,
Washington, D.C. 20002. Copies of the proposed rules may be obtained between the hours of 9
a.m. and 5 p.m., Monday through Friday, excluding holidays, at the address listed above, or by
contacting Angli Black, Administrative Assistant, at Angli.Black@dc.gov, (202) 442-5977.
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DEPARTMENT OF MENTAL HEALTH

NOTICE OF PROPOSED RULEMAKING

The Director of the Department of Mental Health (Department), pursuant to the authority set
forth in Sections 104 and 105 of the Department of Mental Health Establishment Amendment
Act of 2001, effective December 18, 2001 (D.C. Law 14-56; D.C. Official Code 8§ 7-1131.04
and 7-1131.05) (5) (2008 Repl.), hereby gives notice of his intent to amend Chapter 34 (Mental
Health Rehabilitation Services Provider Certification Standards) of Title 22 (Health), Subtitle A
(Mental Health) of the District of Columbia Municipal Regulations (DCMR).

The purpose of these amendments is to add two (2) evidence-based practices to counseling,
which is a mental health rehabilitation service (MHRS). These two practices are Child-Parent
Psychotherapy for Family Violence (CPP-FV) and Trauma-Focused Cognitive Behavioral
Therapy (TF-CBT). The amendments provide requirements for providers to be certified in CPP-
FV and TF-CBT. The amendments also establish eligibility requirements for receipt of CPP-FV
and TF-CBT, as well as the goals of these treatment interventions. Finally, the amendments add
five (5) definitions.

The Director also gives notice of intent to take final rulemaking action to adopt the proposed
rules in not less than thirty (30) days after the date of publication of this notice in the D.C.
Register.

CHAPTER 34, MENTAL HEALTH REHABILITATION SERVICES PROVIDER
CERTIFICATION STANDARDS, OF TITLE 22-A, MENTAL HEALTH, is amended as
follows:

Subsection 3417.1 is amended to read as follows:

3417.1 Counseling services are individual, group or family face-to-face services for
symptom and behavior management, development, restoration or enhancement of
adaptive behaviors and skills, and enhancement or maintenance of daily living
skills. Providers certified or applying to become certified to deliver counseling
services may be further certified to provide the specific counseling services of
Child-Parent Psychotherapy for Family Violence (CPP-FV) or Trauma-Focused
Cognitive Behavioral Therapy (TF-CBT) as described below in Subsections
3417.8 and 3417.9.

Subsection 3417.8 is added to read as follows:

3417.8 Child-Parent Psychotherapy for Family Violence (CPP-FV) is a relationship-
based treatment intervention for young children with a history of trauma exposure
or maltreatment, and their caregivers. CPP-FV helps restore developmental
functioning in the wake of violence and trauma by focusing on restoring the
attachment relationship that was negatively affected. Young children aged birth
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through six (6) years who have experienced traumatic stress often have difficulty
regulating their behaviors and emotions during distress. They may exhibit
fearfulness of new situations, be easily frightened, difficult to console, aggressive
or impulsive. These children may also have difficulty sleeping, lose recently
acquired developmental skills and show regression in functioning and behavior.
Under CPP-FV, counselors assess and provide information on how parents’ past
experiences, including past insecure or abusive relationships, affect their
relationships with their children. Sessions focus on parent-child interactions and
Counselors provide support on healthy coping, affect regulation and increased
appropriate reciprocity between parent/caregiver and child, resulting in a stronger
relationship between a child and his or her parent or caregiver, and improvement
in the child’s symptoms. On average CPP-FV service sessions are sixty (60) to
ninety (90) minutes, one (1) time per week, for a period up to fifty-two (52)
weeks. CPP-FV sessions are longer in the first six months of treatment (i.e.,
ninety (90) minutes) and decrease over time (to sixty (60) minutes) as the child
improves his/her coping skills.

@) The goals of CPP-FV are to:
Q) Reduce posttraumatic stress reactions and symptoms in children;

(i) Improve both parental and child functioning, as well as improve
the parent-child attachment relationship;

(ili)  Establish a sense of safety and trust within the parent-child
relationship;

(iv)  Return a child to a normal developmental trajectory; and

(v) Restore parental sensitivity and responsiveness, in order to
strengthen the child/parent relationship.

(b) CPP-FV is available to children ages birth through six (6) years with a
diagnosed serious emotional disorder, who have experienced at least one
traumatic event including maltreatment, the sudden or traumatic death of a
caregiver, a serious accident, sexual abuse, physical abuse, neglect, or
exposure to domestic violence, and, as a result, are experiencing
behavioral, attachment, and or mental health problems, including
posttraumatic stress symptoms.

(c)  CPP-FV shall be provided in accordance with the following limitations:

Q) One (1) unit of service shall be one (1) fifteen (15) minute
increment.
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(i) CPP-FV shall only be provided with the participation of the
parent/caregiver.

(d) Providers of CPP-FV services shall meet and maintain certification as a
CPP-FV provider from a DMH approved training entity. Providers shall
also maintain documentation of training for CCP-FV certified staff.

(e) All CPP-FV Clinical team members shall complete the DMH-approved
CPP-FV clinical training or have a certificate of completion from one of
the DMH-accepted nationally-approved master trainers.

()] Each CPP-FV Service Team shall include a clinical supervisor and no
more than six (6) counselors who have successfully completed the CPP-
FV training requirements. The CPP-FV team clinical supervisor shall be a
licensed qualified practitioner.

(0) CPP-FV counselors must hold a Master’s degree in psychology, social
work, counseling or other related field; have satisfied the CPP-FV training
requirements; and be a qualified practitioner or credentialed staff.

(h) Credentialed staff must receive supervision from a qualified practitioner
trained in CCP-FV in accordance with the CPP-FV fidelity standards.

Q) Providers of CCP-FV must maintain an acceptable rating on an annual
CCP-FV fidelity audit.

Subsection 3417.9 is added to read as follows:

3417.9

(a)

Trauma-Focused Cognitive Behavioral Therapy (TF-CBT) is a psychotherapeutic
intervention designed to help children, working with their parent/caregivers,
overcome the negative effects of traumatic life events. The treatment focuses on
parent-child interactions, parenting skills, therapeutic treatment, skills
development (such as stress management, cognitive processing, communication,
problem solving, and safety), and parental support. A parent/caregiver treatment
component is an integral part of this treatment model. It parallels the
interventions used with the child so that parent/caregivers are aware of the content
covered with the child and are prepared to reinforce or discuss this material with
the child between treatment sessions and after treatment has ended. A typical
course of TF-CBT treatment requires children to participate in sixty (60) to ninety
(90) minute individual and co-joint child parent/caregiver sessions, one (1) time
per week, over an average period of twelve (12) to sixteen (16) weeks in
accordance with the evidence-based practice requirements.

The goals of TF-CBT are to:
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(b)

(©)

(d)

(€)

(f)

(9)

Q) Target symptoms of posttraumatic stress disorder which are often
co-occurring with depression and behavior problems;

(i) Address issues commonly experienced by traumatized children,
such as poor self-esteem, difficulty trusting others, mood
instability, and self- injurious behavior, including substance abuse;

(iii)  Increase  stress  management  skills of youth and
parent/caregiver/caregiver;

(iv)  Improve youth’s self-esteem, problem-solving and safety skills and
decrease self-injurious and aggressive behaviors; and

(V) Decrease caregiver trauma-related distress.

TF-CBT is available to children ages four (4) through eighteen (18) years
of age with a diagnosed serious emotional disorder, who have experienced
or witnessed one or more traumatic events and who are experiencing
behavioral, or mental health problems, including posttraumatic stress
symptoms as a result of the event.

TF-CBT service shall be provided in accordance with the following
limitations:

Q) One (1) unit of service shall be one (1) fifteen (15) minute
increment; and

(i)  TF-CBT shall only be provided with an active parent/caregiver
willing to participate for the anticipated twelve to sixteen week
treatment period.

Providers of TF-CBT services shall meet and maintain certification as a
TF-CBT provider from a DMH-approved training entity. Providers shall
maintain documentation of training for TF-CBT certified staff.

All TF-CBT Clinical team members shall complete the DMH-approved
TF-CBT clinical training or have a certificate of completion from one of
the DMH-accepted nationally-approved master trainers.

Each TF-CBT service team shall include at least one (1) clinical
supervisor, and no more than eight (8) counselors who have successfully
completed the TF-CBT training requirements. The TF-CBT team clinical
supervisor shall be a licensed qualified practitioner.

TF-CBT counselors must hold a Master’s degree in psychology, social
work, counseling or other related field; have satisfied the TF-CBT training
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requirements for TF-CBT counselors; and be a qualified practitioner or
credentialed staff.

(h) Services provided by credentialed staff must be supervised by a qualified
practitioner trained in TF-CBT as required by the TF-CBT requirements
and documented in the TF-CBT Practice Session Checklist.

Section 3499.1 is amended as follows:

The following definitions are added in alphabetical order within the existing list of
definitions:

CCP-FV Fidelity Audit —a process by which the implementation of CPP-FV, in
accordance with the established standards and guiding principles, will be
evaluated annually.

Child-Parent Psychotherapy for Family Violence or “CPP-FV” - a
psychotherapy treatment intervention for young children from birth
through age six (6) who have experienced a traumatic life event and, as a
result, are experiencing behavior, attachment, and/or mental health
problems.

CPP-FV Fidelity Standards — the six established interconnected standards of
fidelity, as set forth by the developers of CCP-FV, which guides treatment
delivery.

TF-CBT Practice Session Checklist - an instrument used to track whether
supervisors and therapists are implementing TF-CBT in accordance with
the established model.

Trauma-Focused Cognitive Behavioral Therapy or “TF-CBT” - a psychosocial
treatment model designed to treat posttraumatic stress and related
emotional and behavioral problems in children and adolescents.

All persons desiring to comment on the subject matter of this proposed rulemaking should file
comments in writing not later than thirty (30) days after the date of publication of this notice in
the D.C. Register. Comments should be filed with Rena Marie Justice, Department of Mental
Health, 64 New York Avenue, N.E., Third Floor, Washington, D.C. 20002, or at
Rena.Justice@dc.gov. Additional copies of these rules are available from the Office of the
General Counsel, Department of Mental Health, at the address above.
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DISTRICT OF COLUMBIA TAXICAB COMMISSION
SECOND NOTICE OF PROPOSED RULEMAKING

The District of Columbia Taxicab Commission (Commission), pursuant to the authority set forth
in Sections 8(b)(1) (D), (G), 14, and 20a of the District of Columbia Taxicab Commission
Establishment Act of 1985, effective March 25, 1986 (D.C. Law 6-97; D.C. Official Code §§ 50-
307(b)(1) (D), (G), 50-313 and 50-320(a) (2009 Repl.; 2012 Supp.)) (“Act”); and Section 12 of
An Act making appropriations to provide for the expenses of the government of the District of
Columbia for the fiscal year ending June 30, 1920, approved July 11, 1919 (41 Stat. 104; D.C.
Official Code § 50-371 (2009 Repl.)), hereby gives notice of its intent to adopt amendments to
Chapters 4 (Taxicab Payment Services), 5 (Taxicab Companies, Associations, and Fleets), 6
(Taxicab Parts and Equipment), 8 (Operation of Taxicabs) and 9 (Insurance Requirements) of
Title 31 (Taxicabs and Public Vehicles for Hire) of the District of Columbia Municipal
Regulations (DCMR).

The amendments are established pursuant to the Commission’s duty to institute standards and
requirements relating to equipment and equipment design, D.C. Official Code §§ 50-307(b)(1)
(G), and the Office of Taxicab’s authority to enforce Commission rules, D.C. Official Code § 50-
312, and are intended to implement the directive of Section 20g(a)(3) of the Act (added by
Section 2(s) of the Taxicab Service Improvement Amendment Act of 2012, effective October 22,
2012 (D.C. Law 19-184; 60 DCR 7590)). Pursuant to this statutory authority, the Commission
hereby establishes the uniform color scheme for taxicabs in the District, to include both
independent and company-owned vehicles.

An initial Notice of Proposed Rulemaking was published in the D.C. Register on May 10, 2013,
at 60 DCR 6691. The Commission held a public hearing on the uniform taxicab color/design on
May 29, 2013, and received valuable comments from the public. This Second Notice of
Proposed Rulemaking was approved by the Commission on June 25, 2013 and will begin a thirty
(30) day comment period upon publication in the D.C. Register. Directions for submitting
comments may be found at the end of this Notice. The Commission also hereby gives notice of
the intent to take final rulemaking action to adopt these proposed rules in not less than thirty (30)
days after the publication of this notice in the D.C. Register.

Chapter 4, TAXICAB PAYMENT SERVICES, of Title 31, TAXICABS AND PUBLIC
VEHICLES FOR HIRE, of the DCMR, is amended as follows:

Subsection 499 is amended by amending the definitions for “Association”, “Company”,
“Fleet”, and “Independently Operated Taxicab” to read as follows:

Association -- a group of taxicab owners organized for the purpose of engaging in

the business of taxicab transportation for common benefits regarding
operation, name, logo, or insignia.
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Company — a person, partnership, or corporation engaging in the business of
owning and operating a fleet or fleets of taxicabs utilizing the same
identifying name, logo or insignia, as approved by the Office.

Fleet -- a group of twenty (20) or more taxicabs utilizing the same identifying
name, logo or insignia and having unified control by ownership or by
association.

Independently Operated Taxicab -- a taxicab operated by an individual owner

that is not part of a fleet, company, or association and that does not operate
under the name, logo or insignia of any fleet, company, or association.

Chapter 5, TAXICAB COMPANIES, ASSOCIATIONS, AND FLEETS, of Title 31,
TAXICABS AND PUBLIC VEHICLES FOR HIRE, of the DCMR is amended as follows:

Section 501, INITIAL AND RENEWAL CERTIFICATES AND LICENSES; FILING
REQUIREMENTS, is amended as follows:

Subsection 501.4(d) and (e) are amended to read as follows:

(d) The trade name and any design, insignia, logo, term, symbol, lettering or
other exterior object, pursuant to § 503 of this chapter; and

(e) The specially-equipped taxicab vehicle information, where applicable,
required to be submitted in § 604 of this title.

Subsection 501.5 is amended to read as follows:

501.5 The Office shall verify all the information provided in response to §§ 501.3 and
501.4 of this section and provide a preliminary approval of the name, logo, or
insignia before each application is presented to the Office for approval.

Subsection 501.6(f) is amended to read as follows:

) Three (3) three inch by five inch (3" x 5”) pictures of the Office-approved name,
logo, and insignia information displayed on the front, right side, and rear of the

taxicab; and

Section 503, TAXICAB COLORING AND MARKINGS, is amended to read as follows:

503.1 Uniform color scheme. Effective October 1, 2013, each vehicle in the District
intended for use as a taxicab shall comply with the uniform color scheme in
§ 503.3 if —
(a) It is entering service as a new vehicle; or
2
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503.2

503.3

(b)

(c)

For any reason it is repainted in whole or in part, or is required to be
repainted in whole or in part by any provision of this title or by any other
District of Columbia law or regulation; or

It is a replacement vehicle, including a vehicle entering service according
to the gradual removal schedule of § 609 of this title.

A taxicab that fails to comply with this section shall not be operated. Each
taxicab operated in violation of this section shall subject the owner and operator
to the civil penalties set forth in this chapter, including impoundment of the
vehicle.

The uniform color scheme for District taxicabs is established as provided in this
subsection. Each vehicle shall:

(a)

(b)

(©)

(d)

(e)

Be painted red in color to match the D.C. Circulator: 3M Controltac
Graphic Film color Geranium 180C-63;

Bear a vehicle model specific stripe decal on both sides that: aligns with
the bottom of the taxicab tail light at the rear of the vehicle, is made of 3M
Controltac Plus Film (or equivalent), and matches Pantone Warm Gray 2
in color;

Bear decal letters of the name of the taxicab company, association, or fleet
name, or the name of the owner for an independently operated taxicab, and
a customer service telephone number on both front side doors (driver and
passenger). The decal letters shall be the color black, in Calibri font, using
capital letters that are two and fifteen sixteenths (2-15/16) inches in height
measured from the X height and manufactured of 3M Controltac Plus Film
(or equivalent);

Bear decal letters of the taxicab company, association, or fleet name and
fleet vehicle number, if applicable, or the name of the owner and
independent taxicab number, if applicable, which shall be on the rear of
the body so as to be clearly visible from the rear, on either side of and in
alignment with the center of the vehicle manufacturer placed logo. The
decal letters shall be the color black, in Calibri font, using capital letters
that are one and one half (1-1/2) inches in height measured from the X
height and manufactured of 3M Controltac Plus Film (or equivalent);

Display a DCTC Certification Decal, of a size and shape determined by

the Office, which shall be affixed in the lower left hand corner of the rear
passenger window; and
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503.4

503.5

503.6

503.7

63) If the owner has received express written approval from the Office, an
insignia, logo, term, or symbol may be placed on the vehicle, consistent
with the requirements of § 503.7, as follows—

(1) If the owner is a taxicab company, or the vehicle is associated with
a taxicab association or fleet, the insignia or logo of such company,
association, or fleet may be centered on both rear passenger doors,
which shall be no more than seventeen (17) inches in width and
shall be two (2) inches from the closest gray edge/field; and

(2) Based on specifications set forth in one or more Office orders,
where the vehicle is an alternative fuel vehicle, a term or symbol
commonly used in the motor vehicle or taxicab industry to mark
such vehicle may be placed on the vehicle.

Additional information about the specifications for the uniform color scheme shall
be maintained on the Commission’s website.

It shall be the responsibility of each taxicab company, association or fleet to
ensure that any taxicab bearing its name, insignia or logo, is on the insurance list
filed with the Office for that company, association or fleet.

The operation of a taxicab bearing a name, insignia, or logo in violation of this
section shall be presumptive evidence that the operator and the owner are in
violation of § 816 (fraud).

Review process for proposed display of insignia, logo, term, or symbol.

(a) An owner interested in displaying an insignia, logo, term, or symbol on its
vehicle pursuant to § 503.3(f) shall submit an application under oath, in a
form acceptable to the Office, accompanied by the appropriate fee, and —

(1) Either —

(A) If the application seeks approval of a taxicab company,
association, or fleet insignia or logo, pursuant to §
503.3(f)(1):  an electronic rendering of the design
accurately depicting the insignia or logo and its proposed
location(s) on the vehicle; or

(B)  If the application is for a term or symbol for an alternative
fuel vehicle, pursuant to § 503.3(f)(2), then a website URL
for a trade or industry association or vehicle manufacturer
website where the term or symbol may be found and
reflects that the term or symbol is commonly used in the
motor vehicle or taxicab industry to mark such vehicle, and

010110



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

503.8

(b)

(©)

(d)

an electronic rendering accurately depicting the term or
symbol and its proposed location(s) on the vehicle; and

(2) Such additional information and documentation that the Office
may require to evaluate the request.

The Office shall deny an application where the proposed insignia, logo,
term or symbol would be offensive, in poor taste, confuse or mislead
consumers, undermine the uniform color scheme, or violate any provision
of this title or other applicable law.

The Office shall render its decision to grant or deny an application in
writing within thirty (30) days, which, if denied, may be appealed to the
Chairman, whose decision shall be a final, appealable order of the Office.

If the Office grants its approval, the owner shall complete placement of
the insignia, logo, term, or symbol on all of its vehicles within sixty (60)
days of the issuance of the approval.

Prohibitions.

(a)

(b)

No paint, graphic, vehicle wrap or decal, paint color, design, insignia,
logo, term, symbol, advertisement, signage, display, label, sticker, or
lettering shall be placed on any taxicab unless it complies with this section
or the owner has obtained the express written approval of the Office.

There shall not be placed on or in any taxicab, paint, graphic, vehicle
wrap or decal, paint color, design, insignia, logo, term, symbol,
advertisement, signage, display, label, sticker, lettering or other exterior
object which has, tends to have, or may have the effect of confusing,
misleading or deceiving the public.

Section 504, COLOR SCHEME APPROVAL, is DELETED.

Section 505, INDEPENDENT TAXICABS, is amended to read as follows:

Subsections 505.1 and 505.2 are amended to read as follows:

505.1

505.2

The Office shall not issue independent taxicab numbers.

Existing independent taxicab numbers shall only be displayed on taxicabs:

(a)
(b)

In a manner consistent with § 503.3(d); and

By the independent owner in possession of the independent taxicab
number after October 1, 2013.
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Section 506, TAXICAB REMOVAL FROM SERVICE, is amended to read as follows:

506.1

506.2

Immediately upon withdrawing a vehicle from use as a taxicab, the owner shall
remove any design, insignia, logo, term, symbol, lettering or other exterior object
or trade, association, company or owner's name, vehicle number and remove the
dome light and H-tag.

Upon removal of a vehicle from service the owner shall notify the association,
company or fleet, and immediately surrender the H-tag to DMV.

Section 516, COOPERATION WITH THE COMMISSION, is deleted.

Chapter 6, TAXICAB PARTS AND EQUIPMENT, is amended as follows:

Subsection 602.1(d) is amended to read as follows:

602.1(d)

Whenever the Office issues an Office Order requiring taxicab owners to gather or
report information, each taxicab company, association or fleet shall be responsible
for the gathering or reporting of such information from each taxicab operator
associated with such company, association or fleet. The company, association, or
fleet shall be a conduit of that information to the Commission without liability for
the transmission of such information to the Commission.

Section 609, AGE OF TAXICAB, is amended as follows:

Subsection 609.6 is amended as follows:

609.6

Effective immediately, Subsections 609.2 and 609.3 of this section are suspended
and shall not be enforced by the Commission until December 1, 2013, at which
time they shall resume their effect and shall be enforced as if this suspension had
not occurred.

Chapter 8, OPERATION OF TAXICABS, is amended as follows:

Subsection 825.2 is amended to amend the wording of the infraction for “Insignia” to read

as follows:

825.2

INFRACTION FINE ($)/PENALTY
Insignia
Owner failure to have $50

proper name, number, logo or
insignia on vehicle
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Chapter 9, INSURANCE REQUIREMENTS, is amended as follows:

Subsection 906.1 is amended to read as follows:

906.1

Sinking fund coverage shall also cease when a member, authorized by the
Chairperson of the District of Columbia Taxicab Commission to do so, has
changed the name, logo, insignia and identity lettering on any vehicle or vehicles
for operation in another association or independently, and has filed with the
Office a certificate of insurance or bond, or evidence of sinking fund coverage, if
any, by the association to which his or her vehicle has, or vehicles have been,
transferred.

Subsection 906.4 is amended to read as follows:

906.4

Each operator of a public vehicle for hire shall give immediate notice to the
owner, company, partnership, or association under whose name, logo or insignia
the vehicle is being operated, of each accident accompanied by loss of human life
or personal injury, arising directly or indirectly from or connected with the
maintenance or operation of the vehicle.

Copies of the proposed rulemaking can be obtained at www.dcregs.dc.gov or by contacting
Jacques P. Lerner, General Counsel, District of Columbia Taxicab Commission, 2041 Martin
Luther King, Jr., Avenue, S.E., Suite 204, Washington, D.C. 20020. All persons desiring to file
comments on the proposed rulemaking action should submit written comments via e-mail to
dctc@dc.gov or by mail to the DC Taxicab Commission, 2041 Martin Luther King, Jr., Ave.,
S.E., Suite 204, Washington, DC 20020, Attn: Jacques P. Lerner, General Counsel, no later
than thirty (30) days after the publication of this notice in the D.C Register.
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DISTRICT OF COLUMBIA TAXICAB COMMISSION
THIRD NOTICE OF PROPOSED RULEMAKING

The District of Columbia Taxicab Commission (“Commission”), pursuant to the authority set
forth in Sections 8(b)(1)(C), (D), (E), (F), (G), (I), (J), 14, 20, and 20a of the District of
Columbia Taxicab Commission Establishment Act of 1985 (“Establishment Act”), effective
March 25, 1986 (D.C. Law 6-97; D.C. Official Code 88 50-307(b)(1)(C), (D), (E), (F), (G), (),
(J) (2009 Repl.), 50-313 (2012 Supp.), 50-319 (2009 Repl.), and 50-320 (2012 Supp.)); D.C.
Official Code § 47-2829(b), (d), (e), (e-1), and (i) (2012 Supp.); Section 12 of An Act making
appropriations to provide for the expenses of the government of the District of Columbia for the
fiscal year ending June 30, 1920, and for other purposes, approved July 11, 1919 (41 Stat. 104;
D.C. Official Code § 50-371 (2009 Repl.)); and Section 6052 of the Fiscal Year 2013 Budget
Support Act of 2012 (“District of Columbia Commission Fund Amendment Act of 2012”),
effective September 20, 2012 (D.C. Law 19-168, D.C. Official Code § 50-320(a)) (2013 Supp.)),
hereby gives notice of its intent to adopt amendments to Chapter 12 (Licensing of Limousine
Operators, Vehicles and Organizations), of Title 31 (Taxicabs and Public Vehicles for Hire) of
the District of Columbia Municipal Regulations (DCMR).

Proposed rules amending Chapter 12 (Licensing of Limousine Operators, Vehicles and
Organizations) of Title 31 DCMR were originally approved by the Commission for publication
on February 13, 2013, and published in the D.C. Register on March 15, 2013, at 60 DCR 3748.
The Commission held a public hearing on the proposed rules on March 29, 2013, to receive oral
comments on the proposed rules. The Commission received valuable comments from the public
at the hearing and throughout the comment period, which expired on April 13, 2013. A second
proposed rulemaking was approved by the Commission on May 1, 2013, and was published in
the D.C. Register on May 10, 2013 at 60 DCR 6697. The proposed rules amend Chapter 12 to
establish requirements for luxury class services, which are comprised of limousine service and
sedan service.

Directions for submitting comments may be found at the end of this notice. The Commission
also hereby gives notice of the intent to take final rulemaking action to adopt these proposed
rules in not less than thirty (30) days after the publication of this notice of third proposed
rulemaking in the D.C. Register.

Chapter 12, LIMOUSINE OPERATORS AND VEHICLES, of Title 31, TAXICABS AND
PUBLIC VEHICLES FOR HIRE, of the DCMR is amended as follows:

The title of Chapter 12 is amended to read as follows:
CHAPTER 12 LUXURY SERVICES - OWNERS, OPERATORS, AND VEHICLES
Section 1200, APPLICATION AND SCOPE, is amended as follows:

Subsections 1200.3 and 1200.4 are added to read as follows:
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1200.3

1200.4

This chapter establishes licensing and operating requirements for luxury class
service, comprised of sedan service and limousine service. Additional and more
specific operating requirements applicable only to sedan service are contained in
Chapter 14 of this title.

In the event of a conflict between a provision of this chapter, and another
provision of this title or other applicable law, the more restrictive provision shall
control.

Section 1201, GENERAL REQUIREMENTS, is amended to read as follows:

1201

1201.1

1201.2

1201.3

1201.4

GENERAL REQUIREMENTS

Operators may be licensed by the Office of Taxicabs (Office) pursuant to § 1209
to provide limousine service, sedan service, or both, and luxury class service
(LCS) vehicles may be licensed by the Office pursuant to 8§ 1204 for use as
limousines, as sedans, or both. All LCS vehicles may be used as limousines, but
only LCS vehicles meeting the definition of “sedan” in § 1299.1 may be operated
as sedans.

The Office may issue Office orders approving certain vehicles as meeting the
definition of “sedan” under § 1299.1.

Operator requirements. An individual shall be authorized to provide luxury class
services if he or she:

@) Has a valid and current driver’s license from the Department of Motor
Vehicles (DMV);

(b) Has a valid and current District of Columbia Taxicab Commission
(DCTC) operator’s license authorizing the person to provide luxury class
service § 1209; and

(©) Is in compliance with Chapter 9 (Insurance Requirements) of this title.

Vehicle requirements. A vehicle shall be authorized to provide luxury class
services if it:

@ Has been approved and licensed by the Office pursuant to § 1204 for use
as a sedan, a limousine, or both;

(b) Is registered and displays valid and current livery tags (also called “L-
tags”) from DMV;
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1201.5

(©)

(d)
(€)

Has a valid and current inspection from DMV pursuant to § 1215 and
applicable DMV regulations, including inspection for current compliance
with the definition of a sedan under § 1299.1, where applicable;

Is operated in compliance with § 1201.5; and

Is in compliance with Chapter 9 (Insurance Requirements) of this title.

Operating requirements. Luxury class service shall not be provided unless, from
the time each trip is booked, through the conclusion of the trip, all of the
following requirements are met:

(@)
(b)
(©)
(d)

(€)

The operator is in compliance with § 1201.3;
The vehicle is in compliance with § 1201.4;
The owner is in compliance with § 1202.1;

The operator is maintaining at the Office current contact information,
including his or her full legal name, residence address, cellular telephone
number, and, if associated with an LCS organization, contact information
for such organization or for the owner for which he or she drives, and
informs the Office of any change in the foregoing information within five
(5) business days through U.S. Mail with delivery confirmation, by hand
delivery, or in such other manner as the Office may establish in an Office
order;

The operator is maintaining in the vehicle a manifest that —
1) Is either —
(A)  In writing, compiled by the operator not later than the end
of each shift using documents stored safely and securely in

the vehicle; or

(B)  Electronic, compiled automatically and in real time
throughout each shift;

2 Is in a reasonable, legible, and reliable format that safely and
securely maintains the information;

3) Reflects all trips made by the vehicle during the current shift;

4) Includes the date, the time of pick up, the address or location of the
pickup, the final destination, and the time of discharge;
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1201.6

1201.7

(f)

(9)

(h)

(i)

5) Does not include terms such as “as directed” in lieu of any
information required by this paragraph; and

(6) Is kept in the vehicle readily available for immediate inspection by
a District enforcement official (including a public vehicle
enforcement inspector (hack inspector)).

Where limousine service is provided, the trip is booked by contract
reservation based on an hourly rate;

Where sedan service is provided, the trip is conducted in accordance with
the operating requirements of Chapter 14 (Operation of Sedans) of this
title;

The trip is not booked in response to a street hail solicited or accepted by
the operator or by any other person acting on the operator’s behalf; and

There is no individual present in the vehicle who is not the operator or a
passenger for whom a trip is booked or payment is made.

The penalty for a violation of § 1201.4(i) by an operator providing LCS service
shall be a civil fine of five hundred dollars ($500), or any other penalty or
combination of penalties authorized by § 1218.

Notwithstanding any other provision of this title, an LCS vehicle, for which valid
and current livery tags have been issued by both DMV and by the motor vehicle
licensing agency of another jurisdiction, may operate in the District during such

times when:

@ It displays valid and current tags from such other jurisdiction;

(b) It displays on its windshield a valid and current vehicle registration sticker
from DMV; and

(©) The luxury tags issued by DMV are maintained in the vehicle available for

inspection upon demand by a District enforcement official and such
vehicle is otherwise in full compliance with this chapter.

The title of Section 1202 is amended to read as follows:

LICENSING OF VEHICLE OWNERS

Section 1202, LICENSING OF VEHICLE OWNERS, is amended as follows:

Subsection 1202.1 is amended to read as follows:
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1202.1 No LCS organization, or owner of an independently operated LCS vehicle, shall
operate in the District without first paying the applicable fee and obtaining a
certificate of authority to operate. Applicable fees are as follows:

@) LCS organizations: four hundred seventy five dollars ($475) (annual
operating authority of three hundred seventy five dollars ($375) and a
business license fee of one hundred dollars ($100)), and;
(b) Owners of independently operated vehicles: two hundred fifty dollars
($250) (annual operating authority of one hundred fifty dollars ($150) and
a business license fee of one hundred dollars ($100)).
The lead-in text to Subsection 1202.2 is amended to read as follows:

1202.2 Each LCS organization shall file with the Office, in addition to other information
and data required by law, the following:

Paragraph 1202.2(d) is amended to read as follows:

(d) The name and residence address of the lessee and owner of each LCS
vehicle operated by the organization;

Paragraph 1202.2(f) is amended to read as follows:

()] The ownership, seating capacity, make, year, weight, and vehicle
identification number of all vehicles;

Paragraphs 1202.2(l) and 1202.2(m) are amended to read as follows:

() A description of service(s) to be rendered, including time(s) of operation;
and

(m) A schedule of rates and charges consistent with the information required
by § 1202.10.

Subsection 1202.4 is amended to read as follows:

1202.4 Each base owner and LCS organization shall comply with all record keeping
procedures established by the Commission. The operational information required
to be maintained by § 1202.2 shall be safeguarded and maintained at the office of
the organization for a period of five (5) years.

Subsection 1202.9 is amended to read as follows:

1202.9 Any LCS organization that fails to timely file information as required in § 1202.2
shall be subject to a civil fine of two-hundred fifty dollars ($250).
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A new Subsection 1202.10 is added as follows:

1202.10 Each vehicle owner that fails to timely renew its license under this section shall be
subject to a civil fine of five-hundred dollars ($500).

A new Subsection 1202.11 is added as follows:

1202.11 Each LCS organization shall, at all times, post its current rates and charges for its
limousine service(s) on its website. Limousine rates and charges shall be
established on a daily basis and shall not be changed until the following day,
provided however that rates and charges may be changed at any time if
reasonably based on a declaration of emergency affecting the entire District of
Columbia as issued by the Mayor of the District of Columbia. No fare may be
charged by an LCS organization based on a rate or charge that is not posted or
maintained with the Office as provided in this subsection at the time of the
booking. This subsection shall not be construed to allow an LCS Organization to
alter or amend a pre-existing contract for service.

Section 1203, REQUIREMENT OF BASE OWNER, is amended as follows:
Subsection 1203.1 is amended to read as follows:

1203.1 Each limousine or sedan base owner may maintain an office in the District with
an operable telephone number listed in the name of the organization.

The title of Section 1204 is amended to read as follows:

LICENSING OF LCS VEHICLES

Section 1204, LICENSING OF LCS VEHICLES, is amended as follows:

Subsections 1204.1 through 1204.7 are amended to read as follows:

1204.1 An owner or lessee of a vehicle proposed to be operated as an LCS vehicle
(“applicant™), in the District shall first obtain a license for such vehicle from the
Office prior to applying for L Tags at DMV.

1204.2 Each applicant shall file an application for each vehicle license using a form
approved by the Office, accompanied by the applicable fee. Each application
shall set forth the applicant’s lawful name, business address(es), business and
mobile telephone numbers, tax identification number, and an indication of
whether the applicant intends to operate the vehicle as a limousine, as a sedan, or

as both.

1204.3 Each applicant shall present evidence that the vehicle has been inspected for
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safety by DMV,

1204.4 The Office shall inspect the vehicle to determine whether it meets the definitions

of “sedan”, “limousine”, or both, as set forth in § 1299.1, consistent with the
applicant’s stated intentions for the use of vehicle.

1204.5 Upon receipt of an application and evidence satisfactory to the Office that all
requirements have been met, including the DMV inspection required by § 1204.3,
the Office shall issue a license to the owner. Otherwise, the Office shall not issue
a license to the owner.

1204.6 The fee for each license to operate a vehicle for luxury class service shall be one-
hundred dollars ($100) for each vehicle.

1204.7 Each vehicle license shall be in the form prescribed by the Office and shall
contain any information the Office considers appropriate.

The title of Section 1205 is amended to read as follows:
LICENSING OF LCS VEHICLE OPERATORS - ELIGIBILITY REQUIREMENTS

Section 1205, LICENSING OF LCS VEHICLE OPERATORS - ELIGIBILITY
REQUIREMENTS, is amended as follows:

Subsection 1205.1 is amended to read as follows:

1205.1 Each applicant for a license to operate an LCS vehicle (“applicant”) shall be at
least eighteen (18) years of age.

Subsection 1205.6 is amended to read as follows:

1205.6 No operator’s license shall be issued by the Office to any person who is required
by this chapter to take and pass an examination unless that person has
successfully passed an examination that shall include testing of the applicant’s
ability to read, write, and speak the English language.

Subsections 1205.12 and 1205.13 are amended to read as follows:

1205.12 Notwithstanding the provisions of § 1205.11, if the parole or the probation arose
out of a conviction other than those listed in § 1205.13, the parolee’s or
probationer’s application may be considered for approval if a letter from the
appropriate parole or probation officer is submitted with the application stating
that there is no objection to the issuance of a limousine or sedan operator's
license.

1205.13 An applicant shall not be considered of good moral character if the applicant has
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been convicted of or has served any part of a sentence for the following crimes, or
an attempt to commit any of the following crimes, within the three (3) year period
immediately preceding the filing of the application:

@) Murder, manslaughter, mayhem, malicious disfiguring of another, arson,
kidnapping, burglary, housebreaking, robbery, theft, fraud, or unlawful
possession of a firearm;

(b) Assault with the intent to commit any offense punishable by imprisonment
in the penitentiary;

(© A sexual offense proscribed by D.C. Official Code § 22-1901 (incest),
8§ 22-3101 to 22-3103 (sexual performances using minors), 8§ 22-2701 to
22-2722 (prostitution and pandering), 88 22-3002 to 22-3020 (sexual
abuse) or, an act committed outside the District that, if committed in the
District, would constitute an offense under the foregoing statutes;

(d) A violation of the D.C. Uniformed Controlled Substances Act of 1981 or
the Drug Paraphernalia Act of 1982, D.C. Official Code 88 48-901.01, et
seq. and 88 48-1101 et seq. or, an act committed outside the District that,
if committed in the District, would constitute an offense under the
foregoing statutes;

(e) Any criminal offense committed against a passenger; or

()] Any criminal offense committed against any person that involves the use
of a public vehicle-for-hire in a wanton, reckless, depraved, or malicious
manner.

The title of Section 1206 is amended to read as follows:
LICENSING OF LCS VEHICLE OPERATORS - APPLICATION PROCESS

Section 1206, LICENSING OF LCS VEHICLE OPERATORS - APPLICATION
PROCESS, is amended as follows:

Section 1206.1 is amended to read as follows:

1206.1 Each application for an operator’s license shall use a form provided by the Office,
shall indicate the applicant’s choice of whether such applicant proposes to be
licensed to provide limousine service, sedan service, or both, and shall be
accompanied by the applicable fee.

Section 1206.3 is amended to read as follows:

1206.3 Each application shall be accompanied by two (2) new full face and one (1)
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profile head and shoulders color photogrgphs, measuring one and three quarter

inches by one and seven-eighths inches (1 ¥4 in. x 1 “/gin.) in size.

Section 1206.7 is amended to read as follows:

1206.7 If the applicant is a member of the Armed Forces at the time the application is
filed, the application shall be accompanied by written permission of the
appropriate commanding officer permitting the applicant to receive an operator's
license.

The title of Section 1207 is amended to read as follows:

LICENSING OF LCS VEHICLE OPERATORS - HEALTH REQUIREMENTS

Section 1207, LICENSING OF LCS VEHICLE OPERATORS - HEALTH
REQUIREMENTS, is amended to read as follows:

1207.1 Each application for a new or renewal operator's license shall be accompanied by
a certificate from a licensed physician who resides in the Washington
Metropolitan Area.

1207.2 The certificate shall be on a form provided by the Office executed under penalty
of perjury.
1207.3 The certificate shall be executed no earlier than thirty (30) days before the date on

which the application is filed.

1207.4 The certificate shall not be considered sufficient to support an application unless it
contains all of the following:

€)) A statement that the applicant is not afflicted with any disease or infirmity,
such as a contagious disease, epilepsy, vertigo, fainting spells, blackouts,
attacks of dizziness, or another medical condition that, in the discretion of
the Office, may render the applicant unsafe or unsatisfactory as a vehicle
operator;

(b) A statement that the applicant has central visual acuity of at least
twenty/forty (20/40) in one (1) eye, either unassisted or assisted by glasses
or contact lenses, and hearing of at least ten/twenty (10/20) in one (1) ear;
and

(©) Such additional information or documentation relating to the applicant’s
past or present medical history as the Office deems appropriate.

The title of Section 1208 is amended to read as follows:
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LICENSING OF LCS VEHICLE OPERATORS - INVESTIGATION, EXAMINATION,
AND EDUCATION REQUIREMENTS

Section 1208, LICENSING OF LCS VEHICLE OPERATORS - INVESTIGATION,
EXAMINATION, AND EDUCATION REQUIREMENTS, is amended as follows:

1208.1

1208.2

Upon receipt of an application for a license to operate, the Office shall investigate
each applicant to verify the identity and determine the competency, fitness, and
eligibility of the applicant for a license.

Each applicant shall attend and complete such courses of training and education
as the Office requires, and shall successfully pass such tests as the Office requires
as conditions for licensing.

The title of Section 1209 is amended to read as follows:

LICENSING OF LCS VEHICLE OPERATORS - ISSUANCE OF LICENSES

Section 1209, LICENSING OF LCS VEHICLE OPERATORS - ISSUANCE OF
LICENSES, is amended as follows:

Subsections 1209.2 and 1209.4 of are amended to read as follows:

1209.2

1209.4

Each operator’s license shall have marked upon its face a statement indicating that
it is valid only for the luxury class of service(s) for which it is issued, and such
additional terms and conditions as the Office may deem necessary (such as
statements that the document is nontransferable and may not be duplicated).

Each person to whom an operator’s license has been issued shall, during the term
of the license, reside within the Washington Metropolitan Area, and shall, no later
than five (5) days following the termination of the residence within the
Washington Metropolitan Area, surrender the license to the Office.

Section 1210, DENIAL OF LICENSE AND REAPPLICATION, is amended as follows:

Subsection 1210.1 is amended to read as follows:

1210.1

An applicant who has been denied a license to operate under this chapter for
reasons other than for failure to complete successfully an examination may file a
new application for a license after the expiration of not less than six (6) months
after the denial.

Section 1211, LOSS, THEFT OR DESTRUCTION OF LICENSE, is amended as follows:

Subsection 1211.1 is amended to read as follows:

10
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1211.1 In case of the loss, theft, or destruction of any operator or vehicle license issued
pursuant to this chapter, the licensee shall immediately notify the Office of the
loss, theft, or destruction.

The title of Section 1212 is amended to read as follows:

ENFORCEMENT OF THIS CHAPTER

Section 1212, ENFORCEMENT OF THIS CHAPTER, is amended to read as follows:

12121 The enforcement of this chapter shall be governed by the procedures set forth in
Chapter 7 of this title.

The title of Section 1213 is amended to read as follows:

WHEELCHAIR ACCESSIBILITY REQUIREMENTS FOR LCS ORGANIZATIONS
PROVIDING SEDAN SERVICE

Section 1213, WHEELCHAIR ACCESSIBILITY REQUIREMENTS FOR LCS
ORGANIZATIONS PROVIDING SEDAN SERVICE, is amended to read as follows:

1213.1 Each LCS organization with twenty (20) or more sedan class vehicles in its fleet
that does not have wheelchair-accessible vehicles in its fleet shall provide contact
information for LCS organizations that do have such vehicles, when requested by
a customer.

1213.2 Each LCS organization with twenty (20) or more vehicles licensed under this
Chapter to be operated as sedans on or after the effective date of this rulemaking,
shall dedicate a portion of such vehicles as follows:

@) At least six percent (6%) of such vehicles shall be wheelchair-accessible
by December 31, 2014;

(b) At least twelve percent (12%) of such vehicles shall be wheelchair-
accessible by December 31, 2016; and

(©) At least twenty percent (20%) of such vehicles shall be wheelchair-
accessible by December 31, 2018.

The title of Section 1214 is amended to read as follows:
RENEWAL OF OPERATOR LICENSE
Section 1214, RENEWAL OF OPERATOR LICENSE, is amended as follows:

Subsection 1214.1 is amended to read as follows:

11
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12141

A licensed operator may seek to renew the license by applying at the Office
beginning forty-five (45) days prior to the expiration of the license.

Subsection 1214.3 is amended to read as follows:

1214.3

If an individual fails to submit an application to renew the license to operate for
ninety (90) days following the expiration date of the license, he or she shall be
required to apply for a new license to operate pursuant to the provisions of this
chapter.

The title of Section 1215 is amended to read as follows:

VEHICLE SAFETY AND COMPLIANCE

Section 1215, VEHICLE SAFETY AND COMPLIANCE, is amended to read as follows:

12151

1215.2

1215.3

12154

12155

Each luxury class vehicle shall be inspected annually by DMV to determine
whether it is in compliance with:

@) All applicable DMV motor vehicle regulations and other applicable laws;

(b) All applicable provisions of this title, including those related to the
vehicle’s interior and exterior, body, cleanliness, repairs, mechanical parts,
and the vehicle license issued by the Office under § 1204.5.

A District enforcement official may inspect and test a vehicle’s lights, brakes,
steering assembly, tires, horn, component of a system used to calculate fares,
process payments or print receipts, or any other device or equipment installed in
the vehicle or authorized or required by a provision of this title or Title 18 of the
DCMR, at any time when such vehicle is on the public streets or on public space.

A District enforcement official may order the removal from a public street or
public space any luxury class vehicle that appears to be unsafe or improperly
equipped and may order the owner or operator to promptly take the vehicle to a
District motor vehicle inspection station, for the purpose of re-inspection, without
regard to whether or not the vehicle displays a valid and current DMV inspection
sticker.

No person may operate, move, or permit the operation or use of any vehicle that is
mechanically unsafe, improperly equipped, or otherwise unfit to be operated.
Such vehicles shall be impounded.

The Office may from time-to-time institute vehicle equipment inspection

checkpoints to randomly inspect vehicles for the protection of passengers and the
general public. Such vehicle equipment inspection checkpoints shall be operated

12
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in accordance with this title and all other applicable laws.

Section 1217, ADVERTISING, is amended as follows:

Subsection 1217.1 is amended to read as follows:

12171

No advertising or advertising device shall be placed on or in any LCS vehicle
except with the written approval of the Office.

Section 1218, PENALTIES, is amended to read as follows:

1218

1218.1

1218.2

PENALTIES

Each violation of this chapter by an operator shall subject the violator to:

(a)

(b)

(©)

(d)

Except where otherwise provided in this chapter, a civil fine not to exceed
two hundred fifty dollars ($250), provided, however, that the applicable
fine for a violation of this chapter shall be doubled for the second offense
within any twenty four (24) month period and tripled for the third and any
subsequent offense within such period;

The suspension, revocation, or non-renewal of the violator’'s DCTC
operator’s license issued under this chapter;

Impoundment of a vehicle found to be operating in violation of this
chapter; or

A combination of the sanctions listed in Paragraphs (a)-(c) of this
subsection.

Each violation of this chapter by an LCS organization shall subject the violator to:

(a)

(b)

(©)

(d)

A civil fine not to exceed five hundred dollars ($500); provided, however,
that the applicable fine for a violation of this chapter shall be doubled for
the second offense within any twenty four (24) month period and tripled
for the third and any subsequent offense within such period,;

The suspension, revocation, or non-renewal of the LCS organization’s
operating authority issued under this chapter;

Impoundment of each vehicle owned by the organization found to be
operating in violation of this chapter; or

A combination of the sanctions listed in Paragraphs (a)-(c) of this
subsection.

13
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The title of Section 1219 is amended to read as follows:

RECIPROCITY WITH SURROUNDING JURISDICTIONS

Section 1219 RECIPROCITY WITH SURROUNDING JURISDICTIONS

1219.1

The reciprocity provisions of 8§ 828 of this title shall apply to all luxury class
service.

A new Section 1220 is added to read as follows:

1220

1220.1

1220.2

1220.3

1220.4

PROHIBITIONS

No person shall participate in providing LCS services in the District unless such
person is in compliance with all applicable provisions of this chapter, all other
applicable provisions of this title, and other applicable laws.

No operator shall provide limousine service except as provided in this
chapter.

No operator shall provide sedan service except as provided in this chapter and in
Chapter 14 (Operation of Sedans) of this title.

No LCS organization or base owner shall knowingly permit the use of its LCS
vehicle in violation of this chapter or Chapter 14 of this title.

Section 1299, DEFINITIONS, is amended to read as follows:

1299.1

When used in this chapter, the following words and phrases shall have the
meaning ascribed.

Associates — is a voluntary relationship of employment, contract, ownership, or
other legal affiliation. An association not in writing shall be ineffective
for purposes of this title.

Contract reservation — an advance booking for limousine service that includes
the start time and the hourly rate.

Customer — a person that requests public vehicle-for-hire service on behalf of any
person.

DCTC public vehicle-for-hire license — a vehicle license issued pursuant to D.C.
Official Code § 47-2829(h) (2012 Supp.).

District enforcement official — a public vehicle enforcement inspector (hack
inspector) or other authorized official, employee, or general counsel of the

14
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Office, or a law enforcement official authorized to enforce a provision of
this title.

DMV - D.C. Department of Motor Vehicles.
EPA — U.S. Environmental Protection Agency.

DCTC identification card (face card) — the licensing document for an operator’s
license issued under D.C. Official Code § 47-2829(i) (2012 Supp.).

Impoundment — impoundment that occurs pursuant to the Taxicab and Passenger
Vehicle for Hire Impoundment Act of 1992, effective March 16, 1993,
(D.C. Law 9-199, D.C. Official Code § 50-331 (2012 Supp.)).

Independently Operated Vehicle — an LCS vehicle not associated with an LCS
organization.

Limousine —any LCS vehicle.
LCS organization — an owner of two (2) or more LCS vehicles.

Licensing document - a physical or electronic document issued to a person as
evidence that such person has been issued a license under this title.

Livery tags — vehicle tags issued by a motor vehicle licensing agency for a public
vehicle-for-hire used to provide luxury class services, including the “L”
tags issued by DMV.

Luxury class service or LCS service — limousine and sedan service.
Luxury class vehicle or LCS vehicle — a public vehicle-for-hire that:

(@) Is a “Luxury Sedan”, an “Upscale Sedan”, or a “Sport Utility Vehicle”
(“SUV”), as defined by the EPA (available at:
http://www.fueleconomy.gov/feg/powerSearch.jsp), provided, however, that
if it is an SUV, it has a passenger volume of at least one hundred twenty (120)
cubic feet;

(b) Does not have a manufacturer’s rated seating capacity of ten (10) or more
persons, and;

(© Is not a salvaged vehicle or a vehicle rented from an entity whose
predominant business is that of renting motor vehicles on a time basis.

Operator — an individual who operates an LCS vehicle.

15
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Owner — a person, corporation, partnership, or association, including an LCS

organization or independent owner, that holds the legal title to an LCS
vehicle, the registration of which is required in the District of Columbia. If
a vehicle is the subject of an agreement for the conditional sale or lease
with the right of purchase upon performance of the condition stated in the
agreement and with an immediate right of possession vested in the
conditional vendee or lessee, or if a mortgagor of a vehicle is entitled to
possession, then the conditional vendee, lessee, or mortgagor shall be
considered the owner.

Sedan - a public vehicle-for-hire that:

(@)
(b)
(©)
(d)

(€)

Meets the requirements for a luxury class vehicle;

Is not an SUV;,

Is not stretched;

Is any “dark” color other than 15-1150 TCX, 15-1150 TPX, 16-035 TCX,
or 16-035 TPX, or any “black” color, as defined by Pantone LLC

(available at: http://www.pantone.com/pages/pantone/colorfinder.aspx);
and

Has a passenger volume of at least ninety five (95) cubic feet, according to
the EPA (available at: http://www.fueleconomy.gov/feg/powerSearch.jsp).

Washington Metropolitan Area — has the same meaning ascribed in § 499.1.

Copies of the proposed rulemaking can be obtained at www.dcregs.dc.gov or by contacting
Jacques P. Lerner, General Counsel, District of Columbia Taxicab Commission, 2041 Martin
Luther King, Jr., Avenue, S.E., Suite 204, Washington, D.C. 20020. All persons desiring to file
comments on the proposed rulemaking action should submit written comments via e-mail to
dctc@dc.gov or by mail to the DC Taxicab Commission, 2041 Martin Luther King, Jr., Ave.,
S.E., Suite 204, Washington, DC 20020, Attn: Jacques P. Lerner, General Counsel, no later
than thirty (30) days after the publication of this notice in the D.C Register.
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DISTRICT OF COLUMBIA TAXICAB COMMISSION
THIRD NOTICE OF PROPOSED RULEMAKING

The District of Columbia Taxicab Commission (“Commission”), pursuant to the authority set
forth in Sections 8(b)(1)(C), (D), (E), (F), (G), (I), (J), 14, 20, and 20a of the District of
Columbia Taxicab Commission Establishment Act of 1985 (“Establishment Act”), effective
March 25, 1986 (D.C. Law 6-97; D.C. Official Code 88 50-307(b)(1)(C), (D), (E), (F), (G), (),
(J) (2009 Repl.), 50-313 (2012 Supp.), 50-319 (2009 Repl.), and 50-320 (2012 Supp.)); D.C.
Official Code § 47-2829(b), (d), (e), (e-1), and (i) (2012 Supp.); Section 12 of An Act making
appropriations to provide for the expenses of the government of the District of Columbia for the
fiscal year ending June 30, 1920, and for other purposes, approved July 11, 1919 (41 Stat. 104;
D.C. Official Code § 50-371 (2009 Repl.)); and Section 6052 of the Fiscal Year 2013 Budget
Support Act of 2012 (“District of Columbia Commission Fund Amendment Act of 2012”),
effective September 20, 2012 (D.C. Law 19-168, D.C. Official Code § 50-320(a)) (2013 Supp.)),
hereby gives notice of its intent to adopt rules to establish a new Chapter 14 (Operation of
Sedans) of Title 31 (Taxicabs and Public Vehicles for Hire) of the District of Columbia
Municipal Regulations (DCMR).

Proposed rules amending Chapter 14 (Licensing of Limousine Operators, Vehicles and
Organizations) of Title 31 DCMR were originally approved by the Commission for publication
on February 13, 2013, and published in the D.C. Register on March 15, 2013, at 60 DCR 3761.
The Commission held a public hearing on the proposed rules on March 29, 2013, to receive oral
comments on the proposed rules. The Commission received valuable comments from the public
at the hearing and throughout the comment period, which expired on April 13, 2013. A second
proposed rulemaking was approved by the Commission on May 1, 2013, and was published in
the D.C. Register on May 10, 2013 at 60 DCR 6713. The rulemaking establishes a Chapter 14 to
institute substantive rules governing the operation of public vehicle-for-hire operators and
vehicles licensed pursuant to Chapter 12 (Sedan and Limousine Operators, Vehicles, and
Organizations) of this title to provide sedan service in the District of Columbia.

Directions for submitting comments may be found at the end of this Notice. The Commission
also hereby gives notice of the intent to take final rulemaking action to adopt these proposed
rules in not less than thirty (30) days after the publication of this notice in the D.C. Register.

The Commission intends to add Chapter 14, OPERATION OF SEDANS, of Title 31,
TAXICABS AND PUBLIC VEHICLES FOR HIRE, of the DCMR to read as follows:

CHAPTER 14 OPERATION OF SEDANS
1400 APPLICATION AND SCOPE
1400.1 This chapter establishes substantive rules governing the operation of sedan service

in the District, including rules to ensure the safety of passengers and operators, to
protect consumers, and to collect a sedan passenger surcharge.
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1400.2

1400.3

1401

1401.1

1401.2

1401.3

1401.4

1401.5

The provisions of this chapter shall be interpreted to comply with the language
and intent of the District of Columbia Taxicab Commission Establishment Act of
1985, effective March 25, 1986 (D.C. Law 6-97; D.C. Official Code §8§ 50-301, et

seq.).

In the event of a conflict between a provision of this chapter and a provision of
another chapter of this title, the more restrictive provision shall control.

GENERAL PROVISIONS

Effective September 1, 2013, each sedan class trip in the District shall meet the
following requirements:

@ It shall be booked through a digital dispatch;
(b) It shall be paid for by a digital payment;

(©) The digital dispatch and digital payment shall be processed through a
digital payment system that meets the requirements of § 1404 and is
included in a digital dispatch service (DDS)’s current certificate of
operating authority issued under Chapter 16 of this title;

(d) The DDS shall be in compliance with this chapter and Chapters 4 and 16;
and

(e) The vehicle, owner and operator shall be in compliance with this chapter
and Chapter 12.

Any person that violates the requirements of 8 1401.1 or other provision of this
chapter will be subject to civil penalties, including impoundment of the vehicle.

No person shall provide digital dispatch or digital payment for sedans in the
District unless such person is a digital dispatch service with a current certificate of
operating authority under Chapter 16 that includes a digital payment system for
sedans under this chapter.

Each DDS interested in marketing a digital payment system to sedan owners and
operators shall apply for and obtain an initial, renewed, or amended certificate of
operating authority under Chapter 16 that includes approval of such digital
payment system. Each DDS with such operating authority shall comply with the
provisions of this chapter and Chapter 16 of this title.

Each operator, vehicle, and luxury class service (LCS) organization or
independent operator that participates in providing sedan service shall at all times
comply with the provisions of this chapter, Chapter 12 (Luxury Services —
Owners, Operators, and Vehicles) of this title, and other applicable laws,
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1401.6

1401.7

1402

1402.1

1403

including reciprocal agreements between governmental bodies in the Washington
Metropolitan Area governing public vehicle-for-hire service (including those in §
828 to the same extent as taxicabs).

All costs associated with a digital payment system, including those associated
with development (which may arise while seeking approval of a digital payment
system under Chapter 16), compliance with any provision of this title or other
applicable law, compliance with an Office of Taxicabs (Office) order, service and
support, upgrade, installation, operation, repair, and maintenance, shall be the
responsibility of the DDS, but may be allocated by written agreement among the
DDS and the owners and operators with which it associates.

Nothing in this chapter shall be construed to solicit or create a contractual
relationship between the District and any person.

SEDAN CLASS RATES AND CHARGES
Passenger rates and charges for sedan class service shall:

@ Be based on time and distance rates as set by the DDS except for a set fare
for a route approved by the Office order for a well-traveled route,
including a trip to an airport or to an event;

(b) Be disclosed to the passenger in a statement of the DDS’ fare calculation
method;

(© Be used to calculate an estimated fare that shall be offered to the
passenger prior to the acceptance of service, which shall state whether
demand pricing applies, and, if so, the effect of such pricing on the
estimate;

(d) Be consistent with the DDS statement of its fare calculation method
posted on its website pursuant to Chapter 16;

(e) Not exceed the estimated fare by more than twenty percent (20%) or
twenty five dollars ($25), whichever is less, unless the excess is due to
delays or stopovers en route at the direction of the passenger, or other
factors beyond the operator’s control, such as traffic, accidents, or
construction; and

()] Not include a gratuity that does not meet the definition of a “gratuity”.

PASSENGER SURCHARGE AND INVENTORY REQUIREMENTS FOR
SEDAN CLASS SERVICE
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1403.1

1403.2

1403.3

Each DDS that dispatches sedans shall ensure that the sedan passenger surcharge
is collected from the passenger and paid to the District for each trip, and shall —

€)) Remit a payment to the District as directed by the Office at the end of each
seven (7) day period reflecting the sum of all sedan passenger surcharges
owed to the Office for trips made during such period, based on the trip
data provided during such period, and sending contemporaneously via
email a report to the Office certifying its payment and providing a basis
for the amount thereof; and

(b) Cooperate with the Office in the event of a discrepancy between a
payment and the trip data from the digital payment system, provided
however, that if the DDS and Office are unable to agree on a resolution of
a dispute within thirty (30) days, the Office may, in its discretion, make a
claim against the security bond to satisfy the amount of the discrepancy.

The bond paid to the Office at the time of application under § 1604.3 for an
initial, renewed, or amended certificate of operating authority under Chapter 16
that includes approval of such digital payment system shall be returned to the
DDS within thirty (30) days following an event that causes the digital payment
system to no longer be approved; provided, however, that the bond shall not be
returned while there remains a discrepancy in the amount owed for sedan
passenger surcharges, or during such time that the bond is required to be
maintained with the Office pursuant to Chapter 4 of this title in connection with
the operation of a payment service provider for taxicabs.

Each DDS that dispatches sedans shall maintain with the Office an accurate and
current inventory of the vehicles and operators associated with the DDS to use its
digital payment system, including —

@) For each vehicle:

1) The name of and contact information for the owner (LCS
organization or independent owner/operator);

(2)  The vehicle’s vehicle identification number (VIN), make, model,
and year of manufacture;

(3) A certification that the vehicle is in compliance with Chapter 9
(Insurance Requirements) of this title;

(4)  Anindication of whether the vehicle is wheelchair accessible;
(5) An indication of whether the vehicle is in active use; and

(b) For each operator:
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1) His or her name and contact information;

(2) His or her District of Columbia Taxicab Commission (DCTC)
operator license number;

3) An indication of whether he or she is actively using the digital
payment system (DPS); and

4) If the operator is associated with an LCS organization, its name
and contact information.

Each DDS shall file its initial inventory at the time it applies for an initial,
amended, or renewed certificate of operating authority under § 1604.2(f).

DIGITAL PAYMENT SYSTEMS - REQUIREMENTS

Each digital payment system (DPS) approved by the Office as part of a DDS’
initial, renewed, or amended certificate of operating authority under Chapter 16
shall meet the requirements of this section.

Equipment requirements. Each DPS unit shall consist of any reasonable
combination of digital technologies that:

@) Allows the owner and operator to provide service in compliance with this
chapter and Chapter 12 of this title, and allows the DDS to comply with 88§
1403.3 and 1404; and

(b) Provides the passenger with a written or electronic receipt, before the
passenger exits the vehicle, containing:

(1)
()
(3)
(4)

(5)

(6)

The date and time of the trip;
The distance of the trip;
The vehicle’s tag number,

The name and customer service telephone number of the
DDS;

Information sufficient to allow the passenger to reference
the passenger’s DDS account or payment card used to pay
the fare;

The total fare and a breakdown of the fare including all
rates and charges, and any gratuity; and
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(7 The following statement: “Sedan service in Washington,
DC is regulated by the DC Taxicab Commission, 2041
Martin Luther King Jr., Ave., SE, Suite 204, Washington,
DC 20020, www.dctaxi.dc.gov, dctc3@dc.gov, 1-855-484-
4966, TTY 711”.

1404.3 Service and support requirements. The DDS, using data from each DPS unit,
shall:
@) Transmit to the TCIS every twenty-four (24) hours via a single data feed

(b)

(©)

(d)

consistent in structure across all digital payment systems, the following

data:

1)
)

©)
(4)
()
(6)

(")
(8)

(9)

The date;

The operator identification number and vehicle tag number in an
anonymous format established by the Office that allows the DDS
to maintain a record of the identity of the operator and the vehicle;
The time at the beginning of each tour of duty;

The distance of each trip;

The time of pickup and drop-off of each trip;

The geospatially-recorded place of pickup of each trip which may
be generalized to census tract level; and the geospatially-recorded
place drop-off of each trip which may be generalized to census
tract level;

A unique trip number assigned by the DDS to each trip;

The total fare and a breakdown of the fare including all rates and
charges and any gratuity;

The time at the end of the tour of duty;

Provide the Office with the information necessary to insure that the DDS
pays and the Office receives the sedan passenger surcharge for each sedan

trip;

Process each payment for each sedan trip, which shall not exceed the fare
allowed by this chapter; and

Ensure the timely transmission of an electronic receipt.
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1405

1405.1

1405.2

1405.3

1405.4

1405.5

1405.6

1405.7

1405.8

1405.9

1405.10

1405.11

1405.12

PROHIBITIONS

No LCS owner or operator shall provide sedan service in the District except as
required by this chapter, Chapter 12 of this title, and other applicable laws.

No DDS shall provide dispatch or payment services for sedan class service in the
District except as required by this chapter, Chapter 16 of this title, and other
applicable laws.

No person shall provide sedan service in the District unless the fare, including all
rates and charges, comply with § 1402 and all other applicable provisions of this
chapter.

No person providing sedan service in the District shall charge a gratuity,
regardless of how such amount is styled, that does not comply with § 1402.1(f).

No person shall participate in providing sedan service in the District unless the
passenger surcharge is collected from the passenger and received by the District
as required by § 1403.

No person shall provide sedan service if the vehicle or the operator is not on the
DDS vehicle inventory at the time the digital dispatch was initiated by the
passenger.

No owner or operator may alter or tamper with a component of a DPS unit or
make any change in the vehicle that prevents the DPS unit from operating as
required by this chapter.

No operator may provide service using a DPS unit that has been tampered with,
broken, or altered. The operation of a sedan with a tampered, broken, or altered
DPS shall give rise to a rebuttable presumption that the operator knew of the
tampering, breaking, or alteration.

Sedan class service shall not be booked except through a digital dispatch
transmitted to the operator by a DDS using a digital payment system with current
operating authority to operate such system.

No DDS shall allow its associated operators to access a passenger’s payment
information after the payment has been processed.

Each operator shall pick up a passenger at the time and location provided in the
digital dispatch.

No operator shall provide sedan service using a vehicle that does not comply with
all applicable provisions of Chapter 12.
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1406

1406.1

1406.2

1406.3

PENALTIES

Each violation of this chapter by an LCS organization, independent operator, or
vehicle operator, shall subject the violator to:

@) Except where otherwise provided in 8 1406.3, a civil fine of two-hundred
fifty ($250) dollars, which shall double for the second violation of the
same provision, and triple for each violation of the same provision
thereafter;

(b) Suspension, revocation, or non-renewal of the operator’s license issued
pursuant to Chapter 12 of this title;

(c) Impoundment of each vehicle found to be operating in violation of this
chapter, including operating as a sedan without an office-approved DPS or
with a DPS unit the approval of which has been suspended, revoked, or
not renewed:;

(d) Confiscation of any DPS equipment used in violation of this chapter; or

(e) A combination of the sanctions enumerated in this subsection.

Each violation of this chapter by a DDS or its authorized representative shall
subject the DDS to:

@ Except where otherwise provided in 8 1406.3, a civil fine of five hundred
($500) dollars, which shall double for the second violation of the same
provision, and triple for each violation of the same provision thereafter;

(b) Suspension, revocation, or non-renewal of the approval of the DPS
associated with the DDS;

(©) Suspension, revocation, or non-renewal of the certificate of registration of
the DDS issued by the Office under Chapter 16 of this title;

(d) Confiscation of any DPS equipment used in violation of this chapter; or
(e) A combination of the sanctions enumerated in this subsection.

The following civil fines are established for violations of §§ 1405.4, 1405.8, and
1405.11, in addition to any other civil penalty or combination of penalties

authorized by 88§ 1406.1 and 1406.2.

€)) For a violation of § 1405.4 for charging or processing a payment that
includes an unlawful gratuity —
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1407

1407.1

1499

1499.1

1499.2

1499.3

1499.4

1) If the violator is an operator: a civil fine equal to ten (10) times the
amount of the unlawful gratuity, or three hundred dollars ($300),
whichever is more; and

(2) If the violator is a DDS: a civil fine equal to twenty (20) times the
amount of the unlawful gratuity, or five hundred dollars ($500),
whichever is more;

(b) For a violation of § 1405.9 by an operator who accepts or solicits a street
hail: a civil fine of three hundred dollars ($300);

(©) For a violation of 8 1405.12 for failing to pick up a passenger at the time
and location provided in the digital dispatch —

1) If the violator is an operator: a civil fine of five hundred dollars
($500); and

@) If the violator is a DDS: a civil fine of one thousand dollars
($1,000).

ENFORCEMENT OF THIS CHAPTER

The enforcement of any provision of this chapter shall be governed by the
procedures set forth in Chapter 7 (Complaints Against Taxicab Owners of
Operators) of this title.

DEFINITIONS

The terms “independent operator”, “LCS organization”, “limousine,” “luxury
class services”, “operator”, “owner”, and “sedan,” shall have the meanings
ascribed to them in Chapter 12 of this title.

The terms “DDS,” *“digital dispatch,” “digital dispatch service,” “digital
payment,” and “dispatch” shall have the meanings ascribed to them in Chapter 16
of this title.

The terms “cashless payment”, “gratuity”, “payment service provider”, “PSP” and
“TCIS” shall have the meanings ascribed to them in Chapter 4 of this title.

The following words and phrases shall have the meanings ascribed:
“Associated” - a voluntary relationship of employment, contract, ownership, or

other legal affiliation. For purposes of this chapter, an association not in
writing shall be ineffective for compliance purposes.
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“District enforcement official” - a public vehicle enforcement inspector (hack
inspector) or other authorized official, employee, or general counsel of the
Office, or any law enforcement official authorized to enforce a provision
of this title.

“Sedan passenger surcharge” - a twenty-five cent ($.25) passenger surcharge
for each sedan class trip.

Copies of this proposed rulemaking can be obtained at www.dcregs.dc.gov or by contacting
Jacques Lerner, General Counsel and Secretary to the Commission, District of Columbia Taxicab
Commission, 2041 Martin Luther King, Jr., Avenue, S.E., Suite 204, Washington, D.C. 20020.
All persons desiring to file comments on this proposed rulemaking should submit written
comments via e-mail to dctc@dc.gov or by postal mail or hand delivery to the DC Taxicab
Commission, 2041 Martin Luther King, Jr., Ave., S.E., Suite 204, Washington, D.C. 20020,
Attn: Jacques Lerner, Interim General Counsel and Secretary to the Commission. Comments
should be filed within thirty (30) days after publication of this notice in the D.C. Register.

10
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DISTRICT DEPARTMENT OF TRANSPORTATION

NOTICE OF PROPOSED RULEMAKING

The Director of the District Department of Transportation (“Department”), pursuant to the
authority set forth in sections 4(a)(5)(A) (assigning authority to coordinate and manage public
space permits and records to the Department Director), 5(4)(A) (assigning duty to review and
approve public space permit requests to the Department Director), and 6(b) (transferring the
public right-of-way maintenance function previously delegated to the Department of Public
Works (DPW) under Section |11 (F) of Reorganization Plan No. 4 of 1983 to the Department) of
the Department of Transportation Establishment Act of 2002 (“DDOT Establishment Act”),
effective May 21, 2002 (D.C. Law 14-137; D.C. Official Code 88 50-921.03(5)(A), 50-
921.04(4)(A), and 50-921.05(b) (2009 Repl. & 2012 Supp.)), and Title VI of the Fiscal Year
1997 Budget Support Act of 1996, effective April 9, 1997 (D.C. Law 11-198; D.C. Official Code
88 10-1141.01 et seq. (2008 Repl. & 2012 Supp.)), which was delegated to the Director of DPW
pursuant to Mayor’s Order 96-175, dated December 9, 1996, and subsequently transferred to the
Director of the Department in Section 7 of the DDOT Establishment Act (transferring to the
Director of the Department all transportation-related authority previously delegated to the
Director of the Department of Public Works) (D.C. Official Code § 50-921.06 (2009 Repl.)),
hereby gives notice of the intent to adopt amendments to Chapter 12 (Sidewalks) of Title 24
(Public Space and Safety) of the District of Columbia Municipal Regulations (DCMR).

These proposed rules will establish the Department’s policies and procedures to obtain a public
space permit for a lay-by within the public right-of-way and adjacent to the public roadway and
provides a process by which the Department may cancel a permit for an existing lay-by.

Final rulemaking action to adopt these amendments shall be taken in not less than thirty (30)
days from the date of publication of the notice in the D.C. Register.

Title 24, PUBLIC SPACE AND SAFETY, Chapter 12, SIDEWALKS, of the DCMR is
amended as follows:

A new Section 1201 is added to read as follows:

1201 LAY-BYS: GENERAL PROVISIONS

1201.1 The District Department of Transportation (DDOT) shall approve a public space
permit for a lay-by only when there is no parking lane and other options to safely
pick up and drop off passengers are shown to be infeasible or impractical.

1201.2 In addition, a lay-by shall be approved only if:
€)) The property to be served by the lay-by is a commercial property, such as

a hotel or hospital having a high demand for passenger pick-up and drop-
off space at the building entrance; and
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1201.3

1201.4

1201.5

1201.6

1201.7

1201.8

(b) An unobstructed, continuous pedestrian pathway of no less than ten feet
(10 ft.) wide can be maintained on the public sidewalk adjacent to the
proposed lay-by.

No person shall construct a lay-by in public space:
@) Without first obtaining a public space permit from the Director;

(b) For the purpose of parking motor vehicles; provided, motor vehicles may
park temporarily in an approved lay-by in order to drop off or pick up
passengers; or

(c) For the purpose of creating a commercial loading zone.

A person shall apply for a public space permit for a lay-by by completing an
application as provided by the Director. The following documentation shall
accompany the application:

@) A site plan showing the proposed lay-by that is drawn to scale per the
latest site plan drawing requirements provided by the Director;

(b) A description of the existing or projected passenger pick-up and drop-off
demand at the property and the specific right-of-way conditions on the
street that warrant the construction of a permanent lay-by and why other
options to safely pick-up and drop-off passengers, including private space
or a curbside location in an adjacent parking lane, are infeasible or
impractical; and

(©) Additional documentation as may be requested by the Director, such as a
traffic impact study and photographs or illustrations showing the area
intended for the proposed lay-by.

When a lay-by is located adjacent to a travel lane intended for the movement of
motor vehicle traffic, the lay-by shall be no more than ten feet (10 ft.) wide.

When a lay-by is located adjacent to a travel lane intended for the movement of
motor vehicle traffic, the combined width of the lay-by lane and the adjacent
travel lane shall be no less than nineteen feet (19 ft.).

When a lay-by must be located adjacent to a parking lane to accommodate wider
vehicles or to allow additional pedestrian maneuvering space on the traffic side of
the vehicle, the lay-by shall be no more than three feet (3 ft.) wide.

When there is a privately funded streetscape project following the construction of

a new building or the substantial rehabilitation of an existing building, the public
space permit for any existing lay-by adjacent to the property shall expire. If the
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1201.9

1201.10

1201.11

1201.12

property owner desires a new lay-by, a request for a lay-by must be included as
part of the public space permit application to perform the privately funded
streetscape restoration project.

If a person constructs a lay-by in public space without a permit, the person, at his
or her own expense, shall remove the lay-by and restore the public space in
accordance with the current DDOT Standard Specifications for Highways and
Structures.

When the Director determines that a lay-by should be removed to allow the public
space to be used for another purpose which benefits the District, such as for a bus
stop, the Director shall revoke the permit for a lay-by in public space and the
person who constructed the lay-by shall remove the lay-by and restore the public
space in accordance with the current DDOT Standard Specifications for
Highways and Structures.

Notwithstanding 8 1201.11, if the lay-by is to be removed as part of a DDOT
street reconstruction project, the Department may itself remove the lay-by and
restore the public space instead of requiring the person who constructed the lay-by
to remove the lay-by and restore the public space in accordance with the current
DDOT Standard Specifications for Highways and Structures.

If a lay-by that existed prior to the final publication of these rules was constructed
without a public space permit, the person who constructed the lay-by shall apply
for a public space permit under this section by October 1, 2014. If the permit is
not approved, the person who constructed the lay-by shall remove the lay-by and
restore the public space in accordance with the current DDOT Standard
Specifications for Highways and Structures.

Section 1299, DEFINITIONS, is amended by inserting the following new definitions in
alphabetical order:

Commercial Property — all taxable real property other than vacant land zoned
for residential use, residential garages, and any improved property used
primarily for residential dwelling purposes, including detached dwellings,
semi-detached dwellings, row dwellings, flats, residential condominiums,
cooperatives, and apartments.

Director — the Director of the District Department of Transportation.
Lay-by — a designated paved area located at the side of a main roadway and

protruding beyond the gutter into the sidewalk area where vehicles can
stop temporarily to pick-up or drop-off passengers.
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Parking lane — the area of street, alongside the curb, where motor vehicles may
lawfully park.

Pedestrian - a person traveling by foot or by wheelchair.

Substantial rehabilitation — the rehabilitation of an existing building when the
estimated cost of the rehabilitation, as determined for the building permit,
is fifty percent (50%) or more of the value of the building as shown in the
records of the District of Columbia Office of Tax and Revenue.

Travel lane - a roadway lane for the movement of vehicles traveling from one
destination to another.

All persons interested in commenting on the subject matter in this proposed rulemaking may file
comments in writing, not later than thirty (30) days after the publication of this notice in the D.C.
Register, with Samuel D. Zimbabwe, Associate Director, District Department of Transportation,
55 M Street, S.E., 5 Floor, Washington, D.C. 20003. Comments may also be sent electronically
to publicspace.policy@dc.gov. Copies of this proposal are available, at cost, by writing to the
above address, and are also available electronically, at no cost, on the District Department of
Transportation website at www.ddot.dc.gov.
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DEPARTMENT OF HEALTH CARE FINANCE
NOTICE OF EMERGENCY AND PROPOSED RULEMAKING

The Director of the Department of Health Care Finance (DHCF), pursuant to the Authority set
forth in An Act to enable the District of Columbia to receive federal financial assistance under
Title XIX of the Social Security Act for a medical assistance program, and for other purposes
approved December 27, 1967 (81 Stat.774; D.C. Official Code §1-307.02 (2006 Repl. & 2012
Supp.)) and Section 6(6) of the Department of Health Care Finance Establishment Act of 2007,
effective February 27, 2008 (D.C. Law 17-109; D.C. Official Code § 7-771.05 (6) (2008 Repl.),
hereby gives notice of the adoption, on an emergency basis, of a new Chapter 18, of Title 29
(Public Welfare) of the District of Columbia Municipal Regulations (DCMR) entitled, “Health
Care Benefit Grants”.

The Department of Health Care Finance Establishment Act authorizes the Director of DHCF to
execute grants with governmental bodies, public and private agencies, institutions and
organizations. These emergency and proposed rules establish the standards for determining who
may receive a grant and under what circumstances, and establish the procedures for awarding a
grant. These rules were developed to be consistent with the requirements set forth in the
Grantmaking Sourcebook, issued by the District’s Office of Partnerships and Grant Services.

This emergency rulemaking is necessary for the immediate preservation of the health, safety and
welfare of District residents. The Health Information Technology and Clinical Health Act of
2009, enacted under Title XIII of the American Recovery and Reinvestment Act of 2009 (Pub. L.
111-5) authorizes the establishment of the state-wide Health Information Exchange. Having a
patient’s health history immediately available can mean the difference between a provider
delivering an appropriate level of care or care that could adversely impact a patient. The
establishment of a grant program will allow the District to assist providers to establish a secure
electronic connectivity between hospitals located in the District of Columbia and a state
designated health information exchange for advanced health information exchange services. This
exchange of information will ensure coordination of patient care that should result in efficiencies
in the delivery of care. The federal Office of the National Coordinator has provided grant
funding to assist hospitals in securing electronic connectivity, which will expire if the Notice of
Funds Availability is not published by July 19, 2013. Emergency action is necessary to ensure
that health care providers have sufficient funds for the continued delivery of the appropriate level
of care for residents in the District of Columbia receiving hospital services.

The emergency rulemaking was adopted on July 9, 2013 and became effective on that date. The
emergency rules will remain in effect for one hundred and twenty (120) days or until November
5, 2013, unless superseded by publication of a Notice of Final Rulemaking in the DC Register.
The Director also gives notice of the intent to take final rulemaking action to adopt these
proposed rules in not less than thirty (30) days from the date of publication of this notice in the
DC Register.

Title 29 (Public Welfare) of the DCMR is amended as follows:
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Add a new Chapter 18, HEALTH CARE BENEFIT GRANTS, to read as follows:

1800

1800.1

1800.2

1800.3

CHAPTER 18 HEALTH CARE BENEFIT GRANTS
GENERAL PROVISIONS

This chapter establishes uniform requirements for transferring money or other
things of value to recipients outside the District government, where the
Department is authorized to make grants.

The Director of the Department of Health Care Finance (Department) is
authorized to make a grant where:

@ A statute authorizes the Department to support or stimulate the activity of
the recipient;

(b) The Department will not be substantially involved in the activity that is
supported or stimulated; and

(©) The Department is not acquiring any property or service of which the
District government is a direct beneficiary.

The Department is authorized to make grants pursuant to the Department of
Health Care Finance Establishment Act of 2007 for the following purposes:

@) To maximize the well-being and quality of life for eligible low-income
individuals and other populations through the provision of leadership and
discretion in administering responsive, effective, and efficient health care
benefits;

(b) To develop a comprehensive efficient, and cost effective health care
system for the District’s uninsured, underinsured, and low-income
residents;

() To develop eligibility, service coverage and service delivery and
reimbursement policies for the District’s healthcare financing programs
that ensure improved access and efficient delivery of services;

(d) To ensure that the District’s healthcare programs maximize available
federal financial assistance; and

(e) To support the healthcare policy, delivery and access initiatives of the

Department of Health and other District agencies through sound health-
care financing.
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1800.4

1801

1801.1

1801.2

1802

1802.1

1802.2

1803

1803.1

The Department shall ensure that no individual in a decision-making capacity
shall engage in any activity including participation in the selection of a grantee,
the administration of an award, or an activity supported by award funds, if the
appearance of or an actual conflict of interest would be involved.

GRANT OFFICER

The Director shall appoint a Grant Officer who shall serve as the Department’s
point of contact for grant making activities and shall forward the Grant Officer’s
name to the Office of the City Administrator and the Office of Partnership and
Grant Services.

At minimum, the Department’s Grant Officer shall be conversant with:

(@) The federal uniform administrative requirements for grants; and

(b) The local requirements governing grants and subgrants.

PRE-AWARD PROCESS

Except as provided in Section 1803, all local or federal grants and subgrants to
grantees shall be made on a competitive basis.

Grant funds awarded as a result of a grant competition must be competed each
successive grant term unless:

@) The funds are awarded as part of an extension of the original grant;

(b) The Department has unobligated funds from the original grant that it
wishes to award to the original grantee(s);

(c) The terms of the grant allow the Department to add or modify grant
awards; or

(d) The original award document specifically allows otherwise.
EXCEPTED AWARDS

The Department may make a grant award on a sole source basis in appropriate
circumstances as determined by the Director in his/her sole discretion that
include, but are not limited to:

@ The authorization for the award designates the grantee;

(b) The applicable law defines eligibility in such a way that there
is only one eligible applicant;
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1803.2

1803.3

1803.4

1803.5

1804

1804.1

1804.2

(©) There is a recognized coalition or group of service providers through
which the broadest community participation may be obtained in serving
the targeted clientele; or

(d) When the services required by the Department are available from only one
source and no other type of services will satisfy Department requirements.

The Department may make a grant award as an earmark if the earmark is clearly
authorized by legislation or Agreement that provides the grant funds.

The Department shall make excepted awards in the same manner as competitive
awards except that the Department need not use a review panel.

The Department shall prepare a written “sole source justification” memorandum
signed by the Director explaining the circumstances that justified the absence of
competition.

The sole source justification memorandum shall be maintained in the
Department’s records in accordance with Section 1815.

PERFORMANCE STANDANDS

The Department shall establish standards for grantees in making determinations of
demonstrated performance prior to the award of grants and subgrants.

Determinations of demonstrated performance shall be in writing and take into
consideration such matters as whether the applicant has:

@) Adequate financial resources or the ability to obtain them;

(b) The ability to meet the program design specifications at a reasonable and
competitive cost, as well as the ability to meet performance goals;

(©) A satisfactory record of past performance in the grant or subgrant subject
area, including demonstrated quality of service delivery;

(d) Documentation that the grantee has the legal status (i.e. business license,
non-profit incorporation, etc.) to conduct business within the District of
Columbia;

(e) A satisfactory record of integrity, business ethics, and fiscal
accountability;

U] The necessary organization, experience, accounting and operational
controls; and
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1804.3

1805
1805.1

1805.2

1805.3

1805.4

1805.5

1806

1806.1

(9) The technical skills to perform the work.

In the alternative, the Department may determine that an applicant has
demonstrated performance by an objective review of available documentation at
the discretion of the Director. The rationale for any approvals of demonstrated
performance by the alternative process shall be documented in writing and
maintained in the Department’s records in accordance with Section 1815.

NOTICE OF FUNDS AVAILABILITY (NOFA)

Before making a grant or subgrant, the Department shall prepare a Notice of
Funds Availability (NOFA) which shall include:

@) A brief description of the purposes for which funds are available;
(b) The criteria for eligible applicants; and

() The time and location at which the Request for Application (RFA)
may be obtained and the process and timetable for submission.

Except as provided in Section 1805.3, the Department shall forward the NOFA to
the Office of the Secretary (Office of Documents and Administrative Issuance)
for publication in the D.C. Register no later than 14 days prior to the release of the
RFA.

The Department may submit the NOFA for publication less than 14 days prior to
release of the RFA where the Department determines there is good cause to do so.

The Department shall provide a copy of its NOFAs and RFAs to the Office of the
City Administrator and the Office for Partnerships and Grant Services (OPGS) no
later than three (3) business days prior to publication in the weekly Funding
Alert and posting on the District’s Grants Clearinghouse on the OPGS website.

The Department may choose to disseminate a NOFA by publishing it in local
newspapers and community newsletters, direct mailing to all prospective
applicants or any other reasonable form of distribution.

REQUEST FOR APPLICATION (RFA)

The Department shall prepare an RFA consistent with the OPGS Grants Manual,
which shall include:

@) A description of the purpose of the program, including a definition of the

type and range of services and activities that a grantee or subgrantee shall
carry out under a grant or subgrant.
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(b)

(©

(d)

(€)

(f)

(9)

Where applicable, a requirement that the applicant propose measureable
goals, objectives and timeframes, target recipients, and provide a plan of
formal evaluation for each specific service proposed by the applicant.

A “Purpose of Program” section which specifies the time period for which
all services will be funded and any other special requirements emanating
from the authorizing statute, federal grant agreement or regulations.

Where applicable, the criteria for scoring applications including, but not
limited to:

(1)  Justification of the need for grant funds, if desirable;
@) Soundness of proposed service delivery plan;
3) Adequacy and reasonableness of proposed resources; and,

4) Required and demonstrated capability for managing the proposed
project.

A reasonable deadline for submitting applications which shall be thirty (30)
days unless the Director determines that circumstances warrant a shorter or
longer deadline.

A requirement that the applicant disclose in a written statement, the truth
of which is sworn or attested to by the applicant, whether the applicant, or
where applicable, any of its officers, partners, principals, members,
associates or key employees, within the last three (3) years prior to the
date of the application, has:

1) Been indicted or had charges brought against them (if still
pending) and/or been convicted of:

0] any crime or offense arising directly or indirectly from the
conduct of the applicant’s organization, or

(i) any crime or offense involving financial misconduct or
fraud; or

2 Been the subject of legal proceedings arising directly from the
provision of services by the organization.

If any response to the disclosures require in Section 1806.1(f) is in the
affirmative, the applicant shall fully describe such indictments, charges,
convictions, or legal proceedings (and the status and disposition thereof)
and surrounding circumstances in writing and provide documentation of
the circumstances.
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1806.2

Each RFA shall contain the following terms and conditions:

(a)

(b)

(©)

(d)

(€)

(f)

(@)

(h)

Funding for this award is contingent on continued funding from the
grantor. The RFA does not commit the Department to make an award.

The Department reserves the right to accept or deny any or all applications
if the Department determines it is in the best interest of the Department to
do so. The Department shall notify the applicant if it rejects that
applicant’s proposal. The Department may suspend or terminate an
outstanding RFA pursuant to its own grant making rule(s) or any
applicable federal regulation or requirement.

The Department reserves the right to issue addenda and/or amendments
subsequent to the issuance of the RFA, or to rescind the RFA.

The Department shall not be liable for any costs incurred in the preparation
of applications in response to the RFA. Applicant agrees that all costs
incurred in developing the application are the applicant’s sole
responsibility.

The Department may conduct pre-award on-site visits to verify
information submitted in the application and to determine if the
applicant’s facilities are appropriate for the services intended.

The Department may enter into negotiations with an applicant and adopt a
firm funding amount or other revision of the applicant’s proposal that may
result from negotiations.

The Department shall provide the citations to the statute and implementing
regulations that authorize the grant or subgrant including all applicable
federal and District regulations.

The Department shall describe payment provisions identifying how the
grantee will be paid for performing under the award; reporting
requirements, including programmatic, financial and any special reports
required by the granting Department; and compliance conditions that must
be met by the grantee.

If there are any conflicts between the terms and conditions of the RFA and
any applicable federal or local law or regulation, or any ambiguity related
thereto, then the provisions of the applicable law or regulation shall
control and it shall be the responsibility of the applicant to ensure
compliance.
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1807

1807.1

1807.2

1807.3

1807.4

APPLICATION SUBMISSION

The applicant shall submit a complete application packet on or before the deadline
for submission as specified in the RFA.

An application submitted after the deadline for submission specified in the RFA
will not be considered.

A completed application shall include all information requested in the RFA, as
well as the information specified in Section 1807.4.

As part of the application packet, the applicant shall submit a Statement of
Certification, signed by the duly authorized officer of the applicant organization,
the truth of which is sworn or attested to by the applicant which states:

(@)

(b)

()

(d)

()

()

The individuals, by name, title, address, and phone number who are
authorized to negotiate with the Department on behalf of the organization;

That the applicant is able to maintain adequate files and records and can
and will meet all reporting requirements;

That all fiscal records are kept in accordance with Generally Accepted
Accounting Principles (GAAP) and account for all funds, tangible assets,
revenue, and expenditures whatsoever; that all fiscal records are accurate,
complete and current at all times; and that these records will be made
available for audit and inspection as required,

That the applicant is current on payment of all federal and District taxes,
including Unemployment Insurance taxes and Workers’ Compensation
premiums. This statement of certification shall be accompanied by a
certificate from the District of Columbia Office of Tax and Revenue
(OTR) stating that the entity has complied with the filing requirements of
District of Columbia tax laws and has paid taxes due to the District of
Columbia, or is in compliance with any payment agreement with OTR;

That the applicant has the demonstrated administrative and financial
capability to provide and manage the proposed services and ensure an
adequate administrative, performance, and audit trail,

That, if required by the Department, the applicant is able to secure a bond,
in an amount not less than the total amount of the funds awarded, against
losses of money and other property caused by fraudulent or dishonest act
committed by any employee, board member, officer, partner, shareholder,
or trainee;
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(9)

(h)

(i)

()

(k)

(0

(m)

(n)

(0)

(p)

That the applicant is not proposed for debarment or presently debarred,
suspended, or declared ineligible, as required by Executive Order 12549,
“Debarment and Suspension,” and implemented by 2 CFR 180, for
prospective participants in primary covered transactions and is not
proposed for debarment or presently debarred as a result of any actions by
the District of Columbia Contract Appeals Board, the Office of
Contracting and Procurement, or any other District contract regulating
agency;

That the applicant has the financial resources and technical expertise
necessary for the production, construction, equipment and facilities
adequate to perform the grant or subgrant, or the ability to obtain them;

That the applicant has the ability to comply with the required or proposed
delivery or performance schedule, taking into consideration all existing
and reasonably expected commercial and governmental business
commitments;

That the applicant has a satisfactory record performing similar activities as
detailed in the award or, if the grant award is intended to encourage the
development and support of organizations without significant previous
experience, that the applicant has otherwise established that it has the
skills and resources necessary to perform the grant;

That the applicant has a satisfactory record of integrity and business
ethics;

That the applicant has the necessary organization, experience, accounting
and operational controls, and technical skills to implement the grant, or the
ability to obtain them;

That the applicant is in compliance with the applicable District licensing
and tax laws and regulations;

That the applicant complies with provisions of the Drug-Free Workplace
Act;

That the applicant meets all other qualifications and eligibility criteria
necessary to receive an award under applicable laws and regulations; and

That the applicant will, if successful, indemnify, defend and hold
harmless the Government of the District of Columbia and its authorized
officers, employees, agents and volunteers from any and all claims,
actions, losses, damages, and/or liability arising out of this grant or
subgrant from any cause whatsoever, including the acts, errors or
omissions of any person and for any costs or expenses incurred by the
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1807.5

1807.6

1807.7

1808

1808.1

1808.2

1808.3

1808.4

District on account of any claim therefore, except where such
indemnification is prohibited by law.

Where applicable, the applicant shall provide the name of all of its insurance
carriers and the type of insurance provided (e.g., its general liability insurance
carrier and automobile insurance carrier, workers’ compensation insurance
carrier, fidelity bond holder (if applicable)).

Upon a request, an applicant shall provide a copy of its most recent and complete
set of audited or unaudited financial statements or if audited financial statements
have never been prepared due to the size or newness of an organization, the
applicant shall provide, at a minimum, an Organizational Budget, an Income
Statement (or Profit and Loss Statement), and a Balance Sheet certified by an
authorized representative of the organization, and any letters, filings, etc.
submitted to the IRS within the three (3) years before the date of the grant
application.

Upon request, the applicant shall provide evidence of being a legally-authorized
entity (e.g. 501(c)(3) determination letter) and a current business license, if
relevant for the applicant’s business status and any correspondence or other
communication received from the IRS within the three (3) years before
submission of the grant application that relates to the applicant’s tax status.

APPLICATION REVIEW

After the NOFA has been published and the RFA released, the Department shall
appoint a review panel comprised of a minimum of three individuals.

Each review panelist shall:

@ Have knowledge and expertise in the objectives of the grant, the RFA and
the administrative requirements mandated by the source of the funds; and

(b) Be free of any conflict of interest or the appearance of a conflict of interest
as evidenced by a signed affidavit certifying that they have no personal or
vested interest in the organizations that submitted applications in response
to the RFA.

Review panelists who are employees of the District government may not be
compensated and may only serve if they have written authorization from their
supervisors to serve on a review panel.

Review panelists who are not employees of the District government may be
compensated for time served on a panel provided that funds have been authorized
and appropriated for such purposes, at a rate that obtains the best qualified
panelists at one of the following rates:

10
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1808.5

1808.6

1808.7

1808.8

1808.9

1809

1809.1

@ The maximum rate allowable by the federal grantor Department for its
own review panelists;

(b)  The amount available in the administrative budget of the grant or
subgrant; or

(¢)  The maximum daily rate of a current DS-15 pay scale for the Department.
The Department shall be responsible for the following:

@ Ensuring that the review panelists have the information needed to serve on
a panel; and

(b) Convening a meeting of the panelists prior to the review activities and
instructing the panelists on:

1) The goals and objectives of the grant and the RFA,;
2 The scoring criteria and instruments; and
3) The timeframe for completion of the panel’s work.

The review panel shall score the applications and make recommendations which
applications should be funded based upon the applicant’s demonstrated ability to
perform successfully under the terms and conditions of the proposed grant or
subgrants. All materials received by the Department or a panel member from any
applicant shall be protected, treated as confidential, and used only for purposes of
evaluating the applicant’s proposal.

After the Grant Officer has received the evaluations and records of the review
panel, the Director or his/her designee shall make final decisions on awards and
the amounts of each grant or subgrant, subject to the advice of any advisory body
required by law or regulation for the funding grant.

If the Director or his/her designee decides not to follow the review panel’s
recommendations, the Director or his/her designee shall provide a written
justification in the grant records that includes a strong rationale supported by
documentation for the decision to not follow the review panel’s recommendation.

The Director has the discretion to review any claims against the grant review
process but the Director’s decision is final and shall not be appealed.

CERTIFICATION OF FUNDS AVAILABILITY

Before an award can be given final approval and deemed formally awarded, the
Department’s Grant Officer shall obtain a Certification, approved by the Office of

11
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the Chief Financial Officer, indicating that the grant amount has been
appropriated and budgeted for the fiscal year.

1810 NOTICE OF GRANT AWARD (NOGA)

1810.1 Prior to issuing award documents to successful applicants, the Department shall
notify in writing each applicant whose application was not selected for award;

1810.2 The Department shall prepare and issue the award documents to the prospective
grantee or subgrantee, which shall include a transmittal letter and a NOGA that
contains, at a minimum, the following:

@ The terms and conditions that apply to the award;

(b) Any special conditions and performance standards that may apply;

(©) Any available forms for reporting programmatic and financial activities
and to request funds;

(d) Any conditions for amendment and/or termination of the grant or subgrant;

(e) Name, address, telephone number and email address of the granting Department’s
point of contact;

()] Grant or subgrant number assigned by the granting Department;

(9) Catalogue of Federal Domestic Assistance (CFDA) number (if funding is
from a federal grant);

(h) Beginning and ending dates of the award,;

Q) Name, title, address and telephone number of the official point of contact
for the grantee;

() Grantee’s Tax ID or EIN number;

(K) Amount of the funds awarded and the amount of any financial or in-kind
matching resources, if any, that the grantee must contribute;

Q) Signature lines for the authorized representatives from the Department and
grantee; and

(m)  Language incorporating the application by reference.

1810.3 If the award amount and/or project period are different from those in the
application or if the Department requires further clarification of proposed
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1810.4

1810.5

1810.6

1811

1811.1

performance standards in the application, the applicant shall be required to submit
and obtain approval of the requisite modifications.

Modification of award amount and/or the project period or clarification of
proposed performance standards may be accomplished either prior or subsequent
to the final award to the awardee.

The award shall contain a special condition that prohibits expenditure of funds by
the grantee until submission and approval of any required modifications or
clarification.

The terms and conditions stated in the award document shall specify the
administrative requirements to which the awardee must adhere. The terms and
conditions shall contain, but not be limited to, the following items:

@) A statement that the award is being made from federal grant funds
awarded to the Department, if applicable:

(b) Citations to the statute and implementing regulations that authorize the
award;

(©) The grant’s CFDA number, if applicable;
(d) All applicable federal and District regulations;

(e) Payment provisions identifying how the grantee will be paid for
performing under the award;

U] Reporting requirements, including programmatic, financial and any
special reports required by the Department;

(9) Compliance issues and conditions that must be met by the grantee;

(h) Deliverables, deliverable dates, reporting requirements, and the basis for
payment; and

Q) A statement that the District reserves all rights to use any remedy available
in law or regulation for the non-compliance with the grant agreement.

GRANTEE AND SUBGRANTEE RESPONSIBILITIES
The grantee shall charge only those costs that are consistent with the allowable

cost provisions of the respect grant or subgrant, including guidelines issued by the
Department.
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1811.2

1811.3

The grantee shall grant reasonable access to the District, the Department, any
applicable federal department, the Comptroller General of the United States, or
any of their duly authorized representatives to any books, documents, papers, and
records (including computer records) of the grantee that are directly pertinent to
charges to the program, in order to conduct audits and examinations and to make
excerpts, transcripts, and photocopies. This right of access also includes timely
and reasonable access to grantees’ personnel for the purpose of interviews and
discussions related to such documents.

The grantee shall comply with all the applicable District and Federal statutes and
regulations as may be amended from time to time including, but not necessarily
limited to:

@) The Americans with Disabilities Act of 1990, enacted July 26, 1990 (Pub.
L. 101-336, 104 Stat. 327; 42 U.S.C. § 12101 et seq.);

(b) Rehabilitation Act of 1973, enacted September 26, 1973, (Pub. L. 93-112,
87 Stat. 355; 29 U.S.C. § 701 et seq., as amended);

(c) The Fair Labor Standards Act of 1938, Chap. 676, enacted June 25, 1938
(Pub. L. 75-718, 52 Stat. 1060; 29 U.S.C. § 201 et seq., as amended);

(d) The Occupational Safety and Health Act of 1970, enacted December 29,
1970 (Pub. L. 91-596, 84 Stat. 1590; 26 U.S.C. § 651 et seq., as amended);

(e) The Hobbs Anti-Racketeering Act of 1946 (Anti-Corruption), Chap 537,
enacted July 3, 1946 (Pub. L. 7986, 60 Stat. 420; 18 U.S.C. § 1951, as
amended);

()] Equal Pay Act of 1963, enacted June 10, 1963 (Pub. L. 88-38, 77 Stat.56;
29 U.S.C. § 201 et seq., as amended);

(9) Age Discrimination Act of 1975, enacted November 28, 1975 (Pub. L. 94-
135, 89 Stat. 728; 42 U.S.C. 8§ 6101 et seq., as amended);

(h) Age Discrimination in Employment Act of 1967, enacted December 15,
1967 (Pub. L. 90-202, 81 Stat. 602; 29 U.S.C. 8 621 et seq., as amended);

Q) Title IX of the Education Amendments of 1972, enacted June 23, 1972
(Pub. L. 92-318, 86 Stat. 235; 20 U.S.C. § 1001, as amended);

() Immigration Reform and Control Act of 1986, enacted November 6, 1986
(Pub. L. 99-603, 100 Stat. 3359; 8 U.S.C. § 1101, as amended);

(K) Executive Order 12459, signed January 16, 1984 (Debarment, Suspension
and Exclusion);
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1811.4

1811.5

1811.6

1812

1812.1

1812.2

1813

() Family and Medical Leave Act of 1993, enacted Feb. 5, 1993 (Pub. L.
103-3, 107 Stat. 6; 5 U.S.C. 8 6381 et seq., as amended);

(m)  Drug Free Workplace Act of 1988, enacted November 18, 1988 (Pub. L.
100-690, 102 Stat. 4304; 41 U.S.C. § 701 et seq., as amended);

(n) Assurance of Nondiscrimination and Equal Opportunity as found in
District of Columbia Human Rights Act of 1977, effective December 13,
1977, as amended (D.C. Law 2-38; D.C. Official Code § 2-1401.01);

(o) Title VI of the Civil Rights Act of 1964, enacted July 2, 1964 (Pub.L. 88—
352, 78 Stat. 241); and

(p) District of Columbia Language Access Act of 2004, effective June 19,
2004 (D.C. Law 15 - 167, D.C. Official Code § 2-1931 et seq.).

Before execution of the award, the grantee shall provide a copy of the binder or
cover sheet of their current insurance policy for any policy that covers activities
that might be undertaken in connection with performance of the grant, showing
the limits of coverage and endorsements.

All policies, except the Workers’ Compensation, Errors and Omissions, and
Professional Liability policies, that cover activities that might be undertaken in
connection with the performance of the grant, shall contain additional
endorsements naming the Government of the District of Columbia, and its
officers, employees, agents and volunteers as additional named insured with
respect to liability abilities arising out of the performance of services under the
award.

The grantee shall require its insurance carrier of the required coverage to waive
all rights of subrogation against the District, its officers, employees, agents,
volunteers, contractors and subcontractors.

GRANT MANAGEMENT AND MONITORING
The Department shall develop and implement a plan to appropriately monitor all
grantees to ensure that all grantees perform in accordance with the terms,

conditions and specifications of their grants or subgrants.

The Department shall prepare written reports consistent with the Subrecipient
Monitoring Manual prepared by the Office of the Chief Financial Officer.

GRANT CLOSE OUT
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1813.1

1813.2

1813.3

1813.4

1813.5

All grantees and subgrantees are subject to audit in connection with the close out
of the grant.

A grantee or subgrantee that has been designated high risk, or has expended
$500,000 more in grant funds during the grant year, an independent and in-depth
financial statement and audit of the type required by OMB Circular A133’s
“single audit” for any entity that expends $500,000 or more of grant funds during
the grant year is required.

A grantee or sub-grantees that are assigned a “medium-risk” assessment by their
awarding Department, or those that expend between $499,999 and $250,000, shall
be required to prepare and file at close-out a less-extensive financial statement
report prepared by an independent accountant containing:

@) An income statement;

(b) A balance sheet;

(©) A reconciliation of cash balances;

(d) A reconciliation of stockholder equity (if the grantee is a for-profit entity);
and

(e) An independent review of management’s internal controls.

A grantee or sub-grantee receiving and expending between $25,000 and $249,999
during the grant year shall be required to file a financial statement that contains:

@) An income statement;
(b) A balance sheet;
(©) A reconciliation of cash balances; and

(d) A review of management’s internal controls.

A grantee or sub-grantee assigned a “low-risk” designation, and any other grantee
or sub-grantee that receives and spends up to $24,999, shall file a simple financial
report containing:

€)) An income statement; and

(b) A balance sheet.
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1814

1814.1

1814.2

1814.3

1814.4

1814.5

1814.6

1815

1815.1

1815.2

1899.99

DISALLOWED COSTS

Costs charged to a grant or subgrant that do not comply with the terms of the
award are subject to disallowance.

Upon discovery of a disallowable cost, the Department shall notify the grantee in
writing and specify the amount of the disallowable cost and the reason.

The grantee shall have thirty (30) days to provide a written justification to the
Department as to why the costs should not be disallowed.

The Department shall have forty-five (45) days to review the grantee’s written
justification and issue a decision in writing.

If the Department determines that the costs should be disallowed, reimbursement
in full to the District of said amounts must be made by the grantee within forty-
five (45) calendar days after final official notification from the District.

If the reimbursement is not received in full after forty-five (45) calendar days the
grantee shall receive no further grant or subgrant funds from the District until
such time as the reimbursement is made in full.

RECORDS AND DISPUTES

The Department shall establish and maintain the official records of awarded
grants or subgrants.

The Department shall retain the records of all awarded applications and
subsequent reports for a period that is the greater of:

@) Three (3) years;

(b) The time required by the applicable law, regulation or agreement
governing the funding for such grant; or

(©) At the Department’s discretion, a period longer than three (3) years.
DEFINITIONS
When used in this chapter the following terms shall have the meanings ascribed:

Application Package — A group of specific forms and documents for a specific
funding opportunity, which are used to apply for a grant.
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Disallowed Costs — Charges to a grant award that the awarding agency
determines to be unallowable in accordance with applicable federal cost
principles or other terms and conditions in the grant.

Notice of Funding Availability — A publicly available document by which a
District agency makes known its intentions to award grants, usually as a
result of competition.

Request for Applications- The document that describes the requirements for
grant and subgrant applications.

Comments on the emergency and proposed rule shall be submitted, in writing, to Linda Elam,
Ph.D., MPH, Senior Deputy Director/State Medicaid Director, Department of Health Care
Finance, 899 North Capitol STREET, NE, Suite 6037, Washington, D.C. 20002, via telephone on
(202) 442-9115, via email at DHCFPubliccomments@dc.gov, or online at www.dcregs.dc.gov,
within thirty (30) days after the date of publication of this notice in the D.C. Register. Copies of
the emergency and proposed rule may be obtained from the above address.
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DEPARTMENT OF HEALTH CARE FINANCE

NOTICE OF EMERGENCY AND PROPOSED RULEMAKING

The Director of the Department of Health Care Finance (DHCF), pursuant to the authority set
forth in an Act to enable the District of Columbia to receive federal financial assistance under
Title XIX of the Social Security Act for a medical assistance program, and for other purposes,
approved December 27, 1967 (81 Stat. 774; D.C. Official Code § 1-307.02 (2006 Repl. & 2012
Supp.)) and section 6(6) of the Department of Health Care Finance Establishment Act of 2007,
effective February 27, 2008 (D.C. Law 17-109; D.C. Official Code 8§ 7-771.05(6) (2008 Repl.)),
hereby gives notice of the adoption, on an emergency basis, of amendments to Section 1900
(General Provisions) to 1909 (Fair Hearings), Section 1911 (Requirements for Persons Providing
Direct Services), Section 1912 (Community Support Team Services), and Section 1999
(Definitions) of Chapter 19 (Home and Community-based Waiver Services for Individuals with
Intellectual and Developmental Disabilities) of Title 29 (Public Welfare) of the District of
Columbia Municipal Regulations (DCMR). These emergency and proposed rules establish
standards governing the participation requirements for providers who provide services to
participants in the Home and Community-based Waiver for Individuals with Intellectual and
Developmental Disabilities (ID/DD Waiver) and establish eligibility criteria for services under
the ID/DD Waiver. These rules amend Chapter 19 of Title 29 DCMR consistent with the new
District of Columbia ID/DD Waiver.

The ID/DD Waiver was approved by the Council of the District of Columbia through Res. 19-
0794 on July 27, 2012 and renewed by the U.S. Department of Health and Human Services,
Centers for Medicaid and Medicare Services for a five-year period beginning November 20,
2012. These rules amend the previously published rules by: (1) specifying the twenty-six (26)
Waiver services that are available to people enrolled in the ID/DD Waiver; (2) establishing
guidelines for the delivery of three new services- host home without transportation, bereavement
counseling as part of wellness services, and individualized day supports; (3) establishing new
educational requirements for owner(s) or operators(s) of provider entities; (4) requiring providers
to obtain a National Provider Identification (NPI) number from the National Plan and Provider
Enumeration System Website; (5) establishing provider reporting requirements; (6) identifying
documents that providers must maintain for monitoring and audit reviews; (7) establishing new
record storage requirements; and (8) updating definitions for terms and phrases used in this
chapter.

Emergency action is necessary for the immediate preservation of the health, safety, and welfare
of ID/DD Waiver participants in need of ID/DD Waiver services. The ID/DD Waiver serves
some of the District’s most vulnerable residents. The welfare of these residents depends on the
availability of the multiple services made available under the waiver. In order to ensure that the
residents’ health, safety, and welfare are not threatened by the lapse in access to the approved
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services under the waiver, it is necessary that that these rules be published on an emergency
basis.

The emergency rulemaking was adopted on June 20, 2013, and became effective on that date.
The emergency rules shall remain in effect for one hundred and twenty (120) days or until
October 18, 2013, unless superseded by publication of a Notice of Final Rulemaking in the D.C.
Register. The Director of DHCF also gives notice of the intent to take final rulemaking action to
adopt these proposed rules in not less than thirty (30) days after the date of publication of this
notice in the D.C. Register.

Chapter 19, HOME AND COMMUNITY-BASED WAIVER SERVICES FOR PERSONS
WITH MENTAL RETARDATION AND DEVELOPMENTAL DISABILITIES, of Title
29, PUBLIC WELFARE, of the DCMR, is amended as follows:

Section 1900, GENERAL PROVISIONS, through Section 1909, FAIR HEARINGS are
deleted in their entirety and amended to read as follows:

CHAPTER 19 HOME AND COMMUNITY-BASED WAIVER FOR INDIVIDUALS
WITH INTELLECTUAL AND DEVELOPMENTAL DISABILITIES

1900 GENERAL PROVISIONS

1900.1 The purpose of this chapter is to establish criteria governing Medicaid eligibility
for services under the Home and Community-Based Services (HCBS) Waiver for
Individuals with Intellectual and Developmental Disabilities (Waiver) and to
establish conditions of participation for providers of Waiver services.

1900.2 The Waiver is authorized pursuant to section 1915(c) of the Social Security Act,
approved by the Centers for Medicare and Medicaid Services of the United States
Department of Health and Human Services (CMS), and shall be effective through
November 19, 2017, plus any extensions thereof.

1900.3 The Waiver shall be operated by the Department on Disability Services (DDS),
Developmental Disabilities Administration (DDA), under the supervision of the
Department of Health Care Finance (DHCF).

1900.4 Enrollment of people eligible to receive Waiver services shall not exceed the
ceiling established by the approved Waiver application.

1900.5 Each provider shall be subject to the administrative procedures set forth in

Chapter 13 of Title 29 of the District of Columbia Municipal Regulations
(DCMR) during the provider’s participation in the program.
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1901

1901.1

1901.2

1902

1902.1

COVERED SERVICES AND RATES

Services available under the Waiver shall include the following:

@) Art Therapy;

(b) Behavioral Supports;

(c) Day Habilitation;

(d) Dental;

(e) Employment Readiness;

()] Environmental Accessibilities Adaptations;
(9) Family Training;

(h) Host Home without Transportation;

Q) Individualized Day Supports;

() In-Home Supports;

(K) Occupational Therapy;

() One-Time Transitional Services;

(m)  Personal Care Services;

(n) Personal Emergency Response System;
(0) Physical Therapy;

(p) Residential Habilitation;

(a) Respite;

n Shared Living;

(s) Skilled Nursing;

® Small Group Supported Employment;
(v Speech, Hearing and Language;

(V) Supported Employment;

(w)  Supported Living;

(x) Supported Living with Transportation;
(y)  Vehicle Modifications; and

(2) Wellness.

Medicaid provider reimbursement for Waiver services shall be made according to
the District of Columbia Medicaid fee schedule available online at
https://www.dc-medicaid.com/dcwebportal/nonsecure/feeScheduleDownload.

ELIGIBILITY REQUIREMENTS

In order to be eligible for Waiver services a person shall:

€)] Have a special income level up to 300% of the SSI federal benefit or be
aged and disabled with income up to 100% of the federal poverty level or
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1902.2

1902.3

1902.4

(b)
(©)
(d)

(€)

()

be medically needy as set forth in 42 CFR 435.320, 435.322, 435.324 and
435.330;

Have an intellectual disability;
Be eighteen (18) years of age or older;

Be a resident of the District of Columbia as defined in D.C. Official Code
8 7-1301.03(22);

Have a Level of Care (LOC) determination that the person requires
services furnished in an Intermediate Care Facility for Individuals with
Intellectual Disabilities (ICF/IID) or be a person with related conditions
pursuant to the criteria set forth in § 1902.4; and

Meet all other eligibility criteria applicable to Medicaid recipients
including citizenship and alienage requirements.

Waiver services shall not be furnished to a person who is an inpatient of a hospital,
ICF/IID, or nursing facility.

Each person enrolled in the Waiver shall be re-certified annually as having met all
of the eligibility requirements as set forth in 8 1902.1 for continued participation
in the Waiver.

A person shall meet the LOC determination set forth in 8 1902.1(e) if one of the
following criteria has been met:

(@)

(b)

The person’s primary disability is an intellectual disability with an
intelligence quotient (1Q) of fifty-nine (59) or less;

The person’s primary disability is an intellectual disability with an 1Q of
sixty (60) to sixty-nine (69) and the person has at least one (1) of the
following additional conditions:

1) Mobility deficits;

@) Sensory deficits;

3) Chronic health problems;
4) Behavior problems;

(5) Autism;
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1903

1903.1

1903.2

(©)

(d)

(6) Cerebral Palsy;
(7 Epilepsy; or
(8) Spina Bifida.

The person’s primary disability is an intellectual disability with an 1Q of
sixty (60) to sixty-nine (69) and the person has severe functional
limitations in at least three (3) of the following major life activities:

1) Self-care;

@) Understanding and use of language;
3) Functional academics;

4) Social skills;

(5) Mobility;

(6) Self-direction;

@) Capacity for independent living; or
(8) Health and safety.

The person has an intellectual disability, has severe functional limitations
in at least three (3) of the major life activities as set forth in § 1902.4(c)(1)
through § 1902.4(c)(8), and has one (1) of the following diagnoses:

1) Autism;

(2 Cerebral Palsy;
3) Prader Willi; or
4) Spina Bifida.

LEVEL OF CARE AND FREEDOM OF CHOICE

The DC Level of Need (LON) is a comprehensive assessment tool, which shall be

completed by the DDS Service Coordinator to document the person’s health,
intellectual and developmental health diagnoses, and support needs in all major
life activities to determine the LOC determination criteria specified in § 1902.4.

The person shall meet the LOC as described under 8§ 1902. The following

describes the process for the initial evaluation and re-evaluation:

()

A Qualified Developmental Disabilities Professional (Q/DDP), employed
by DDS, shall perform the initial evaluation and re-evaluation of the LOC
and make a LOC determination; and

010166



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

1903.3

1903.4

1903.5

1903.6

1904

1904.1

(b) Re-evaluations of the LOC shall be conducted every twelve (12) months
or earlier when indicated.

Written documentation of each evaluation and re-evaluation shall be maintained
by DDS for a minimum period of three (3) years, except when there is an audit or
investigation, the records shall be maintained by DDS until the review has been
completed.

Once a person has been determined eligible for services under the Waiver, the
person and/or legal representative shall document the choice of institutional care
or HCBS on a Freedom of Choice form.

The Freedom of Choice form shall consist of:
@) The choice of institutional services; and
(b) The choice of HCBS.

Each person who is not given the choice of HCBS as an alternative to institutional
care in an ICF/IID as set forth in § 1902.1(e), shall be entitled to a fair hearing in
accordance with 42 CFR Part 431, Subpart E.

PROVIDER QUALIFICATIONS

HCBS Waiver provider agencies shall complete an application to participate in
the Medicaid Waiver program and shall submit to DDS both the Medicaid
provider enrollment application and the following organizational information:

@) A resume and three letters of reference proving that the owner(s) or
operators(s) have a degree in the Social Services field or a related field
with at least three (3) years of experience of working with people with
intellectual and developmental disabilities or a degree in a non-Social
Services field with at least five (5) years of experience working with
people with intellectual and developmental disabilities;

(b) Documentation proving that the program manager of the HCBS Waiver
provider agency has a Bachelor’s degree in the Social Services field or a
related field with at least five (5) years of experience in a leadership role
or equivalent management experience working with people with
intellectual and developmental disabilities or a Master’s degree in the
Social Services field or a related field with at least three (3) years of
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(©)

(d)

(€)

(f)

(9)

(h)

1)
(k)

0]
(m)

(n)

experience in a leadership role or equivalent management experience
working with people with intellectual and developmental disabilities;

A copy of their business license issued by the Department of Consumer
and Regulatory Affairs (DCRA);

A description of ownership and a list of major owners or stockholders
owning or controlling five (5%) percent or more outstanding shares;

A list of Board members and their affiliations;

A roster of key personnel, with qualifications, resumes, background
checks, local license, if applicable, and a copy of their position
descriptions;

A copy of the most recent audited financial statement of the agency, if
available;

A copy of the basic organizational documents of the provider, including an
organizational chart, and current Articles of Incorporation or partnership

agreements, if applicable;

A copy of the Bylaws or similar documents regarding conduct of the
agency’s internal affairs;

A copy of the certificate of good standing from the DCRA,;

A copy of their organizational policies and procedures, such as personnel
policies and procedures required by DDS and available at

http://dds.dc.gov/DC/DDS/Developmental+Disabilities+Administration/P
olicies?nav=1&vqgnextrefresh=1;

A copy of their continuous quality improvement plan;

A copy of documentation of their professional/business liability insurance
of at least one (1) million dollars;

A sample of all documentation templates, such as progress notes,

evaluations, intake assessments, discharge summaries, and quarterly
reports; and
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1904.2

1904.3

1904.4

(o) Any other documentation deemed necessary to support the approval as a
provider.

Professional service provider applicants who are in private practice as
independent clinicians and are not employed by an enrolled HCBS Waiver
provider agency or a Home Health Agency, shall complete and submit to DDS the
Medicaid provider enrollment application and the following:

@) Documentation to prove ownership or leasing of a private office, even if
services are always furnished in the home of the person receiving services;

(b) A copy of a professional license in accordance with District of Columbia
Health Occupations Revision Act of 1985, effective March 25, 1986
(D.C. Law 6-99; D.C. Official Code § 3-1201.01 et seq.), as amended, and
the applicable state and local licenses in accordance with the licensure
laws of the jurisdiction where services are provided; and

(©) A copy of the insurance policy verifying at least one (1) million dollars in
liability insurance.

Home Health Agencies shall complete and submit to DDS the Medicaid provider
enrollment application and the following documents:

@) A copy of the Home Health Agency license issued pursuant to the Health-
Care and Community Residence Facility, Hospice and Home Care
Licensure Act of 1983, effective February 24, 1984 (D.C. Law 5-48; D.C.
Official Code § 44-501 et seq.), and implementing rules; and

(b) If skilled nursing is utilized, a copy of the registered nurse or licensed
practical nurse license issued in accordance with District of Columbia
Health Occupations Revision Act of 1985, effective March 25, 1986 (D.C.
Law 6-99; D.C. Official Code § 3-1201.01 et seq.), as amended, and the
applicable state and local licenses in accordance with the licensure laws of
the jurisdiction where services are provided.

In order to provide services under the Waiver and qualify for Medicaid
reimbursement, DDS approved HCBS Waiver providers shall meet the following
requirements:

@) Maintain a copy of the approval letter issued by DHCF;
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(b)

(©)

(d)

(€)

()

(9)

(h)

(i)

@)

(k)

(0

Maintain a current District of Columbia Medicaid Provider Agreement
that authorizes the provider to bill for services under the Waiver;

Obtain a National Provider Identification (NPI) number from the National
Plan and Provider Enumeration System website;

Comply with all applicable District of Columbia licensure requirements
and any other applicable licensure requirements in the jurisdiction where
services are delivered,;

Maintain a copy of the most recent Individual Support Plan (ISP) and Plan
of Care that has been approved by DDS for each person;

Maintain a signed copy of a current Human Care Agreement with DDS for
the provision of services, if determined necessary by DDS;

Ensure that all staff are qualified, properly supervised, and trained
according to DDS policy;

Ensure that a plan is in place to provide services for non-English speaking
people pursuant to DDA’s Language Access Policy available at

http://dc.gov/DC/DDS/Developmental+Disabilities+ Administration/Polici
es/VI.+Administrative+DDA/Langquage+Access+Policy;

Ensure that each staff person providing services has had the Hepatitis B
vaccination and has tested negative for tuberculosis;

Ensure that staff are trained in infection control procedures consistent with
the standards established by the Federal Centers for Disease Control and
Prevention (CDC) and the U.S. Department of Labor, Occupational Safety
and Health Administration (OSHA), as set forth in 29 CFR § 1910.1030;

Ensure compliance with the provider agency’s policies and procedures and
DDS policies such as, reporting of unusual incidents, human rights,
language access, employee orientation objectives and competencies,
individual support plan, most integrated community based setting, health
and wellness standards, behavior management, and protection of the
person’s funds, available at

http://dds.dc.qov/DC/DDS/Developmental+Disabilities+ Administration/P
olicies?nav=1&vqgnextrefresh=1;

Provide a written staffing schedule for each site where services are
provided, if applicable;
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1904.5

(m)
(n)

(0)
(9]
(@)

(r)

(s)

(t)
(u)

Maintain a written staffing plan, if applicable;

Develop and implement a quality assurance system to evaluate the
effectiveness of services provided;

Ensure that a certificate of occupancy is obtained, if applicable;
Ensure that a certificate of need is obtained, if applicable;

Obtain approval from DDS for each site where residential, day,
employment readiness, and supported employment services are provided
prior to purchasing or leasing property;

Ensure that, if services are furnished in a private practice office space,
spaces are owned, leased, or rented by the private practice and used for the
exclusive purpose of operating the private practice;

Ensure that a sole practitioner shall individually supervise assistants and
aides employed directly by the independent practitioner, by the partnership
group to which the independent practitioner belongs, or by the same
private practice that employs the independent practitioner. Individual
supervision requires the independent practitioner to be in the room during
the performance of the service;

Complete the DDA abbreviated readiness process, if applicable; and

Adbhere to the specific provider qualifications in each service rule.

Each service provider under the Waiver for which transportation is included shall:

(@)
(b)

(©)

(d)

(€)

Ensure that each vehicle used to transport a person has valid license plates;

Ensure that each vehicle used to transport a person has at least the
minimum level of motor vehicle insurance required by law;

Present each vehicle used to transport a person for inspection by a certified
inspection station every six (6) months, or as required in the jurisdiction
where the vehicle is registered, and provide proof that the vehicle has
passed the inspection by submitting a copy of the Certificate of
Inspections to DDS upon request;

Ensure that each vehicle used to transport a person is maintained in safe,
working order;

Ensure that each vehicle used to transport a person meets the needs of the
person;
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1905

1905.1

1905.2

1905.3

)] Ensure that each vehicle used to transport a person has seats fastened to
the body of the vehicle;

9) Ensure that each vehicle used to transport a person has operational seat
belts;

(h) Ensure that each vehicle used to transport a person can maintain a
temperature conducive to comfort;

M Ensure that each vehicle used to transport a person is certified by the
Washington Metropolitan Area Transit Commission;

) Ensure that each person is properly seated when the vehicle is in
operation;

(k) Ensure that each person is transported to and from each appointment in a
timely manner;

() Ensure that each person is provided with an escort on the vehicle, when
needed,;

(m)  Ensure that each vehicle used to transport a person with mobility needs is
adapted to provide safe access and use;

(n) Ensure that each staff/employee/contractor providing services meets the
requirements set forth in § 1906 of these rules; and

(o) Ensure that each staff/employee/contractor providing services be certified
in Cardiopulmonary Resuscitation (CPR) and First Aid.

PROVIDER ENROLLMENT PROCESS

Prospective providers shall send a letter of interest to DDA to enroll as a Medicaid
provider of Waiver services.

Upon receipt of the letter of interest, prospective providers shall be invited by
DDA via email to attend an informational meeting at DDA. Preceding the meeting,
providers shall obtain a copy of the Medicaid provider enrollment application at

DDS.dc.gov.

Upon receipt of the Medicaid provider enrollment application by DDA,
prospective providers shall receive an invitation to be interviewed or a denial
letter. The denial letter shall be issued by DDA sixty (60) business days from the
time a Medicaid provider enrollment application is received by DDA and shall
meet the requirements set forth in § 1905.5.

11

010172



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

1905.4

1905.5

1905.6

1905.7

1905.8

1905.9

1905.10

1906

1906.1

If the Medicaid provider enrollment application is incomplete, DDA shall issue a
denial letter, in accordance with 8 1905.5, within sixty (60) business days from the
time a Medicaid provider enrollment application is received.

The denial letter shall include the following:

@) The basis and reasons for the denial of the prospective provider’s
Medicaid provider enrollment application;

(b) The prospective provider’s right to dispute the denial of the application
and to submit written argument and documentary evidence to support its
position; and

(c) A specific reference to the particular sections of relevant statutes and/or
regulations.

The provider interviews shall be conducted by an application review committee at
DDA.

Pursuant to the committee’s recommendation and the overall merit of the
application, DDA shall either issue a denial letter to the prospective providers or
send the application of the DDA-recommended provider to DHCF for its review
within thirty-five (35) business days of the committee’s review date. The denial
letter shall be issued in accordance with the requirements set forth in 8§ 1905.5.

Within thirty (30) business days of DHCF’s receipt of DDA’s recommendation,
DHCEF shall issue an approval or denial letter to the prospective providers. The
denial letter shall be issued in accordance with the requirements set forth in

§ 1905.5.

If a denial letter was issued by DDA or DHCF, the prospective provider shall be
prohibited from submitting an application to enroll as a provider for a year from
the date the Medicaid provider enrollment application was received by DDA.

Each provider shall be subject to the administrative procedures set forth in Chapter
13 of Title 29 DCMR, to the provider certification standards established by DDS,
currently known as the Provider Certification Review process, and to all policies
and procedures promulgated by DDS that are applicable to providers during the
provider's participation in the Waiver program.

REQUIREMENTS FOR DIRECT SUPPORT PROFESSIONALS

The basic requirements for all employees and volunteers providing direct services
are as follows:
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(a)
(b)

(©)

(d)
(€)
(f)

(@)
(h)

Be at least eighteen (18) years of age;

Obtain annual documentation from a physician or other health
professional that he or she is free from communicable disease;

Possess a high school diploma or general educational development (GED)
certificate;

Possess an annual CPR and First Aid certificate;
Complete pre-service and in-service training as described in DDS policy;

Have the ability to communicate with the person to whom services are
provided;

Be able to read, write, and speak the English language;

Participate in competency based training needed to address the unique
support needs of the person, as detailed in his or her ISP; and

Have proof of compliance with the Health-Care Facility Unlicensed
Personnel Criminal Background Check Act of 1998, effective April 20,
1999 (D.C. Law 12-238; D.C. Official Code § 44-551 et seq.); as amended
by the Health-Care Facility Unlicensed Personnel Criminal Background
Check Amendment Act of 2002, effective April 13, 2002 (D.C. Law 14-
98; D.C. Official Code 844-551 et seq.) for the following employees or
contract workers:

1) Individuals who are unlicensed under Chapter 12, Health
Occupations Board, of Title 3 of the D.C. Official Code, who assist
licensed health professionals in providing direct patient care or
common nursing tasks;

2 Nurse aides, orderlies, assistant technicians, attendants, home
health aides, personal care aides, medication aides, geriatric aides,
or other health aides; and

3) Housekeeping, maintenance, and administrative staff for whom it
is foreseeable to come in direct contact with Waiver recipients or
patients.
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1906.2

1907

1907.1

1907.2

1907.3

1907.4

1907.5

1907.6

1907.7

Volunteers who work under the supervision of an individual licensed pursuant to
Chapter 12 of Title 3 of the D.C. Official Code shall be exempt from the
unlicensed personnel criminal background check requirement set forth in §
1906.1(i).

INDIVIDUAL SUPPORT PLAN (ISP)

The ISP is the plan that identifies the supports and services to be provided to the
person and the evaluation of the person’s progress on an on-going basis to assure
that the person’s needs and desired outcomes are being met.

The ISP shall include all Waiver and non-waiver supports and services the person
is receiving or shall receive consistent with his or her needs.

The ISP shall be developed by the person and his or her support team.

At a minimum, the composition of the support team shall include the person being
served, his or her substitute decision maker, other individuals directly involved in
the person’s life as agreed to by the person and the DDS Service Coordinator.

The ISP shall be reviewed and updated annually by the support team. The ISP
may be updated more frequently if there is a significant change in the person’s
status or any other significant event in the person’s life which affects the type or
amount of services and supports needed by the person or if requested by the
person.

The Plan of Care shall be derived from the ISP and shall describe services to be
furnished to the person, the frequency of the services, and the type of provider to
furnish the services.

The provider shall:

@ Ensure that the service provided is consistent with the person’s ISP and
Plan of Care;

(b) Participate in the annual ISP and Plan of Care meeting or Support Team
meetings when indicated; and

(©) Develop a service delivery plan, within thirty (30) days of the initiation of
services, which shall address how the service will be delivered to each
person, after notification by DDS that a service has been authorized.
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1907.8

1907.9

1908

1908.1

1908.2

1908.3

1908.4

1908.5

1908.6

DHCEF shall not reimburse a provider for services that are not authorized in the
ISP, not included in the Plan of Care, furnished prior to the development of the
ISP, furnished prior to receiving a service authorization from DDS, or furnished
pursuant to an expired ISP.

Each provider shall submit to the person’s DDS Service Coordinator a quarterly
report which summarizes the person’s progress made toward achieving the
desired goals and outcomes and identification and response to any issue relative to
the provision of the service.

REPORTING REQUIREMENTS

Each Waiver provider shall submit quarterly reports to the DDS Service
Coordinator no later than seven (7) business days after the end of the first quarter,
and each subsequent quarter thereafter.

For purposes of reporting, the first quarter shall begin on the effective date of a
person’s ISP.

Each Waiver provider shall submit assessments, quarterly reports as set forth in §
1909.2(0), service delivery plans as set forth in § 1909.2(i), and physician orders,
if applicable, to the DDS Medicaid Waiver unit for the authorization of services.

Each Waiver provider shall complete all documents required for authorization of
services as set forth in each service rule and shall submit the documents to the
DDS Service Coordinator at the ISP meeting. Failure to submit all required
documents prior to the effective date of the ISP may result in a delay of the
approval of services. The date of the authorization of services shall be the date of
receipt of the required documents by the Medicaid Waiver Unit, if the documents
are submitted after the effective date of the ISP.

Each Waiver provider shall report on a quarterly basis to the person served, his or
her family and/or guardian, and the DDS Service Coordinator about the
programming and support provided to fulfill the objectives and outcomes
identified in the ISP and Plan of Care, and any revisions to the ISP and Plan of
Care, when necessary, to promote continued skill acquisition, no later than seven
(7) business days after the end of the first quarter, and each subsequent quarter
thereafter.

Each Waiver provider shall report all serious reportable incidents to DDS
pursuant to the timelines established under DDA’s Incident Management and
Enforcement Policy and Procedures, available at
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1909

1909.1

1909.2

http://dds.dc.qov/DC/DDS/Developmental+Disabilities+ Administration/Policies?

nav=1&vagnextrefresh=1.

RECORDS AND CONFIDENTIALITY OF INFORMATION

Each Waiver provider shall allow appropriate personnel of DHCF, DDS and other
authorized agents of the District of Columbia government or of other jurisdictions
where services are provided, and the federal government full access to all records
during announced and unannounced audits and reviews.

Each Waiver provider entity shall maintain the following records for each person
receiving services for monitoring and audit reviews:

(a)

(b)

(©)
(d)
(€)

(f)
(9)
(h)

The general information including each person’s name, Medicaid
identification number, address, telephone number, date of birth, sex, name
and telephone number of emergency contact person, physician's name,
address and telephone number, and the DDS Service Coordinator’s name
and telephone number;

A copy of the most recent DDS approved ISP and Plan of Care indicating
the requirement for and identification of a provider who shall provide the
services in accordance with the person’s needs, if applicable;

A record of all service authorization and prior authorizations for services;
A record of all requests for change in services;
The person’s medical records;

A discharge summary, if applicable;
A written staffing plan, if applicable;

A back-up plan detailing who shall provide services in the absence of staff
when the lack of immediate care poses a serious threat to the person’s
health and welfare;

A service delivery plan containing the following information:
Q) The name of the person receiving services;

(2 The results of the provider’s functional assessment for service
delivery, if applicable;
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@)
(k)

(h

(3)

(4)
()

(6)
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A schedule of the person’s activities in the community, if
applicable, including strategies to execute goals identified in the
service delivery plan and the date and time of the activity, if
applicable;

The staff as identified in the staffing plan, if applicable;

The age-appropriate and measurable goals based on the assessment
tool consistent with the duration of time spent at the provider’s
facility or the community venue, if applicable; and

The teaching strategies utilized to execute goals in the service
delivery plan and the person’s response to the teaching strategy, if
applicable.

The records relating to adjudication of claims;

The records necessary to demonstrate compliance with all rules and
requirements, guidelines, and standards for the implementation and
administration of the Waiver;

A supervision plan for each staff member who is classified as a Direct
Support Professional (DSP), developed and implemented by a provider
designated staff member, containing the following information:

1)

)

3)
(4)
(5)
(6)
(")

(8)

The DSP’s place of employment, including the name of the
provider entity or day services provider;

The name of the DSP’s supervisor who shall have at least three (3)
year’s experience working with persons with intellectual and
developmental disabilities;

At minimum, the three (3) goals for supervision;

The name of the DSP and date of hire;

A list of personalized support services provided by the DSP;
The start and end time of the supervision of the DSP;

The methods of supervision, such as direct observation and note
review;

A description of the person’s health care needs served by the DSP,
as appropriate;
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(m)

(n)

(9)

(10)
(11)

(12)

(13)

(14)

VOL. 60 - NO. 30 JULY 12, 2013

A description of the DSP’s duties and responsibilities, including
teaching methods utilized;

A description of the DSP’s work setting;
A comment section for the DSP’s feedback;

A statement of affirmation by the DSP’s supervisor confirming
statements are true and accurate;

The signature, date, and title of the DSP; and

The signature, date, and title of the DSP’s supervisor.

The daily progress notes, as set forth in each service rule, containing the
following information:

1)

()
©)
(4)

(5)

The progress in meeting the specific goals in the ISP and Plan of
Care that are addressed on the day of service and relate to the
provider’s scope of service;

The unusual health or behavioral events or change in status;
A listing of all community activities attended by the person;

The start time and end time of any services received including the
DSP’s signature; and

The matters requiring follow-up on the part of the Waiver service
provider or DDS.

The reports on a quarterly basis, containing the following information:

(1)

()

©)

(4)

An analysis of the goals identified in the ISP and Plan of Care and
monthly progress towards reaching the goals;

The service interventions provided and the effectiveness of those
interventions;

A summary analysis of all habilitative support activities that
occurred during the quarter;

The modifications or recommendations that may be required to the
service delivery plan, ISP, and Plan of Care from the summary
analysis; and
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1909.3

1909.4

1909.5

1909.6

1909.7

1909.8

1909.9

(5) A copy of any ISP amendments to implement the changes made
pursuant to the summary analysis under (3).

Each Waiver provider shall maintain all records, including but not limited to,
progress reports, financial records, medical records, treatment records, and any
other documentation relating to costs, payments received and made, and services
provided, for six (6) years from service initiation or until all audits, investigations,
or reviews are completed, whichever is longer.

Each Waiver provider agency and independent practitioner shall maintain records
to document staff training and licensure requirements, for a period of no less than
six (6) years.

Each Waiver provider shall secure service records for each person in a locked
room or file cabinet and limit access only to authorized individuals.

The disclosure of treatment information by a Waiver provider shall be subject to
all provisions of applicable federal and District laws and rules, for the purpose of
confidentiality of information.

For residential providers, the records, including program, medical, and financial
records, for the current ISP, shall be located at the person’s residence. Providers
shall archive their records annually and ensure that they are available upon
request.

For day providers, the records, including program, medical, and financial records,
for the current ISP, shall be located at the day program. Providers shall archive
their records annually at their central office.

If the provider maintains electronic records, the electronic records shall be
immediately available in an established electronic record keeping system. The
electronic record keeping system shall:

@) Have reasonable controls to ensure the integrity, accuracy, authenticity,
and reliability of the records kept in electronic format;

(b) Be capable of retaining, preserving, retrieving, and reproducing the
electronic records;

(©) Be able to readily convert paper originals stored in electronic format back
into legible and readable paper copies;
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(d)
(€)

Be able to create back-up electronic file copies; and

Provide appropriate level of security for records to comply with federal
requirements for safeguarding information.

Section 1911, REQUIREMENTS FOR PERSONS PROVIDING DIRECT SERVICES, is
deleted in its entirety and amended to read as follows:

1911 INDIVIDUAL RIGHTS

1911.1 Each Waiver provider shall develop and adhere to policies which ensure that each
person receiving services has the following rights:

(a)
(b)
(©)
(d)

(€)

(f)

(9)

(h)

()

To be treated with courtesy, dignity, and respect;
To participate in the planning of his or her care and treatment;
To receive treatment, care, and services consistent with the ISP;

To receive services by competent personnel who can communicate with
the person;

To refuse all or part of any treatment, care, or service and be informed of
the consequences;

To be free from mental and physical abuse, neglect, and exploitation from
staff providing services;

To be assured that for purposes of record confidentiality, the disclosure of
the contents of his or her personal records is subject to all the provisions of

applicable District and federal laws and rules;

To voice a complaint regarding treatment or care, lack of respect for
personal property by staff providing services without fear of retaliation;

To have access to his or her records; and
To be informed orally and in writing of the following:

(1)  The services to be provided, including any limitations;
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1911.2

@) The amount charged for each service, the amount of payment
received/authorized for him or her and the billing procedures, if
applicable;

3) Whether services are covered by health insurance, Medicare,
Medicaid, or any other third party source;

4) An acceptance, a denial, a reduction, or a termination of services;
(5) The complaint and referral procedures;

(6) The name, address, and telephone number of the provider; and
@) The telephone number of the DDS customer complaint line.

Each provider shall notify DDS of any incidents as set forth in DDS's Policy and
Procedure entitled "Incident Management and Enforcement”.

Section 1912, COMMUNITY SUPPORT TEAM SERVICES, is deleted in its entirety and
amended to read as follows:

1912

19121

1912.2

1912.3

1912.4

INITIATING, CHANGING, OR TERMINATING ANY APPROVED
SERVICE

A provider shall provide DDS and DHCF, at least thirty (30) calendar days
advance written notice of intent to initiate, reduce, or terminate services.

In accordance with 42 CFR § 431.210 and D.C. Official Code § 4-205.55(a)(2), a
provider shall give people receiving services or the person’s representative and
the DDS Service Coordinator at least thirty (30) calendar days advance written
notice prior to the effective date of the termination or reduction of services, and
be responsible for notifying DDS of any person who is undergoing treatment of
an acute condition.

The written notice shall comply with the requirements of 42 CFR § 431.210 and
D.C. Official Code 8§ 4-205.55(a)(2) and the provider shall transfer the person’s
original record to the new service provider at the time of the transfer, unless the
person is deceased or no longer chooses to participate in the Waiver program.

The DDS Service Coordinator shall be responsible for initiating, changing, or
terminating Waiver services for each person in accordance with the ISP and
identifying those people for whom HCBS are no longer an appropriate alternative.
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1912.5

1912.6

1912.7

The provider shall notify DDS in writing whenever any of the following
circumstances occur:

@ The death of a person;

(b) The hospitalization of a person or any other circumstance in which Waiver
services are interrupted for more than seven (7) days;

(c) The person is discharged or terminated from services; or
(d) Any other delay in the implementation of Waiver services.

In the event of a person’s death, a provider shall comply with all written notice
requirements and any policies established by DDA in accordance with DDA’s
Incident Management and Enforcement Policy and Procedures available at

http://dds.dc.qov/DC/DDS/Developmental+Disabilities+ Administration/Policies?
nav=1&vagnextrefresh=1.

When the health and safety of the person or provider agency personnel is
endangered, the thirty (30) calendar days advance notice shall not be required.
The provider shall notify the person or the person's representative and the DDS
Service Coordinator as soon as possible and send a written notice on the date of
termination in accordance with 42 CFR § 431.210 and D.C. Official Code § 4-
205.55(a)(2).

Section 1999, DEFINITIONS, is deleted in its entirety and amended to read as follows:

1999

DEFINITIONS

When used in this chapter, the following terms and phrases shall have the
meaning ascribed:

Abbreviated Readiness Process- A process that assures that existing providers
that have been approved as HCBS Waiver providers possess and
demonstrate the capability to effectively serve people with disabilities and
their families by providing the framework for identifying qualified
providers ready to begin serving people in the Waiver and assisting those
providers already in the DDS/DDA system who may need to improve
provider performance.

Archive — Maintenance and storage of records.
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Individual Support Plan (ISP) - Identifies the supports and services to be
provided to the person and the evaluation of the person’s progress on an
on-going basis to assure that the person’s needs and desired outcomes are
being met.

Intermediate Care Facility for Individuals with Intellectual Disabilities - The
same as an “Intermediate Care Facility for Individuals with Mental
Retardation” as set forth in section 1905(d) of the Social Security Act.

Qualified Developmental Disabilities Professional - A person who Oversees
the initial habilitative assessments of people, develop, monitor, and review
ISPs, and integrate and coordinate Waiver services.

Plan of Care - A written service plan that meets the requirements set forth in
Section 1907.6 of Title 29 DCMR, is signed by the person receiving
services, and is used to prior authorize Waiver services.

Provider - Any entity that meets the Waiver service requirements, has signed a
Medicaid Provider Agreement with DHCF to provide those services, and
is enrolled by DHCF to provide Waiver services.

Registered Nurse - An individual who is licensed or authorized to practice
registered nursing pursuant to the District of Columbia Health
Occupations Revisions Act of 1985, effective March 25, 1986 (D.C. Law
6-99; D.C. Official Code § 3-1201 et seq.), as amended, or licensed as a
registered nurse in the jurisdiction where services are provided.

Service Coordinator — The DDS staff responsible for coordinating a person’s
services pursuant to their ISP and Plan of Care.

Service Delivery Plan- Specifies how the authorized services will be delivered to
the person.

Serious Reportable Incident - Events that due to severity require immediate
response by, notification to, and investigation by DDS in addition to the
internal review and investigation by the provider agency. Serious
reportable incidents include death, allegations of abuse, neglect or
exploitation, serious physical injury, inappropriate use of restraints,
suicide attempts, serious medication errors, missing persons, and
emergency hospitalization.
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Waiver - The HCBS Waiver for Individuals with Intellectual and Developmental
Disabilities as approved by the Council of the District of Columbia
(Council) and CMS, as may be further amended and approved by the
Council and CMS.

Comments on these rules should be submitted in writing to Linda Elam, Ph.D., M.P.H., Medicaid
Director, Department of Health Care Finance, Government of the District of Columbia, 899
North Capitol Street, NE, 6th Floor, Washington DC 20002, via telephone on (202) 442-9115,
via email at DHCFPubliccomments@dc.gov, or online at www.dcregs.dc.gov, within thirty (30)
days of the date of publication of this notice in the D.C. Register. Additional copies of these
rules are available from the above address.
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GOVERNMENT OF THE DISTRICT OF COLUMBIA

ADMINISTRATIVE ISSUANCE SYSTEM

Mayor’s Order 2013-120
July 8,2013

SUBJECT: Reappointment — Board of Nursing

ORIGINATING AGENCY: Office of the Mayor

By virtue of the authority vested in me as Mayor of the District of Columbia pursuant to
section 422(2) of the District of Columbia Home Rule Act, approved December 24, 1973,
87 Stat. 790, Pub. L. 93-198, D.C. Official Code § 1-204.22(2) (2012 Supp.), and in
accordance with section 204 of the District of Columbia Health Occupations Revision
Act of 1985, effective March 25, 1986, D.C. Law 6-99, D.C. Official Code § 3-1202.04
(2012 Supp.), which established the Board of Nursing (“Board”), it is hereby
ORDERED that:

L. MARY E. IVEY, whose nomination was submitted by the Mayor on March 19,
2013, and was deemed approved by the Council of the District of Columbia
pursuant to Proposed Resolution 20-0153 on May 25, 2013, is reappointed as a
consumer member of the Board, for a term to end July 21, 2015.

2. EFFECTIVE DATE:  This Order shall become effective immediately.

ATTEST:

SECRETARY OF THE DISTRICT OF COLUMBIA
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GOVERNMENT OF THE DISTRICT OF COLUMBIA

ADMINISTRATIVE ISSUANCE SYSTEM

Mayor’s Order 2013-121
July 8, 2013

SUBJECT: Appointments - Commission on African-American Affairs

ORIGINATING AGENCY: Office of the Mayor

By virtue of the authority vested in me as Mayor of the District of Columbia by section
422(2) of the District of Columbia Home Rule Act, approved December 24, 1973, 87
Stat. 790, Pub. L. 93-198, D.C. Official Code § 1-204.22(2) (2012 Supp.), and in
accordance with the Commission on African-American Affairs Establishment Act of
2012, effective March 14, 2012, D.C. Law 19-106, D.C. Official Code § 3-1441 et seq.
(2012 Supp.), which established the Commission on African-American Affairs
(“Commission”), it is hereby ORDERED that:

1,

LYDIA SERMONS, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council of the District of
Columbia (“Council”) was deemed approved on June 15, 2013 pursuant to
Proposed Resolution 20-0205, is appointed as a member of the Commission, for a
term to end two years from the date of this Mayor’s Order.

DR. MAURICE JACKSON, who was nominated by the Mayor on April 22,
2013 and, following a forty-five day period of review by the Council was deemed
approved on June 15, 2013 pursuant to Proposed Resolution 20-0206, is
appointed as a member of the Commission, for a term to end three years from the
date of this Mayor’s Order.

CHARLES EVANS, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0207, is appointed as a
member of the Commission, for a term to end two years from the date of this
Mayor’s Order.

REV. RAYMOND MASSENBURG, who was nominated by the Mayor on April
22, 2013 and, following a forty-five day period of review by the Council was
deemed approved on June 15, 2013 pursuant to Proposed Resolution 20-0208, is
appointed as a member of the Commission, for a term to end one year from the
date of this Mayor’s Order.
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Mayor’s Order 2013-121
Page 2 of 3

B CHARLES HICKS, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0209, is appointed as a
member of the Commission, for a term to end two years from the date of this
Mayor’s Order.

6. DIANNE DALE, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0210, is appointed as a
member of the Commission, for a term to end one year from the date of this
Mayor’s Order.

7. ABSALOM JORDAN, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0211, is appointed as a
member of the Commission, for a term to end one year from the date of this
Mayor’s Order.

8. KELLY NAVIES, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0212, is appointed as a
member of the Commission, for a term to end three years from the date of this
Mayor’s Order.

9, DR. KA’MAL MCCLARIN, who was nominated by the Mayor on April 22,
2013 and, following a forty-five day period of review by the Council was deemed
approved on June 15, 2013 pursuant to Proposed Resolution 20-0213, is
appointed as a member of the Commission, for a term to end three years from the
date of this Mayor’s Order.

10.  BRIAN ROBERTS, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0214, is appointed as a
member of the Commission, for a term to end one year from the date of this
Mayor’s Order.

11.  DR.JESSE BEMLEY, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0215, is appointed as a
member of the Commission, for a term to end two years from the date of this
Mayor’s Order.
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Mayor’s Order 2013-121
Page 3 of 3

12. REV. ANTHONY MOTLEY, who was nominated by the Mayor on April 22,
2013 and, following a forty-five day period of review by the Council was deemed
approved on June 15, 2013 pursuant to Proposed Resolution 20-0216, is
appointed as a member of the Commission, for a term to end one year from the
date of this Mayor’s Order.

13. CARLTON TERRY, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0217, is appointed as a
member of the Commission, for a term to end three years from the date of this
Mayor’s Order.

14. DR. JOHN W. FRANKLIN, who was nominated by the Mayor on April 22,
2013 and, following a forty-five day period of review by the Council was deemed
approved on June 15, 2013 pursuant to Proposed Resolution 20-0218, is
appointed as a member of the Commission, for a term to end three years from the
date of this Mayor’s Order.

15. DR. CLARENCE LUSANE, who was nominated by the Mayor on April 22,
2013 and, following a forty-five day period of review by the Council was deemed
approved on June 15, 2013 pursuant to Proposed Resolution 20-0219, is
appointed as a member of the Commission, for a term to end three years from the
date of this Mayor’s Order.

16. PATSY FLETCHER, who was nominated by the Mayor on April 22, 2013 and,
following a forty-five day period of review by the Council was deemed approved
on June 15, 2013 pursuant to Proposed Resolution 20-0220, is appointed as a
member of the Commission, for a term to end two years from the date of this
Mayor’s Order.

17. EFFECTIVE DATE:  This Order shall be effective immediately.
Vet c
VINCENT C. G
MAYOR

SECRETARY OF THE DISTRICT OF COLUMBIA

ATTEST:
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GOVERNMENT OF THE DISTRICT OF COLUMBIA

ADMINISTRATIVE ISSUANCE SYSTEM

Mayor’s Order 2013-122
July 8, 2013

SUBJECT: Appointment — District of Columbia Workforce Investment Council

ORIGINATING AGENCY: Office of the Mayor

By virtue of the authority vested in me as Mayor of the District of Columbia by sections
422(2) and (11) of the District of Columbia Home Rule Act, approved December 24,
1973, 87 Stat. 790, Pub. L. 93-198, D.C. Official Code §§ 1-204.22(2) and (11) (2012
Supp.), and in accordance with Mayor’s Order 2011-114, dated July 1, 2011, it is hereby
ORDERED that:

1. ABIGAIL SMITH, Acting Deputy Mayor for Education, is appointed to
the District of Columbia Workforce Investment Council, replacing
De’Shawn Wright, as a member, and shall serve in that capacity at the
pleasure of the Mayor.

2. EFFECTIVE DATE: This Order shall become effective immediately.

W (1'
VINCENT C. G
MAYOR

CYNTHIA BROCK-SMITH
Y OF THE DISTRICT OF COLUMBIA

ATTEST:
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION
ALCOHOLIC BEVERAGE CONTROL BOARD

NOTICE OF MEETING
AGENDA

WEDNESDAY, JULY 17, 2013 AT 1:00 PM
2000 14™ STREET, N.W., SUITE 400S, WASHINGTON, D.C. 20009

1. Review Change of Hours Application. Approved Hours of Operation and Alcoholic
Beverage Sales Monday through Saturday 9am-12am. Proposed Hours of Operation Sunday
9am to 9pm; Monday through Saturday 7am to 12am. Lax Wine & Spirits, 3035 Naylor
Road SE Retailer A, Lic.#: 82054.

2. Request to add Entertainment Endorsement/Dancing/Cover Charge. Conflicts with SA.
Show Cause Hearing held June 26, 2013. Sahara Hookah Lounge, 1200 H Street NE
Retailer CT, Lic.#: 87558.

3. Request for Class Change from CR to CT. No Prohibition. Marx Café, 3203 Mt. Pleasant
Street NW Retailer CT, Lic.#: 74712.

4. Review of additional documentation to make determination of full service grocery store.
Each Peach Market, 3068 Mt. Pleasant Street NW Retailer B, Lic.#: 92449.

5. Review request for extension to sell existing inventory purchased under Class A license.
Chesapeake Big Market, 601 Chesapeake Street SE Retailer B, Lic.#: 91126.

6. Request to remove License from Safekeeping. Request also states licensee has a new tenant
and would like to transfer the license to that entity. Chloe Restaurant t/a District Lounge,
2473 18th Street NW Retailer CR, Lic.#: 91034.

7. Review of request dated July 3, 2013 from E& J Gallo Winery for approval to provide
retailers with products valued at more than $50 and less than $500.

8. Review of Requests dated July 3, 2013 and July 5, 2013from Washington Wholesale Liquor
Company for approval to provide retailers with products valued at more than $50 and less
than $500.
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Board’s Agenda — July 17, 2013 - Page 2

9. Review of letter, dated July 1, 2013, from Ashok Bajaj requesting permission to store records
off site at another location in the District. NOPA, 800 F Street NW Retailer CR02, Lic.#:
90984.

10. Review of letter, dated July 8, 2013, from James and Mazine Bell requesting reinstatement
as Protestants for Busboys & Poets. The Protestants were dismissed at the Roll Call Hearing
for failure to appear. Busboys & Poets, 235 Carroll Street NW Retailer CR03, Lic.#: 92008.

11. Review of letter, dated July 8, 2013, from Jerry Moore requesting reinstatement of the
renewal for Bon Appetit Management Company's License. Bon Appetit Management
Company was dismissed at the Roll Call Hearing for failure to appear. Bon Appetit
Management Company, 4400 Massachusetts Avenue NW Retailer DRO3, Lic.#: 71077.

* In accordance with Section 405(b) of the Open Meetings Amendment Act of 2010, this
portion of the meeting will be closed for deliberation and to consult with an attorney to
obtain legal advice. The Board’s vote will be held in an open session, and the public is
permitted to attend.
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ALCOHOLIC BEVERAGE REGULATION ADMINISTRATION
ALCOHOLIC BEVERAGE CONTROL BOARD

NOTICE OF MEETING
INVESTIGATIVE AGENDA

WEDNESDAY, JULY 17, 2013
2000 14™ STREET, N.W., SUITE 400S, WASHINGTON, D.C. 20009

On July 17, 2013 at 4:00 pm, the Alcoholic Beverage Control Board will hold a
closed meeting regarding the matters identified below. In accordance with Section 405(b)
of the Open Meetings Amendment Act of 2010, the meeting will be closed “to plan, discuss,
or hear reports concerning ongoing or planned investigations of alleged criminal or civil
misconduct or violations of law or regulations.”

1. Case#13-CC-00031 Compact Market, 1613 MONTELLO AVE NE Retailer B Retail -
Grocery, License#: ABRA-074267

2. Case#13-CC-00032 Greenway Liquors, 3700 MINNESOTA AVE NE Retailer A Retail -
Liquor Store, License#: ABRA-075614

3. Case#t13-251-00052 Recessions I, 1823 L ST NW B Retailer C Restaurant, License#: ABRA-
060567

4. Case#13-CMP-00221 Petworth Liquors, 3210 GEORGIA AVE NW Retailer A Retail - Liquor
Store, License#: ABRA-072626

5. Case#13-CMP-00251 L'Enfant Cafe & Bar, 2000 18TH ST NW Retailer C Restaurant,
License#: ABRA-060658

6. Case#13-251-00071 Ozio Martini & Cigar Lounge, 1813 M ST NW Retailer C Nightclub,
License#: ABRA-023167

7. Case#13-AUD-00048 Standard, 1801 14TH ST NW Retailer C Restaurant, License#: ABRA-
083769

Page 1 of 2
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8. Case#13-CMP-00223 Fuel Pizza & Wings, 1606 K ST NW Retailer C Restaurant, License#:
ABRA-088452

9. Case#t13-CC-00034 7TH L Street Market, 700 L ST SE Retailer B Retail - Class B, License#:
ABRA-088611

10. Case#13-CC-00029 Dulcinea Bar and Grill, 2618 GEORGIA AVE NW Retailer C
Restaurant, License#: ABRA-088870

Page 2 of 2
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DISTRICT OF COLUMBIA
EXECUTIVE OFFICE OF THE MAYOR
OFFICE ON AGING
NOTICE OF FUNDING AVAILABILITY

Fiscal Year 2014 Aqging and Disability Resource Center Program Grants

The Government of the District of Columbia, Office on Aging (DCOA) is soliciting applications
from qualified applicants to provide a full array of services and activities designed to enhance the
overall health and well-being of the District’s elderly population, aged 60 and above and persons
18-59 years old with disabilities.

Funding is available for successful applicants to serve Wards 1-8 in the District of Columbia.
Funding is available through the Office on Aging from both Federal and District appropriated

funds.

The purpose of these funds is to complement existing supportive and social services and start up
programs for the targeted populations living in the District of Columbia. Examples of the service
areas include, but are not limited to the following list.

VVVVVVVVVVVVYVYVVYVYYYYVY

Comprehensive Assessment

Case Management

Congregate Meals

Counseling

Health Promotion

Home Delivered Meals

Nutrition Counseling

Nutrition Education

Recreation Socialization

Transportation of Home Delivered Meals

Transportation to Site and Activities

Weekend Congregate Meals

Weekend Home Delivered Meal Service

Information, Referral and Awareness

Person Centered Transition and Support

Streamlined Eligibility Determination for Public Programs
Consumer Populations, Partnerships and Stakeholder Involvement
Quality Assurance and Continuous Improvement

In addition, the operators of the Aging and Disability Resource Centers have the following
responsibilities:

1.

Develop and implement a needs assessment to identify the needs in the target
community/ward;
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2. Develop and implement a structured community outreach program; and
3. Establish a Members Advisory Council to serve as advisors to help develop a coordinated
service delivery system.

Applicants who apply to this Request for Application must design services and document
performance outcomes to meet the complex and ever-changing needs of the elderly individuals
with the greatest economic and/or social needs, with particular emphasis on low-income,
minority elderly populations.

Nonprofit organizations with places of business within the physical boundaries of the District of
Columbia are eligible to apply. For profit organizations with places of business within the
physical boundaries of the District of Columbia are also eligible to apply, but must not include
profit in their grant application.

The RFA will be released July 12, 2013, and the deadline for submission is August 19, 2013, at
4:30 p.m. Applications can be obtained from the D.C. Office on Aging, 500 K Street, NE,
Washington, DC 20002. The RFA will also be available on the Office on Aging’s website,
www.dcoa.dc.gov and on the Office of Partnerships and Grants website, www.opgd.dc.gov .
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BRIDGES PUBLIC CHARTER SCHOOL
REQUEST FOR PROPOSALS
ABA / VB Consultative Services

Bridges Public Charter School invites all interested parties to submit proposals to provide training
and consultative support services to the school for Applied Behavior Analysis/VVerbal Behavior
instruction within the classroom setting. Proposals are due no later than 12:00 PM Friday, July 12,
2013. The complete RFP can be obtained by contacting Olivia Smith via email at

osmith@bridgespcs.org.

010197



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

COMMUNITY ACADEMY PUBLIC CHARTER SCHOOLS (CAPCYS)
REQUEST FOR PROPOSALS
Educational Consulting Services

The Dorothy I. Height Community Academy Public Charter Schools (CAPCS) is soliciting
proposals from qualified educational consultants to provide up to 7 days per month of consulting
services in the areas of leadership; culture; curriculum and instruction; school improvement;
professional development; ELL/SPED; parent engagement. Description of relevant experience,
references and cost structure required. Contact Toby Hairston at tobyhairston@capcs.org for a
scope of work. Final proposals submitted electronically are due Friday, July 19, 2013.
CAPCS RESERVES THE RIGHT TO CANCEL THIS RFP AT ANY TIME.
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D.C. CORRECTIONS INFORMATION COUNCIL

NOTICE OF PUBLIC MEETING

The DC Corrections Information Council (CIC) will hold a meeting open to the public on
July 9, 2013 from 6:30 until 8:00 pm. For additional information about the meeting, please
contact Cara Compani, CIC Program Analyst, at (202)445-7623 or DC.CIC@dc.gov.

The CIC is an independent monitoring body mandated to inspect and monitor conditions of
confinement at facilities operated by the Federal Bureau of Prisons (BOP), D.C. Department of
Corrections (DOC) and their contract facilities where D.C. residents are incarcerated. Through
its mandate the CIC will collect information from many different sources, including site visits,
and report its observations and recommendations.

Below is the meeting agenda. More information is available on our website
https://sites.google.com/a/dc.gov/cic/.

DRAFT AGENDA

VI.
VII.
VIII.
IX.
X.
XI.

Call to Order (Board Chair)

Roll Call (Board Chair)

Update on: FCI Fairton, Video Visitation at DC Jail, FCI Manchester, USP McCreary &
Fairview

CIC Upcoming Tour Schedule

Memorandum of Understanding (MOU) with the Federal Bureau of Prisons
Community Outreach Interns

Questions/Comments

Schedule Next CIC Open Meeting and Set Open Meeting Schedule

Vote to Close Remainder of Meeting, pursuant to DC Code 2-574(c)(1)
Closed Session of Meeting (if approved by majority of CIC Board)
Adjournment (Board Chair)

CLOSED MEETING

Closed Session of Meeting (if approved by majority of CIC Board)
Adjournment (Board Chair)
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OFFICE OF STATE SUPERINTENDENT OF EDUCATION
Notice of Funding Availability
Fiscal Year 2014 21st Century Community Learning Centers Grant
Request for Application Release Date: Friday, June 28, 2013
Application Submission Deadline: Friday, September 6, 2013

The Division of Elementary and Secondary Education, within the Office of the State Superintendent of
Education (OSSE), will be soliciting grant proposals from District of Columbia community based
organizations and local education agencies. The purpose of the 21st Century Community Learning
Centers Program (21st CCLC) is to establish or expand community learning centers that provide students
with academic enrichment opportunities along with activities designed to complement the students’
regular academic program. 21% CCLCs offer the students’ families literacy and related educational
development. 21st CCLC programs, which can be located in elementary or secondary schools or other
similarly accessible facilities, provide a range of high-quality services to support student learning and
development. At the same time, centers help working parents by providing a safe environment for
students during non-school hours or periods when school is not in session.

Authorized under Title IV, Part B, of the Elementary and Secondary Education Act (ESEA), as amended,
the law’s specific purposes are to:

e provide opportunities for academic enrichment, including providing tutorial services to
help students (particularly students in high-poverty areas and those who attend low-
performing schools) meet State and local student performance standards in core academic
subjects such as reading and mathematics;

o offer students a broad array of additional services, programs, and activities, such as youth
development activities; drug and violence prevention programs; counseling programs; art,
music, and recreation programs; technology education programs; and character education
programs that are designed to reinforce and complement the regular academic program of
participating students; and

o offer families of students served by community learning centers opportunities for literacy
and related educational development.

Program costs must be paid, not merely incurred, by the awardee to the payee prior to requesting
reimbursement. All awards will be reviewed annually for consideration of continued funding. To receive

more information or for a copy of this RFA, please contact:

Sheryl Hamilton

Office of the State Superintendent of Education
810 First Street, NE, 5" Floor

Washington, D.C. 20002

Telephone: (202) 741-6404

Email: 21stcclc.info@dc.gov

The RFA and applications will also be available on the www.o0sse.dc.gov.

010200



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

OFFICE OF THE STATE SUPERINTENDENT OF EDUCATION
Notice of Funding Availability

The Appropriations Act Competition for Special Populations
(3 and 4 year olds)

Application Release Date: July 26, 2013
Application Due Date: August 15, 2013
Award Announcement Date: September 30, 2013

The Office of the State Superintendent of Education (OSSE) will issue a Request for
Applications to support eligible District of Columbia public charter schools that serve three (3)
and four (4) year-olds in a preschool or pre-kindergarten program. The purpose of these funds is
to assist low-income preschool and pre-kindergarten three (3) and four (4) year olds in the
development of school readiness skills.

Local Education Agencies (LEAS) with at least a thirty-five percent (35%) poverty rate and at
least a forty (40%) enrollment of three (3) and four (4) year-olds are eligible to apply. LEAs
must commit to spending all grant funds awarded under this competition by September 30, 2014.

School Readiness for Special Populations

LEAs may apply for grants to implement supplemental activities that support literacy and
mathematics skill development, with emphasis on supports designed to increase student
achievement. Activities outlined should enhance the quality of preschool or pre-kindergarten
programming and should be academic in nature.

Approximately Six Hundred Thirty Thousand Dollars ($630,000.00) in grant funds will be
available for this grant competition. Please refer to the list of eligible LEAs in the table below.

ELIGIBLE LEAs:
AppleTree Early Learning Public Charter School
Bridges Public Charter School
Creative Minds Public Charter School
DC Scholars Public Charter School
Eagle Academy Public Charter School
Mundo Verde Public Charter School
Shining Stars Montessori Public Charter School

To receive more information, please contact:

Faida Fuller
Interim Director, Fiscal Operations and Grants Management
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Office of the State Superintendent of Education
810 First Street, NE, 5 Floor

Washington, D.C. 20002

Email: faida.fuller@dc.gov

A copy of the application will be available on July 26, 2013, on OSSE’s website at
WWW.0sse.dc.gov.
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DISTRICT DEPARTMENT OF THE ENVIRONMENT

FISCAL YEAR 2013

PUBLIC NOTICE

Notice is hereby given that, pursuant to 40 C.F.R. Part 51.161, and D.C. Official Code §2-505,
the Air Quality Division (AQD) of the District Department of the Environment (DDOE), located
at 1200 First Street NE, 5™ Floor, Washington, DC, intends to issue an air quality permit (#6756)
to The Berg Corporation to construct and operate one (1) portable crushing plant at 635
Massachusetts Avenue NW, Washington, DC 20016. The contact person for the facility is
Howard Shearer, CFO, at (410) 804-0640. The applicant’s mailing address is 2519 Wilkens
Avenue Baltimore, MD 21223.

Emissions:

Maximum emissions from the unit operating ten (8) hours per day for sixty (60) days are
expected to be as follows:

Maximum Annual
Emissions
Pollutant (tonslyr)
Particulate Matter (PM) (Total) 0.0192
Sulfur Oxides (SOXx) 0.1416
Nitrogen Oxides (NOXx) 0.744
Volatile Organic Compounds (VOC) 0.0456
Carbon Monoxide (CO) 0.0888

The proposed overall emission limits for the equipment are as follows:

a. Emissions of dust shall be minimized in accordance with the requirements of 20 DCMR 605
and the “Operational Limitations” of the permit.

b. The emission of fugitive dust from any material handling, screening, crushing, grinding,
conveying, mixing, or other industrial-type operation or process is prohibited. [20 DCMR
605.2]

c. Emissions from the engine powering the crusher shall not exceed those achieved by proper
operation of the equipment in accordance with manufacturer’s specifications.

d. Visible emissions shall not be emitted into the outdoor atmosphere from stationary sources;
provided, that the discharges not exceeding forty percent (40%) opacity (unaveraged) shall
be permitted for two (2) minutes in any sixty (60) minute period and for an aggregate of
twelve (12) minutes in any twenty-four hour (24 hr.) period during start-up, cleaning, soot
blowing, adjustment of combustion controls, or malfunction of the equipment. [20 DCMR
606.1]
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e. Anemission into the atmosphere of odorous or other air pollutants from any source in any
quantity and of any characteristic, and duration which is, or is likely to be injurious to the
public health or welfare, or which interferes with the reasonable enjoyment of life or property
is prohibited. [20 DCMR 903.1]

The permit application and supporting documentation, along with the draft permit are available
for public inspection at AQD and copies may be made available between the hours of 8:15 A.M.
and 4:45 P.M. Monday through Friday. Interested parties wishing to view these documents
should provide their names, addresses, telephone numbers and affiliation, if any, to Stephen S.
Ours at (202) 535-1747.

Interested persons may submit written comments or may request a hearing on this subject within
30 days of publication of this notice. The written comments must also include the person’s
name, telephone number, affiliation, if any, mailing address and a statement outlining the air
quality issues in dispute and any facts underscoring those air quality issues. All relevant
comments will be considered in issuing the final permit.

Comments on the proposed permit and any request for a public hearing should be addressed to:

Stephen S. Ours
Chief, Permitting Branch

Air Quality Division
District Department of the Environment
1200 First Street NE, 5" Floor
Washington, DC 20002
Stephen.Ours@dc.gov

No written comments or hearing requests postmarked after August 12, 2013 will be
accepted.

For more information, please contact Stephen S. Ours at (202) 535-1747.
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GOVERNMENT OF THE DISTRICT OF COLUMBIA
BOARD OF ETHICS AND GOVERNMENT ACCOUNTABILITY

Office of Government Ethics

BEGA — Advisory Opinion — 1011-002

VIA EMAIL TO:

July 2, 2013

Dr. David Miramontes

Assistant Fire Chief and Medical Director
Fire and Emergency Medical Services
david.miramontes@dc.gov

Dear Dr. Miramontes:

This responds to your request for advice concerning whether a proposed outside activity
would be consistent with your ethical obligations as a government employee. Based
upon the information you provide in your email of June 20, 2013, your conversation on
the following day and subsequent emails with a member of my staff, I conclude that, as
long as you ensure that you meet the requirements set forth below, your proposed outside
activity is permissible.

You state that you are the Assistant Fire Chief and Medical Director for D.C. Fire and
Emergency Medical Services (“FEMS”) and, as such, you provide medical oversight for
all aspects of pre-hospital medical services provided by FEMS, including: written
policies, procedures, and protocols for pre-hospital medical care, medical training, and
quality assurance of medical services. Additionally, you supervise the administration of
pre-hospital medical care. You have the authority to: (1) order hospital emergency
rooms within the District of Columbia to remain open to Department transports; (2)
require hospitals and medical providers to accept the transfer of care of a patient or
patients within a specified period of time; and (3) work with the District-based hospitals
to coordinate pre-hospital medical services with medical research of best practices for
delivery of pre-hospital medical care.

You state that you have been elected to serve as an Officer for the D.C. Chapter of the
American College of Emergency Medicine (“ACEP”). Specifically, you have been asked
to serve as ACEP’s Secretary/Treasurer. ACEP is a national medical specialty
organization representing physicians who practice emergency medicine. The D.C. ACEP
is committed to protecting the longevity and future of individual physicians, patients, and
emergency medicine as a specialty. D.C. ACEP promotes policies that preserve the
integrity and independence of emergency medical practice, supports emergency physician

441 4™ Street, N.W., Suite 830 South, Washington, D.C. 20001, Tel. (202) 481-3411
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representation within medical organizations and academic institutions, and represents the
interest of all D.C. emergency physicians.

As Secretary/Treasurer of the D.C. ACEP, you will be responsible for creating and
maintaining appropriate accounts and records of all D.C. ACEP activities and finances.
You also will be responsible for ensuring that appropriate corporation and chapter reports
are filed. Additionally, you will be responsible for ensuring that D.C. ACEP adheres to
the policy governing the use of the mark of ACEP. You will not receive compensation
for your services as Secretary/Treasurer. The Officers of D.C. ACEP meet monthly,
outside of your District government work hours.

The applicable provisions of the Code of Conduct that inform my decision are found in
Chapter 18, Title 6B of the D.C. Municipal Regulations." The pertinent portions of DPM
1804.1 state:”

1804.1 An employee may not engage in any outside employment or other activity which is
not compatible with the full and proper discharge of his or her duties and responsibilities
as a government employee. Activities or actions which are not compatible with
government employment include, but are not limited to, the following:

(d) Maintaining financial or economic interest in or serving (with or without
compensation) as an officer or director of an outside entity if there is any
likelihood that such entity might be involved in an official government action or
decision taken or recommended by the employee;

... (h) Serving in a representative capacity or as an agent or attorney for any
outside entity involving any matter before the District of Columbia.

You are prohibited from maintaining financial or economic interest in or serving as an
officer of an outside entity if there is any likelihood that the entity might be involved in
an official government action or decision taken or recommended by you. Because D.C.
ACEP will not be involved in an official government action or decision taken or
recommended by you in your position with FEMS, DPM 1804.1(d) is satisfied.

You also are prohibited from serving in a representative capacity or as an agent for any
outside entity involving any matter before the District. In the event that D.C. ACEP
engages in any activity involving the District government, you must ensure that you do
not, in your position as Secretary/Treasurer, appear on behalf of or represent D.C. ACEP
before any District government agency or the D.C. Council. If you ensure that you do
not violate this prohibition, DPM 1804.1(h) is satisfied.

As general guidance, your position with D.C. ACEP must not interfere with your ability
to perform your District government job or impair the efficient operation of District
government (see, DPM § 1804.1(a)), you must not devote District government time or
resources to work that you perform for D.C. ACEP (see, DPM § 1804.1(b)), you must not
order subordinate FEMS staff to work on matters related to D.C. ACEP (see, DPM §

! Hereinafter, Title 6b of the D.C. Municipal Regulations will be referred to as the District Personnel Manual or DPM.
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1804.1(c)), and you must not divulge any official government information to D.C. ACEP
that is not available to the general public (see, DPM § 1804.1(f)).

Assuming your representations to be complete as to pertinent facts and entirely accurate,
and further assuming that you would abide by the restrictions outlined above, | find that
the restrictions on outside activity would not prevent you from pursuing this proposed
outside activity.

Please be advised that this advice is provided to you pursuant to section 219 of the Board
of Ethics and Government Accountability Establishment and Comprehensive Ethics
Reform Amendment Act of 2011 (“Ethics Act”), effective April 27, 2012, D.C. Law 19-
124, D.C. Official Code § 1-1161.01 et seq., which empowers me to provide such
guidance. As a result, no enforcement action for violation of the District’s Code of
Conduct may be taken against you in this context, provided that you have made full and
accurate disclosure of all relevant circumstances and information in seeking this advisory
opinion.

Finally, you are advised that the Ethics Act requires this opinion to be published in the
District of Columbia Register within 30 days of its issuance, but that your identity will
not be disclosed unless and until you consent to such disclosure in writing, should you
wish to do so.

Please let me know if you have any questions or wish to discuss this matter further. |
may be reached at 202-481-3411, or by email at darrin.sobin@dc.gov.

Sincerely,

/sl
DARRIN P. SOBIN
Director of Government Ethics
Board of Ethics and Government Accountability

#1011-002
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GOVERNMENT OF THE DISTRICT OF COLUMBIA
BOARD OF ETHICS AND GOVERNMENT ACCOUNTABILITY

Office of Government Ethics

BEGA — Advisory Opinion — 1011-003

VIA EMAIL TO:

July 1, 2013

Dr. David Miramontes

Assistant Fire Chief and Medical Director
Fire and Emergency Medical Services
david.miramontes@dc.gov

Dear Dr. Miramontes:

This responds to your request for advice concerning whether a proposed outside activity
for pay would be consistent with your ethical obligations as a government employee.
Based upon the information you provide in your email of June 20, 2013, your
conversation on the following day and subsequent emails with a member of my staff, |
conclude that, as long as you ensure that you meet the requirements set forth below, your
proposed outside activity is permissible.

You state that you are the Assistant Fire Chief and Medical Director for D.C. Fire and
Emergency Medical Services (“FEMS”) and, as such, you provide medical oversight for
all aspects of pre-hospital medical services provided by FEMS, including: written
policies, procedures, and protocols for pre-hospital medical care, medical training, and
quality assurance of medical services. Additionally, you supervise the administration of
pre-hospital medical care. You have the authority to: (1) order hospital emergency
rooms within the District of Columbia to remain open to Department transports; (2) to
require hospitals and medical providers to accept the transfer of care of a patient or
patients within a specified period of time; and (3) the authority to work with the District-
based hospitals to coordinate pre-hospital medical services with medical research of best
practices for delivery of pre-hospital medical care.

You state that you have been appointed to the faculty of The George Washington
University School of Medicine and Health Services for the period July 1, 2013, through
June 30, 2014, as an Associate Clinical Professor of Emergency Medicine. Although
your position with the George Washington University School of Medicine and Health
Services will be unpaid, you will be compensated for teaching George Washington
University School of Medicine and Health Services students and residents as part of your
current position as an Attending Physician at the INOVA Fairfax Hospital Emergency
Department.

441 4™ Street, N.W., Suite 830 South, Washington, D.C. 20001, Tel. (202) 481-3411
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You will be teaching general emergency medicine, disaster medicine, and emergency
medical services. In addition, you will conduct lectures for students and residents as part
of “Grand Rounds” a few times a year. None of your activities associated with this
teaching position will occur during your District government work hours or involve the
use of any District government resources. In addition, you state that the content of the
course will not use official data or ideas obtained from your District government
responsibilities which have not become part of the body of public information.

There are essentially three applicable provisions of the Code of Conduct that inform my
decision, each of which are found in Chapter 18, Title 6B of the D.C. Municipal
Regulations." Noting specifically that your proposed activity is to engage in teaching,
DPM 88 1804.3 through 1804.5 provides guidance. The DPM states:

1804.3 An employee may engage in teaching activities, writing for publication,
consultative activities, and speaking engagements that are not prohibited by law,
regulation, or agency standards, only if such activities are conducted outside of regular
working hours, or while the employee is on annual leave or leave without pay.

The second provision states:

1804.4 The information used by an employee engaging in an activity under § 1804.3
shall not draw on official data or ideas which have not become part of the body of public
information, except nonpublic information that has been made available on request for
use in such capacity, or unless the agency head gives written authorization for use on the
basis that its use is in the public interest.

And finally:

1804.5 If the employee receives anything of monetary value for engaging in an activity
under §1804.3, the subject matter shall not be devoted substantially to the
responsibilities, programs, or operations of his or her agency, to his or her official duties
or responsibilities or to information obtained from his or her government employment.

Here, you confirm that this is indeed a teaching activity and that the activities would be
performed outside of work hours, so DPM § 1804.3 is satisfied. You also confirm that
the information you will use for teaching, although concerning general principles that are
related to your District government position, will not draw on official data or ideas which
have not become public information. Therefore, DPM § 1804.4 is satisfied as well.

You also confirm that the subject matter of the class you propose to teach shall not be
devoted substantially to the responsibilities, programs, or operations of your District
government agency or official duties or responsibilities, or to information you obtained
from your District government employment. Instead, the subject matter will involve
general concepts associated with emergency medicine, disaster medicine, and emergency
medical services medicine. Therefore, DPM 8 1804.5 is satisfied.

! Hereinafter, Title 6b of the D.C. Municipal Regulations will be referred to as the District Personnel Manual or DPM.
2
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On a related note, per D.C. Official Code § 5-404.01(3)(c), as Medical Director you are
statutorily required to “maintain clinical practice at a District hospital or hold an
appointment at an accredited academic medical center within the District.” We see no
conflict in your fulfilling this statutory requirement by accepting the appointment as an
Associate Clinical Professor of Emergency Medicine at The George Washington
University School of Medicine and Health Sciences.

Assuming your representations to be complete as to pertinent facts and entirely accurate,
and further assuming that you would abide by the restrictions outlined above, I find that
the restrictions on outside employment would not prevent you from pursuing this
proposed outside activity.

Please be advised that this advice is provided to you pursuant to section 219 of the Board
of Ethics and Government Accountability Establishment and Comprehensive Ethics
Reform Amendment Act of 2011 (“Ethics Act”), effective April 27, 2012, D.C. Law 19-
124, D.C. Official Code § 1-1161.01 et seq., which empowers me to provide such
guidance. As a result, no enforcement action for violation of the District’s Code of
Conduct may be taken against you in this context, provided that you have made full and
accurate disclosure of all relevant circumstances and information in seeking this advisory
opinion.

Finally, you are advised that the Ethics Act requires this opinion to be published in the
District of Columbia Register within 30 days of its issuance, but that your identity will
not be disclosed unless and until you consent to such disclosure in writing, should you
wish to do so.

Please let me know if you have any questions or wish to discuss this matter further. |
may be reached at 202-481-3411, or by email at darrin.sobin@dc.gov.

Sincerely,

Is/
DARRIN P. SOBIN
Director of Government Ethics
Board of Ethics and Government Accountability

#1011-003
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DEPARTMENT OF HEALTH CARE FINANCE

NOTICE OF PUBLIC MEETING
District of Columbia Health Information Exchange Policy Board

The District of Columbia Health Information Exchange Policy Board, pursuant to the
requirements of Mayor’s Order 2012-24, dated February 15, 2012, hereby announces a public
meeting of the Board. The meeting will be held Wednesday, July 17, 2013 at 2:00 pm in the 6™
Floor Conference Room 6130 at 899 North Capitol Street, NE, Washington, DC 20002.

The District of Columbia Health Information Exchange Policy Board meeting is open to the
public. The topics to be discussed on the agenda include a Welcome and Introduction, Approval
of the Minutes from the June 19, 2013 Meeting, Hospital HIE Connection Program, Expansion
of Department of Health Electronic Interface Capacity, New Business, and Reports.

If you have any questions, please contact Cleveland Woodson at (202) 724-7342.
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HOWARD ROAD ACADEMY
REQUEST FOR PROPOSALS
Painting and General Building Repair
Howard Road Academy Public Charter School invites proposals for Painting and General
Building Repair contracts for 2013-2014. Bid specifications may be obtained at the address

below. Any questions regarding this bid must be submitted in writing to Ihenderson@cedartree-
dc.org before the RFP deadline.

Dr. LaTonya Henderson
Executive Director
Howard Road Academy
701 Howard Road, SE
Washington, DC 20020
Ihenderson@cedartree-dc.org

Howard Road Academy will receive bids until Monday, July 22, 2013 and no later than
2:00 p.m.
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THE NOT-FOR-PROFIT HOSPITAL CORPORATION
BOARD OF DIRECTORS
NOTICE OF PUBLIC MEETING

The Board of Directors of the Not-For-Profit Hospital Corporation, an independent
instrumentality of the District of Columbia Government, will hold a public meeting at
8:30 a.m. on Saturday, July 13, 2013. The meeting will be held at Matthews Memorial
Baptist Church, 2616 Martin Luther King Jr., Ave, SE, Washington, DC 20020. Notice
of a location or time change will be published in the D.C. Register, posted in the
Hospital, and/or posted on the Not-For-Profit Hospital Corporation’s website
(www.united-medicalcenter.com).

DRAFT AGENDA

I. CALL TO ORDER

Il. DETERMINATION OF A QUORUM

I11.  APPROVAL OF AGENDA

IV.  PRESENTATION AND DISCUSSINO OF THE COMMUNITY NEEDS
ASSESSMENT AND HURON RECOMMENDATIONS

V. OTHER BUSINESS
1. Old Business
2. New Business

VI. ANNOUNCEMENT
1. The next Governing Board Meeting will be held at 9:00am, July 25, 2013
at United Medical Center/Conference Room 2/3.

VIl. ADJOURNMENT

Page 1 of 1
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DEPUTY MAYOR FOR PLANNING AND ECONOMIC DEVELOPMENT
OFFICE OF THE WORKFORCE INVESTMENT COUNCIL

NOTICE OF FUNDS AVAILABILITY
DC Workforce Intermediary — Hospitality Job Placement Partner

The DC Workforce Investment Council (WIC) is soliciting applications for a renewable grant to
provide job placement and related services leading to direct employment in the hospitality
industry for eligible District residents.

The “Job Placement Partner” (JPP) receiving a grant under this Request for Applications (RFA)
will be responsible for placing not less than 200 District jobseekers into living wage jobs at
hotels, convention centers, eating/drinking establishments, or similar businesses. The JPP will
work closely with participating employers to identify minimum employment standards and
provide job development services to ensure that candidate referrals are carefully matched to the
needs of specific businesses. In addition, the JPP will be responsible for working with job
training providers and similar organizations in the District to facilitate referrals of their
jobseekers and feedback from employers on their services.

Eligibility: Organizations that are eligible to apply for this grant include public or private
organizations with demonstrated effectiveness in providing the requested services and meeting
the employment needs of the target population, including:

Non-profit, community-, or faith-based organizations;
Trade associations or chambers of commerce;
Private, for-profit service providers; or

Labor unions or labor-management partnerships.

Length of Award: Grant awards will be for one (1) year, with an option for up to four (4)
renewal years depending on grantee performance.

Available Funding: The amount available for this award is $840,000.00
Anticipated Number of Awards: The WIC anticipates making one (1) award under this RFA.

The RFA will be released on Friday, July 19, 2013. The RFA will be posted on the District’s
Grant Clearinghouse Website at http://opgs.dc.gov/page/opgs-district-grants-clearinghouse.

An informational meeting on the RFA will be held for all interested applicants; date and time
will be included in the RFA.

For additional information, contact LaToyia Hampton, Grants Manager of the Office of the
Deputy Mayor for Planning and Economic Development, at Latoyia.hampton@dc.gov.

The deadline for submission is Monday, August 19, 2013 at 4:30 PM EST.
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DISTRICT OF COLUMBIA RETIREMENT BOARD
INVESTMENT COMMITTEE
NOTICE OF CLOSED MEETING

July 18, 2013
10:00 a.m.

DCRB Board Room (2" floor)
900 7" Street, N.W.,
Washington, D.C 20001

On July 18, 2013, at 10:00 a.m., the District of Columbia Retirement Board (DCRB) will hold a
closed investment committee meeting regarding investment matters. In accordance with D.C.
Code 82-575(b)(1), (2), and (11) and 81-909.05(e), the investment committee meeting will be
closed to deliberate and make decisions on investments matters, the disclosure of which would
jeopardize the ability of the DCRB to implement investment decisions or to achieve investment
objectives.

The meeting will be held in the DCRB Board Room (2™ floor) at 900 7™ Street, N.W.,
Washington, D.C 20001.

For additional information, please contact Deborah Reaves, Executive Assistant/Office Manager
at (202) 343-3200 or Deborah.Reaves@dc.gov.
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DISTRICT OF COLUMBIA RETIREMENT BOARD
NOTICE OF OPEN PUBLIC MEETING

July 18, 2013
1:00 p.m.

DCRB Board Room (2" floor)
900 7" Street, N.W.
Washington, D.C. 20001

The District of Columbia Retirement Board (DCRB) will hold an Open meeting on July 18,
2013, at 1:00 p.m. The meeting will be held in the DCRB Board Room (2™ floor) at 900 7"
Street, N.W., Washington, D.C. 20001. A general agenda for the Open Board meeting is
outlined below.

Please call one (1) business day prior to the meeting to ensure the meeting has not been
cancelled or rescheduled. For additional information, please contact Deborah Reaves, Executive
Assistant/Office Manager at (202) 343-3200 or Deborah.reaves@dc.gov.

AGENDA
I.  Call to Order and Roll Call Chairman Bress
Il.  Approval of Board Meeting Minutes Chairman Bress
1. Chairman’s Comments Chairman Bress
IV.  Executive Director’s Report Mr. Stanchfield
V.  General Counsel Report Ms. Sampson
VI.  Investment Committee Report Ms. Blum
VII.  Operations Committee Report Mr. Ross
VIIl.  Benefits Committee Report Mr. Smith
IX.  Legislative Committee Report Mr. Blanchard
X.  Other Business Chairman Bress

X1.  Adjournment
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OFFICE OF THE SECRETARY OF THE DISTRICT OF COLUMBIA
RECOMMEND FOR APPOINTMENTS OF NOTARIES PUBLIC

Notice is hereby given that the following named persons have been recommended for
appointment as Notaries Public in and for the District of Columbia, effective on or after
August 1, 2013.

Comments on these potential appointments should be submitted, in writing, to the Office of
Notary Commissions and Authentications, 441 4™ Street, NW, Suite 810 South, Washington,
D.C. 20001 within seven (7) days of the publication of this notice in the D.C. Register on
July 12, 2013. Additional copies of this list are available at the above address or the

website of the Office of the Secretary at www.os.dc.gov.
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DISTRICT OF COLUMBIA

D.C. Office of the Secretary
Recommended for appointment as a DC Notaries Public

Allen

Atuonah

Auman

Barber

Beasley

Bedford

Bell

Berkowitz

Brown

Butler

Johnny

Angela

Latricia R.

Michael

Benjamin

Jamila

Cardell

John

Asia

Amy

Blondie

Granada P.

VOL. 60 - NO. 30

JULY 12, 2013

Effective: August 1, 2013

Colombo Bank
1660 L Street, NW

Johnny Agbi
119 New York Avenue, NW

Crowell & Moring LLP
1001 Pennsylvania Avenue,
NW

Self
812 Marietta Place, NW

Colombo Bank
1660 L Street, NW

Page 2

20011

20036

Bump & Associates, A financial advisory

practice of AFS, Inc.
1730 Rhode Island Avenue,
NW, Suite 502

M&T Bank
1899 L Street, NW

Wells Fargo, N.A.
2901 M Street, NW

Gore Brothers Nationwide
1025 Connecticut Avenue,
NW, Suite 1000

Stanton View Development, LLC
3119 Martin Luther King, Jr.
Avenue, SE

Tycko & Zavareei LLP
2000 L Street, NW, Suite 808

Self
1385 Barnaby Terrance, SE

Jack and Jill of America Foundation
1930 17th Street, NW

010218
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D.C. Office of the Secretary Effective: August 1, 2013
Recommended for appointment as a DC Notaries Public Page 3
Casey Ariel Peckar & Abramson, PC
1133 21st Street, NW, Suite 20036
500

Centeno Elvis Planet Depos
1100 Connecticut Avenue, 20036
NW, Suite 950

Clemsic Arlene J. Kelly IP, LLP
1330 Connecticut Avenue, 20036
NW, Suite 300

Corley Sean Self
610 Emmanuel Court, NW, 20001
Apt. 202

Cummings Jasmine Goldblatt Martin Pozen, LLP
506 9th Street, NW 20004

Dakoulas Samantha Edmund J. Flynn Company
5100 Wisconsin Avenue, NW 20016

Davis Cherie The Law Offices of J. Kenneth Kruvant
1100 Connecticut Avenue, 20036
NW, Suite 550

Davis Judy S. Transportation Federal Credit Union
800 Independence Avenue, 20591
SW, Suite 128

Davis Stephanie S. University of the District of Columbia
4200 Connecticut Avenue, 20008
NW

Day vy District of Columbia Housing
Authority
1133 North Capitol Street, NE 20002

Davison Douglas L. Amtrak Police Department
50 Massachusetts Avenue, NE 20002

Detienne John Self
1605 Caton Place, NW 20007

010219



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

D.C. Office of the Secretary Effective: August 1, 2013

Recommended for appointment as a DC Notaries Public Page 4

DeValera Karen Self

1008 Rittenhouse Street, NW, 20011

Unit F
Dey Emily PRP Real Estate Investment Management

1700 K Street, NW, Suite 720 20006
Dietz Betsy Senator Johnny Isakson

Russell Building 131 20510
Dimagnaong Janeblyth O. Mowry & Grimson, PLLC

5335 Wisconsin Avenue, NW, 20015

Suite 810
Dorsey Christopher R. Wilson-Epes Printing Co., Inc.

775 H Street, NE 20002
Fatima Ousama AMITAF LLC

1718 M Street, NW, Suite 238 20036
Fisher Vanessa M. Diamond Health Care

110 Irving Street, NW 20010
Foard Yuliya TDI

1155 Connecticut Avenue, 20036

NW, 11th Floor
Gibbons Layla M. Tishman Speyer

1875 Eye Street, NW, 3rd 20006

Floor
Grant Kalia J. Treasury Department Federal Credit Union

1101 2nd Street, NE 20002
Gray Katrina A. Martha's Table

2114 14th Street, NW 20008
Hall Rhonda J. Signet Locksmith & Consulting Company

3822 V Street, SE 20020
Harris Amanda Blair U.S. Chamber of Commerce

1615 H Street, NW 20062
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D.C. Office of the Secretary Effective: August 1, 2013
Recommended for appointment as a DC Notaries Public Page 5

Tiphanie C.

Baker Hostetler
1050 Connecticut Avenue, 20036
NW, Suite 1199

Hogan Julie Lee Frank Foundation Child Assistance International

1001 Connecticut Avenue, 20036

NW, Suite 405
Hopkins Calvin W. Self

4637 Hilltop Terrace, SE 20019
Horton Alicia Thrive DC

1525 Newton Street, NW 20010
Huddleston Charles | Self

901 6th Street, SW, Apt 617A 20024
Imhoff Summer Tishman Speyer

1875 | Street, NW, Suite 300 20006
Jackson Sharon L. Self

Williams

4507 lowa Avenue, NW 20011
Jansante Derek D. Gay & Lesbian Victory Fund and Institute

1133 15th Street, NW, Suite 20005

350
Jelen Susan L. Diversified Reporting Services

1101 Sixteenth Street, NW, 20036

2nd Floor
Johnson Deborah L. White & Case, LLP

701 Thirteenth Street, NW 20005
Johnson Jill The Mandy & David Team

1606 17th Street, NW 20009
Johnson Sharon Hanover Research Council, LLC

1750 H Street, NW, 2nd Floor 20006
Joyner Travis S. Bank-Fund Staff Federal Credit Union

1725 | Street, NW 20433

010221



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

D.C. Office of the Secretary Effective: August 1, 2013
Recommended for appointment as a DC Notaries Public Page 6

Kaufman Benjamin P. D. International Crisis Group

1639 K Street, NW 20006
Kembumbara Helen Kembumbara

7700 Alaska Avenue, NW 20012
Lee-Tidball Lerkia Morgan, Lewis & Bockius, LLP

1111 Pennsylvania Avenue, 20004

NW
Lockhart Ruth Ann Capital Construction Consultants, Inc.

1120 Connecticut Avenue, 20036

NW, Suite 1050
Lockwood LaKeisha R. District Department of Environment

1200 First Street, NE 20002
Manago Bonita M. Consumer Financial Protection Bureau, Office

of Human Capital

1700 G Street, NW 20552
Marisa Suzanne Law Law Office of Suzanne Law Marisa

1629 K Street, NW, Suite 300 20006
Menkens Aaron Gensler

2020 K Street, NW, Suite 200 20006
Menzer Sarah E. Stewart Title Group, LLC

11 Dupont Circle, NW, Suite 20036

750
Mignano Jaime C. Capital City Public Charter School

100 Peabody Street, NW 20011
Miller Caronia Fannie Mae

3900 Wisconsin Avenue, NW 20016
Miller Davelyn E. Self (Dual)

3315 15th Street, SE, Suite 61 20032
Miller Terri S. Alderson Court Reporting

1155 Connecticut Avenue, 20036

NW, Suite 200
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D.C. Office of the Secretary
Recommended for appointment as a DC Notaries Public

Morgan

Mueller

Mukamuhirwa

Nabizadeh

Newman-Clarke

Onley

Patel

Payton

Perry

Robertson

Robinson

Rufino

Diane Sanders

Diane

Laura-Celine

Violette

Sara

Larelle

Elizabeth J.

Angel

Valerie E.

William Casey

Ethel

Alice T.

Angelica

VOL. 60 - NO. 30

JULY 12, 2013

Effective: August 1, 2013

BB&T
317 Pennsylvania Avenue, SE

S.O.M.E.
71 O Street, NW

Georgetown University
37th & O Streets, NW

Bank of America
4301 49th Street, NW

True Blue Homebuyers, LLC
250 K Street, NE, 910

District of Columbia Housing
Authority
1133 North Capitol Street, NE

McKinsey & Company
1200 19th Street, NW, Suite
1000

Wurtzel Family Offices
2134 R Street, NW

Page 7

20003

20001

20057

20016

20002

20002

20036

20008

Guerrieri, Clayman, Bartos & Parcelli, P.C.

1625 Massachusetts Avenue,
NW, Suite 700

20036

Chamber of Commerce of the United States of

America
1615 H Street, NW

Self
1250 Holbrook Terrace, NE

District of Columbia Housing
Authority
1133 North Capitol Street, NE

University Legal Services

1800 Martin Luther King, Jr.
Avenue, SE
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DISTRICT OF COLUMBIA

D.C. Office of the Secretary
Recommended for appointment as a DC Notaries Public

Sadrzadeh-Jolgeh

Sanchez

Scott

Severson

Shipley

Simms

Smith

Stephens

Taylor

Terry

Townsend

Tyson

Utterback

Farid

Tracy B. Garcia

Catherine L.

Helen I.

Ruby C.

LeRoy M.

Be'Daun

Joyce L.

Joy

Tiffany

Curtis L.

Annie

Kirstin L.

VOL. 60 - NO. 30

JULY 12, 2013

Effective: August 1, 2013

ZG Ventures, LLC
400 7th Street, NW, Suite 402

John D. Ward, Attorney at Law
2201 N Street, NW, Suite 117

Stinson Morrison Hecker, LLP
1775 Pennsylvania Avenue,
NW, Suite 800

Office of Bar Counsel
515 5th Street, NW, Room
117, Building A

S.C. Herman & Associates, Inc.
1120 Vermont Avenue, NW,
Suite 900

Page 8

20004

20037

20006

20001

20005

District Department of the Environment

1200 First Street, NE

SunTrust Bank
624 H Street, NW

Self (Dual)
217 T Street, NE

Forward Settlement Solutions, Inc.
2001 S Street, NW

Washington Hospital Center
110 Irving Street, NW

Self
3328 Banneker Drive, NE

University Legal Services
1800 Martin Luther King, Jr.
Avenue, SE

Alderman, Devorsetz & Hora PLLC

1025 Connecticut Avenue,
NW, Suite 615
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D.C. Office of the Secretary Effective: August 1, 2013

Recommended for appointment as a DC Notaries Public Page 9

Walker, Sr. Samuel John Self

2711 Q Street, SE, Suite 103 20020
Welch, Jr. Dewey L. Business Roundtable

300 New Jersey Avenue, NW, 20001

Suite 800
Wiggins Amily Bank-Fund Staff Federal Credit Union

1725 | Street, NW, Suite 150 20006
Wigington Jessica Bank Fund Staff Federal Credit Union

1725 | Street, NW 20006
Williams Chanel M. Bank of America

3100 14th Street, NW, Suite 20010

101
Wise Michael A. Capital Hotel & Suites

2033 M Street, NW 20036
Young Nicole International Association of Drilling

Contractors, IADC

1667 K Street, NW, Suite 420 20006
Young Susannah Ruff Plastic Surgery

2440 M Street, NW, Suite 200 20037
Zhang Colleen Small Enterprise Assistance Funds

1500 K Street, NW, Suite 375 20005
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SERVE DC
2013 Make A Difference Day Grant Competition

Serve DC - The Mayor’s Office on Volunteerism is offering grants to support District of
Columbia-based, disability inclusion-focused community service projects for Make A Difference
Day, October 26, 2013, and National Disability Employment Awareness Month, October 2013.
Grants worth up to $5,000 will be awarded.

Eligibility

To be eligible to apply for the 2013 Make A Difference Day grant competition, applicants must
be a local nonprofit organization, public school, university, community group, faith-based
organization, state or local unit of government, or public organization. Applicants must plan to
conduct the service projects within the District of Columbia. Applicants must complete and
submit all sections of the grant application by the stated deadline.

An organization described in Section 501 (c) (4), of the Internal Revenue Code, 26, U.S.C. 501
(c) (4), that engage in lobbying activities is not eligible to apply, serve as a host for the project,
or act in any type of supervisory role in the program. Individuals are not eligible to apply.

Review Criteria

Reviewers for the 2013 Make A Difference Day grant competition will include Serve DC staff
and a Serve DC Commissioner or a Disability Inclusion Advisory Committee member. The
most competitive applications will factor in all or most of the following components: potential
for the project to serve as model of service; collaboration among community agencies and
stakeholders; a cost-effective budget that shows strong community commitment; past work in
implementing successful service focused on disability inclusion; inclusion of persons with
disabilities in the project’s volunteer aspects and a closeout event with a reflection component

Scoring System (Total 50 Points):

e Past Events: 10 points

e General Project Description: 10 points
e Event Essentials: 10 points

e Data-Collection Techniques: 10 points
e Budget/Cost Effectiveness: 10 points

Serve DC — The Mayor’s Office on Volunteerism
Frank D. Reeves Municipal Center
2000 14th Street, NW, Suite 101, Washington, DC 20009

Juan.Thompson@dc.gov
(202) 727-0709

DEADLINE: All materials must be received by 5:00pm on Monday, August 5, 2013.
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DEPARTMENT OF SMALL AND LOCAL BUSINESS DEVELOPMENT
NOTICE OF FUNDING AVAILABILITY

DC Main Streets
(Rhode Island Avenue, NE - Ward 5 Target Area)

The Department of Small and Local Business Development is soliciting applications from
qualified 501 (c) (3) non-profit organizations that are incorporated in the District of Columbia to
operate a DC Main Streets program for the Rhode Island Avenue, NE commercial corridor
in Ward 5.

The designated DC Main Streets program (organization) will receive $200,000 in grant funding
and technical assistance to support commercial revitalization initiatives. The Rhode Island
Avenue Main Streets organization will develop programs and services to: (1) assist business
districts with the retention, expansion and attraction of neighborhood-serving retail stores; and
(2) unify and strengthen the commercial corridor. The DC Main Streets grant award is a
recurring grant.

The grant recipient will be selected through a competitive application process and announced
September2013. Interested applicants should review the Program’s Guidelines and submit a
complete application form for receipt via email on or before Wednesday, August 28, 2013, at
4:00 .pm..

The Request for Application (RFA), which comprises the application form and program
guidelines, will be available on July 26, 2013 at www.dslbd.dc.gov .

Instructions and guidance regarding application preparation can be found in the RFA. DSLBD
will host an Information Session on August 8, 2013 at 3:00 pm at DSLBD’s office (441 4th
Street, NW, Washington DC 20001; photo required to enter building). All applicant
organizations must attend. This session will be your final opportunity to get answers to your
questions.

For more information, contact Cristina Amoruso, DC Main Streets Coordinator, Office of

Commercial Revitalization, Department of Small and Local Business Development at (202) 727-
3900.
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GOVERNMENT OF THE DISTRICT OF COLUMBIA
DC TAXICAB COMMISSION

NOTICE OF SPECIAL MEETING

The District of Columbia Taxicab Commission will hold a Special Meeting on Wednesday, July
17, 2013 at 10:00 am. The Special Meeting will be held in the Old Council Chambers at 441 4th
Street, NW, Washington, DC 20001.

The final agenda will be posted no later than seven (7) days before the General Commission
Meeting on the DCTC website at www.dctaxi.dc.gov.

Contact the Assistant Secretary to the Commission, Ms. Mixon, on 202-645-6018, extension 4, if
you have further questions.
DRAFT AGENDA
l. Call to Order
. Commission Communication

1. Adjournment
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THURGOOD MARSHALL ACADEMY PUBLIC CHARTER HIGH SCHOOL
REQUEST FOR PROPOSALS
Facility Finance Consultant

Thurgood Marshall Academy—a nonprofit, college-preparatory, public charter high school
located in Washington, DC—seeks a consultant to assist management and the Board of Trustees
with permanent facility financing for its current facility, as well as with planning and
implementation of strategic options for ongoing capital needs and new facility financing.

The school seeks a consulting firm that will provide one or more of the following:

e Experience in the charter school sector, preferably in Washington, DC.

e Experience in permanent facility financing.

e Innovative approaches aimed at long-term flexibility and sustainability.

e A project team with broad experience in facilities and finance, including financial, legal, and
policy aspects.

Interested consultants should submit a proposal consisting of the following:
1) Qualifications and experience, including but not limited to

a. brief (one-two paragraph) biographies of key staff members who would work on
the project; and

b. detailed examples of current comparable projects, including contact
information for references.

2) Description of consultant’s approach to the following areas of work:

a. Replacing current facility financing at the conclusion of a New Markets Tax
Credits transaction in February, 2014.

b. Providing strategic options—in the context of the DC charter school
environment—for ongoing capital needs and for expansion into new facilities.

3) A fee structure, noting the following:

a. ltemize fees for #2a and #2b, above.

b. Fee structure must distinguish between costs for advising and costs for
implementation/closing work.

c. Consultants should indicate whether they bid to work on one or both of the areas
of work listed in #2, and should note that the school may elect to work with
multiple consultants.

4) Unsigned contract with the effective date blank/TBD must be included with the
proposal.
5) Any other pertinent information, such as DC CBE registration, may be included.

For further information regarding the RFP, contact David Schlossman, Chief Operating
Officer, at dschlossman@tmapchs.org or 202-276-4722. Further information about Thurgood
Marshall Academy—including the school’s nondiscrimination policy—may be found at
www.thurgoodmarshallacademy.org.

Thurgood Marshall Academy Consultant RFP page 1 of 2
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By submitting a bid, every bidder affirms that neither the bidder nor its subcontractors (if any)
are an excluded party by or disbarred from doing business with/receiving funds from either the
US federal government or the government of the District of Columbia.

Submit proposals—including unsigned contract—no later than Noon, Washington, DC, time
on Friday, July 19, 2013, via e-mail to dschlossman@tmapchs.org.

Thurgood Marshall Academy Consultant RFP page 2 of 2
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DISTRICT OF COLUMBIA WATER AND SEWER AUTHORITY
BOARD OF DIRECTORS
NOTICE OF PUBLIC MEETING

Joint Meeting — Environmental Quality and Sewerage Services and
Water Quality and Water Services Committees

The Board of Directors of the District of Columbia Water and Sewer Authority (DC Water)
Environmental Quality and Sewerage Services Committee and Water Quality and Water
Services Committee will hold a joint meeting on Thursday, July 18, 2013 at 11:00 am. The
meeting will be held in the Board Room (4" floor) at 5000 Overlook Avenue, S.W., Washington,
D.C. 20032. Below is the draft agenda for this meeting. A final agenda will be posted to DC
Water’s website at www.dcwater.com.

For additional information, please contact Linda R. Manley, Board Secretary at (202) 787-2332
or linda.manley@dcwater.com.

DRAFT AGENDA
l. Call to Order Committee Chairperson
1. Assessment Management Update Chief Engineer
I11.  Action Items Chief Engineer
IV.  Adjournment Committee Chairperson
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DISTRICT OF COLUMBIA WATER AND SEWER AUTHORITY

BOARD OF DIRECTORS

NOTICE OF PUBLIC MEETING

Environmental Quality and Sewerage Services Committee

The Board of Directors of the District of Columbia Water and Sewer Authority (DC Water)
Environmental Quality and Sewerage Services Committee will be holding a meeting on
Thursday, July 18, 2013 at 9:30 a.m. The meeting will be held in the Board Room (4™ floor) at
5000 Overlook Avenue, S.W., Washington, D.C. 20032. Below is the draft agenda for this
meeting. A final agenda will be posted to DC Water’s website at www.dcwater.com.

For additional information, please contact Linda R. Manley, Board Secretary at (202) 787-2332
or Imanley@dcwater.com.

VI.

VII.

DRAFT AGENDA

Call to Order

AWTP Status Updates
BPAWTP Performance

Status Updates
Project Status Updates
Action Items

- Joint Use

- Non-Joint Use

Emerging Items/Other Business

Adjournment

Committee Chairperson

Assistant General Manager Plant Operations

Chief Engineer
Director, Engineering & Technical Services

Chief Engineer

Chief Engineer

Committee Chairperson
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DISTRICT OF COLUMBIA WATER AND SEWER AUTHORITY

BOARD OF DIRECTORS

NOTICE OF PUBLIC MEETING

Water Quality and Water Services Committee

The Board of Directors of the District of Columbia Water and Sewer Authority (DC Water)
Water Quality and Water Services Committee will be holding a meeting on Thursday, July 18,
2013, at 11:30 a.m. The meeting will be held in the Board Room (4" floor) at 5000 Overlook
Avenue, S.W., Washington, D.C. 20032. Below is the draft agenda for this meeting. A final
agenda will be posted to DC Water’s website at www.dcwater.com.

For additional information, please contact Linda R. Manley, Board Secretary at (202) 787-2332
or linda.manley@dcwater.com.

VI.

DRAFT AGENDA

Call to Order

Water Quality Monitoring

Fire Hydrant Upgrade Program
Action Items

Emerging Issues/Other Business

Adjournment

Committee Chairperson

Assistant General Manager, Consumer Ser.
Assistant General Manager, Consumer Ser.
Assistant General Manager, Consumer Ser.
Assistant General Manager, Consumer Ser.

Committee Chairperson
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GOVERNMENT OF THE DISTRICT OF COLUMBIA
BOARD OF ZONING ADJUSTMENT

Appeal No. 18257-A of Walter Parrs, et.al., pursuant to 11 DCMR 8§ 3100 and 3101, from an
April 8, 2011 decision of the Department of Consumer and Regulatory Affairs (DCRA) in the
issuance of Building Permit No. B1104635 on April 26, 2011 and Elevator Permit No.
EN 1101667 on May 9, 2011 regarding the construction of an elevator or “material lift” structure
at 3307 M Street, N.W., in the C-2-A District (Square 1205, Lot 79).

HEARING DATE: November 1, 2011

DECISION DATES: November 8, 2011 and December 6, 2011
DATE OF ORDER

DENYING APPEAL: July 17, 2012

DATE OF DECISION
ON MOTION FOR
RECONSIDERATION: September 25, 2012

ORDER DENYING MOTION FOR RECONSIDERATION

On July 30, 2012, Appellants Walter Parrs, Dorina G. Kanopka, and Zdenek D. Nikodem (the
“Appellants”) moved for reconsideration of the Board’s Order in this case issued on July 17,
2012. (Exhibit 39.) The Order denied Appellants’ appeal challenging the issuance of building
permits by the District Department of Consumer and Regulatory Affairs (“DCRA”), and the
written determination of the Zoning Administrator (“ZA”) authorizing the permits. The Board
denied the appeal on each of the three grounds originally stated by the Appellants and
determined it would not consider the fourth claim which the Appellants raised after the hearing
was concluded.

The Motion to Reconsider requested the Board to reconsider and reverse its rulings, and find that
the ZA’s determination was made in error and the permits were issued in error. Pursuant to 11
DCMR 8§ 3126.4, the Appellants alleged specific errors in the Board’s Order. In response, on
August 3, 2012, Euromarket Designs, Inc., d/b/a CB2 , the lessee of the subject property and the
Intervenor’ in the proceedings, opposed the Motion for Reconsideration. (Exhibit 40.) (See, 11

! The party will hereafter be known as “CB2” or the Intervenor.
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BZA APPEAL NO. 18257-A
PAGE NO. 2

DCMR § 3126.) On August 3, 2012, DCRA also filed a statement opposing the Motion for
Reconsideration. (Exhibit 41.) At a decision meeting on September 25, 2012, the Board voted
to deny the Appellant’s Motion for Reconsideration for the reasons explained below.

The Request for Reconsideration

The Appellants have not identified any basis upon which the Board should reconsider its
decision in this case. Appellants allege two errors made by the Board. However, for the reasons
that follow, the Board finds that neither possesses merit.

First, it is claimed that the Board erred by upholding the ZA’s determination that the proposed
elevator canopy was to be located on a “roof” because the initial building permit — approved in
1989 — purportedly treated that same space as a “rear yard”. Appellants merely speculate that
such a determination was made and in essence seek to turn the appeal of a 2011 determination
into a belated inquiry into the basis for a 1989 permit.

Whatever might have been the rationale for issuing the 1989 permit, the Board continues to have
no doubt that the area occupied by the elevator canopy is a roof. As explained in its Decision,
the area met the agreed upon definition of a “roof” because it constituted “the outside cover of a
building.” Appellants do not challenge that finding, but claim it must be ignored based upon their
speculation that the ZA came to a different conclusion over two decades ago. The Board
properly interpreted the evidence based upon the definition of roof, which the ZA may or may
not have considered in 1989. Regardless of what occurred then, the evidence is plain that the
elevator canopy occupies a roof and is thus a roof structure.

Appellants’ second contention is the Board’s determination that the northern and eastern walls
are not “exterior walls” was based upon claimed dicta from the Board’s order in Appeal No.
17109 of Kalorama Citizens Association (November 8, 2005) (hereafter Kalorama). In fact, just
the opposite is true. As pointed out by DCRA (Opposition Response, at 2), the Board applied the
“traditional” and *“historic” interpretation of the term “exterior wall” under the Zoning
Regulations. See, Decision at p. 9-10.

Appellants are correct that Kalorama involved party walls. Under the traditional test the walls
could not be considered exterior walls because they neither abutted public space nor were “set
back from the property line that abuts a yard or court,” Kalorama at 13. Appellant in fact
accepts that test, but claimed that the yard in question could be that of a neighboring property.
For the reasons stated in its Decision, the Board rejected and continues to reject Appellants’
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BZA APPEAL NO. 18257-A
PAGE NO. 3

argument because it represents a radical departure from the traditional interpretation of exterior
walls.

In conclusion, the Appellants have not identified any legal or factual errors, or any other basis
upon which the Board should reconsider its decision in this case. For these reasons, it is hereby
ORDERED that the Motion for Reconsideration is DENIED.
VOTE: 4-0-1 (Lloyd J. Jordan, Nicole C. Sorg, Jeffrey L. Hinkle, and Michael
G. Turnbull (by absentee vote), voting to deny the Motion for
Reconsideration; Rashida Y.V. MacMurray not present, not
voting.)

Vote taken on September 25, 2012
BY ORDER OF THE D.C. BOARD OF ZONING ADJUSTMENT
A majority of the Board members approved the issuance of this order.

FINAL DATE OF ORDER: July 2, 2013

PURSUANT TO 11 DCMR 8§ 3125.9, NO ORDER OF THE BOARD SHALL TAKE EFFECT
UNTIL TEN (10) DAYS AFTER IT BECOMES FINAL PURSUANT TO § 3125.6.

010236



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

GOVERNMENT OF THE DISTRICT OF COLUMBIA
BOARD OF ZONING ADJUSTMENT

Order No. 18453-A of Application of 1728 14™ St. LLC, Motion for Modification of
Approved Plans for Application No. 18453, pursuant to § 3129 of the Zoning
Regulations.

The original application was pursuant to 11 DCMR 88 3103.2 and 3104.1, for a variance
from the parking requirements under subsection 2101.1, a variance from the loading
requirements under subsection 2201.1, and a special exception under subsection 411.11
from the roof structure requirement under subsection 411.5, to allow the construction of a
mixed use retail/service/office building in the ARTS/C-3-A District at premises 1728 14th
Street, N.W. (Square 207, Lot 120).

HEARING DATE (original application): December 4, 2012
DECISION DATE (original application): December 4, 2012
FINAL ORDER ISSUANCE DATE (Order No. 18453): December 6, 2012
MODIFICATION HEARING/MEETING DATES: June 11, June 25, and June
28, 2013

SUMMARY ORDER ON REQUEST FOR MODIFICATION OF APPROVED
PLANS

Background

On December 4, 2012, the Board of Zoning Adjustment (the “Board” or “BZA”)
approved the application of 1728 14™ St. LLC (the “Applicant”). The Applicant’s
original request was for variances from the parking requirements under 8 2101.1 and from
the loading requirements under 8 2201.1, and a special exception under § 411.11 from the
roof structure requirement under § 411.5, to allow the construction of a mixed use
retail/service/office building at 1728 14th Street, N.W. (Square 207, Lot 120) in the
ARTS/C-3-A District. BZA Order No. 18453, approving the original request, was issued
December 6, 2012. That order approved the requested variances and special exception
relief to allow the construction of a mixed use retail/service/office building, per the
approved plans at Exhibits 25 and 30, with conditions. (Exhibit 37.)

Request for Modification of the Approved Plans

The Applicant first submitted a request for minor modification on May 13, 2013. (Exhibit
41.) The Board determined at its public meeting of June 11, 2013 that this modification
request was not minor and required a public hearing. Accordingly, the matter was
scheduled for a June 25, 2013 hearing. All of the hearings to be held on June 25" were
subsequently postponed and rescheduled to June 28, 2013 to allow for a quorum. The
matter was heard and decided on June 28, 2013, and the Board granted the requested
modification.
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Per 11 DCMR 8 3129.7 and 3129.8, on June 12, 2013, the Applicant submitted a
Memorandum of Points and Authorities in Support of its request for a modification to the
plans approved in BZA Order No. 18453. That Order granted variances from the parking
requirements under § 2101.1 and from the loading requirements under 8 2201.1, and a
special exception under § 411.11 from the roof structure requirement under § 411.5, to allow
the construction of a mixed use retail/service/office building at premises 1728 14th Street,
N.W. in the ARTS/C-3-A District. In its motion the Applicant indicated that, pursuant to 8
3129 of the Zoning Regulations, it was requesting modifications to the plans to
reconfigure and thereby increase the square footage of the cellar by 108 square feet, to
include the square footage of the cellar in the total square footage of the building, and to
amend the parking calculations provided in the original application. The reason given for
the modification is that after the BZA Order was issued in 2012, the structural engineer
advised the Applicant that the location of the north wall of the cellar in the original plans
was too close to the south wall of the adjacent building to ensure the integrity of that
building, which is a fragile historic structure. In addition, the stairway configuration to
the cellar has been reversed, so as to minimize the amount of excavation along the
property line adjacent to the historic structure to the south. Further, there had been a
misunderstanding in the parking calculations whereby the cellar floor area had not been
included in the original plans, as required. The Applicant noted that the uses of that area
will not generate any actual demand for parking. The Applicant’s transportation expert
witness prepared a supplemental report which concluded that the modifications do not
change the expert’s findings and conclusions in this case. (Exhibit 46.) The record
indicates that the request for modification was served on all of the parties to the case: the
Office of Planning (“OP”) and Advisory Neighborhood Commission (“ANC”) 2F, the
affected ANC, and the Single District Member. (Exhibits 41 and 46.)

Section 3129, specifically § 3129.3, indicates that a request for minor modification “of
plans shall be filed with the Board not later than two (2) years after the date of the final
order approving the application.” The motion was filed within the two-year period
following the final order in the underlying case and thus is timely.

Pursuant to § 3129.4, all parties are allowed to file comments within 10 days of the filed
request for modification. OP submitted a timely supplemental report, dated May 28,
2013, recommending approval of the Applicant’s request to modify the approved plans as
these changes are “primarily to correct an error in calculation that would not have
impacted OP’s original analysis of the application.” (Exhibit 42.) OP also testified that it
would recommend approval of the modification request. The District Department of
Transportation (“DDOT”) submitted a timely supplemental report, dated June 11, 2013,
recommending no objection to the requested modifications. The affected ANC, ANC 2F,
submitted a timely report, dated June 19, 2013, recommending approval of the motion to
modify the plans. The ANC report indicated that at a regularly scheduled, duly noticed
public meeting, at which a quorum was present, ANC 2F voted unanimously by a vote of
8:0 to support the modifications to the approved plans in Case No. 18453. (Exhibit 47.)
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No objections to the request for minor modification were submitted by any parties to the
case. Accordingly, a decision by the Board to grant this application would not be adverse
to any party.

As directed by 11 DCMR § 3119.2, the Board has required the Applicant to satisfy the
burden of proving the elements that are necessary to establish the case for modifications
of approved plans. Subsection 3129.8 of the Zoning Regulations limits the scope of the
hearing conducted to review a request for modification to the impact of the modification
on the subject of the original application. Also, § 3129.6 of the Zoning Regulations
authorizes the Board to grant, without a hearing, requests for minor modifications of
approved plans that do not change the material facts upon which the Board based its
original approval of the application. (11 DCMR § 3129.6.)

Based upon the record before the Board and having given great weight to the ANC and
OP reports filed in this case, the Board concludes that in seeking a modification to the
approved plans, the Applicant has met its burden of proof under 11 DCMR § 3129, that
the modification no material facts have changed upon which the Board based its decision
on the underlying application that would undermine its approval.

Pursuant to 11 DCMR § 3100.5, the Board has determined to waive the requirement of
11 DCMR 8§ 3125.3, that the order of the Board be accompanied by findings of fact and
conclusions of law. The waiver will not prejudice the rights of any party and is
appropriate in this case.

It is therefore ORDERED that this application for modification of approved plans is
hereby GRANTED, SUBJECT TO THE APPROVED PLANS AT EXHIBITS 25,
30, AND 46. In all other respects Order No. 18453 and the conditions therein remain
unchanged.

VOTE on Modification of Order No. 18453: 3-0-2

(S. Kathryn Allen, Michael G. Turnbull, and Jeffrey L. Hinkle, to APPROVE; Lloyd J.
Jordan, not present or voting; the third Mayoral appointee vacant.)

BY ORDER OF THE D.C. BOARD OF ZONING ADJUSTMENT
A majority of the Board members approved the issuance of this summary order.

ATTESTED BY:

SARA A. BARDIN
Director, Office of Zoning
FINAL DATE OF ORDER: July 3, 2013

PURSUANT TO 11 DCMR 8§ 3125.9, NO ORDER OF THE BOARD SHALL TAKE
EFFECT UNTIL TEN (10) DAYS AFTER IT BECOMES FINAL PURSUANT TO §
3125.6.
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Application No. 18557 of 1527 9th LLC, pursuant to 11 DCMR § 3104.1, for a special
exception to allow an existing nonconforming use (beauty salon) to be replaced with
another nonconforming use (art gallery and studio) under 8§ 2003 in the R-4 District at
premises 1527 9th Street, N.W. (Square 397, Lot 812).}

HEARING DATE: June 4, 2013, June 25, 2013, and June 28, 2013
DECISION DATE: June 28, 2013

SUMMARY ORDER

SELF-CERTIFIED

The zoning relief requested in this case is self-certified, pursuant to 11 DCMR § 3113.2.
(Exhibit 6.)

The Board of Zoning Adjustment (the "Board™) provided proper and timely notice of the
public hearing on this application by publication in the D.C. Register and by mail to the
Applicant, Advisory Neighborhood Commission ("ANC") 6E, and to all owners of
property within 200 feet of the property that is the subject to this application. The subject
property is located within the jurisdiction of ANC 6E, which is automatically a party to
this application. ANC 6E submitted a report in support of the application, dated May 10,
2013, which indicated that at a duly noticed, public monthly meeting on May 1, 2013,
with a quorum present, the ANC voted unanimously (7:0:0) to approve the application.
(Exhibit 27.)

The Office of Planning ("OP") submitted a timely supplemental report dated June 21,
2013, recommending approval of the application, as amended. This report noted that the
Applicant revised its request on June 18, 3013, by continuing to request permission to
convert a first floor nonconforming beauty salon to nonconforming art uses, but
withdrawing the use variance request for the second floor. According to the OP report,
the Applicant now plans to use the second floor space as an artist live-work space, which
OP stated is a matter of right residential use in the R-4 zone and a matter of right home
occupation within the criteria of § 203.2. (Exhibit 33.) Previously, OP had filed a report
that also recommended approval of the special exception under 8 2003, but recommended
denial of the then-requested use variance under § 2002.3. (Exhibit 28.) The District

! The Applicant amended its application by withdrawing its request for a use variance that would have
allowed the second floor of the subject property to be used for entirely commercial purposes and revising
the second floor plan from office/commercial uses to artist live/work space. (Exhibit 32.) The case caption
has been amended to reflect the amended application accordingly.

2 The Board started to hear this case on June 4™, continued the June 4" hearing to June 25", and all of the
hearings to be heard on June 25™ were postponed to June 28" to allow a quorum.

® As noted herein, the Applicant has withdrawn the request for a use variance and altered the plans for the
second floor to a residential use that OP indicates would be matter of right in the R-4 zone.
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Department of Transportation (“DDOT”) submitted a letter of “no objection” to the
record. (Exhibit 26.)

As directed by 11 DCMR § 3119.2, the Board required the Applicant to satisfy the
burden of proving the elements that are necessary to establish the case for a special
exception pursuant to 88 3104.1 and 2003, to allow an existing nonconforming use
(beauty salon) to be replaced with another nonconforming use (art gallery and studio) in
the R-4 District. No parties appeared at the public hearing in opposition to the
application. Accordingly, a decision by the Board to grant this application would not be
adverse to any party.

The Board concludes that the Applicant has met the burden of proof for special exception
relief, pursuant to 11 DCMR 88 3104.1 and 2003, that the requested relief can be granted
as being in harmony with the general purpose and intent of the Zoning Regulations and
Map. The Board further concludes that granting the requested relief will not tend to affect
adversely the use of neighboring property in accordance with the Zoning Regulations and
Map.

Pursuant to 11 DCMR § 3100.5, the Board has determined to waive the requirements of
11 DCMR 8§ 3125.3, that the order of the Board be accompanied by findings of fact and
conclusions of law. The waiver will not prejudice the rights of any party and is
appropriate in this case.

It is therefore ORDERED that the application is hereby GRANTED, SUBJECT TO
THE APPROVED PLANS AT EXHIBIT 12 AS AMENDED BY THE REVISED
PLANS AT EXHIBIT 32 AND THE FOLLOWING CONDITION:

1. The first floor gallery and studio shall be used by no more than five people between
9:00 p.m. and 8:00 a.m., with the exception of two evenings per month, when the
occupancy restrictions shall not begin until 10:30 p.m.

VOTE: 3-0-2 (S. Kathryn Allen, Peter G. May, and Jeffrey L. Hinkle to Approve;

Lloyd J. Jordan, not present or voting; one Board seat vacant.)

BY ORDER OF THE D.C. BOARD OF ZONING ADJUSTMENT
A majority of the Board members approved the issuance of this order.

FINAL DATE OF ORDER: July 2, 2013

PURSUANT TO 11 DCMR 8§ 3125.9, NO ORDER OF THE BOARD SHALL TAKE
EFFECT UNTIL TEN (10) DAYS AFTER IT BECOMES FINAL PURSUANT TO §
3125.6.
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PURSUANT TO 11 DCMR § 3130, THIS ORDER SHALL NOT BE VALID FOR
MORE THAN TWO YEARS AFTER IT BECOMES EFFECTIVE UNLESS, WITHIN
SUCH TWO-YEAR PERIOD, THE APPLICANT FILES PLANS FOR THE
PROPOSED STRUCTURE WITH THE DEPARTMENT OF CONSUMER AND
REGULATORY AFFAIRS FOR THE PURPOSE OF SECURING A BUILDING
PERMIT, OR THE APPLICANT FILES A REQUEST FOR A TIME EXTENSION
PURSUANT TO 8 3130.6 PRIOR TO THE EXPIRATION OF THE TWO-YEAR
PERIOD AND THE REQUEST IS GRANTED. PURSUANT TO § 3129.9, NO
OTHER ACTION, INCLUDING THE FILING OR GRANTING OF AN
APPLICATION FOR A MODIFICATION PURSUANT TO 8§ 3129.2 OR 3129.7,
SHALL TOLL OR EXTEND THE TIME PERIOD.

PURSUANT TO 11 DCMR § 3125, APPROVAL OF AN APPLICATION SHALL
INCLUDE APPROVAL OF THE PLANS SUBMITTED WITH THE APPLICATION
FOR THE CONSTRUCTION OF A BUILDING OR STRUCTURE (OR ADDITION
THERETO) OR THE RENOVATION OR ALTERATION OF AN EXISTING
BUILDING OR STRUCTURE. AN APPLICANT SHALL CARRY OUT THE
CONSTRUCTION, RENOVATION, OR ALTERATION ONLY IN ACCORDANCE
WITH THE PLANS APPROVED BY THE BOARD AS THE SAME MAY BE
AMENDED AND/OR MODIFIED FROM TIME TO TIME BY THE BOARD OF
ZONING ADJUSTMENT.

PURSUANT TO 11 DCMR § 3205, THE PERSON WHO OWNS, CONTROLS,
OCCUPIES, MAINTAINS, OR USES THE SUBJECT PROPERTY, OR ANY PART
THERETO, SHALL COMPLY WITH THE CONDITIONS IN THIS ORDER, AS THE
SAME MAY BE AMENDED AND/OR MODIFIED FROM TIME TO TIME BY THE
BOARD OF ZONING ADJUSTMENT. FAILURE TO ABIDE BY THE CONDITIONS
IN THIS ORDER, IN WHOLE OR IN PART SHALL BE GROUNDS FOR THE
REVOCATION OF ANY BUILDING PERMIT OR CERTIFICATE OF OCCUPANCY
ISSUED PURSUANT TO THIS ORDER.

IN ACCORDANCE WITH THE D.C. HUMAN RIGHTS ACT OF 1977, AS
AMENDED, D.C. OFFICIAL CODE 8§ 2-1401.01 ET SEQ. (ACT), THE DISTRICT OF
COLUMBIA DOES NOT DISCRIMINATE ON THE BASIS OF ACTUAL OR
PERCEIVED: RACE, COLOR, RELIGION, NATIONAL ORIGIN, SEX, AGE,
MARITAL STATUS, PERSONAL APPEARANCE, SEXUAL ORIENTATION,
GENDER IDENTITY OR EXPRESSION, FAMILIAL STATUS, FAMILY
RESPONSIBILITIES, MATRICULATION, POLITICAL AFFILIATION, GENETIC
INFORMATION, DISABILITY, SOURCE OF INCOME, OR PLACE OF RESIDENCE
OR BUSINESS. SEXUAL HARASSMENT IS A FORM OF SEX DISCRIMINATION
WHICH IS PROHIBITED BY THE ACT. IN ADDITION, HARASSMENT BASED ON
ANY OF THE ABOVE PROTECTED CATEGORIES IS PROHIBITED BY THE ACT.
DISCRIMINATION IN VIOLATION OF THE ACT WILL NOT BE TOLERATED.
VIOLATORS WILL BE SUBJECT TO DISCIPLINARY ACTION.
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Application No. 18572 of Shiau Feng Chen, pursuant to 11 DCMR § 3104.2, for a special
exception to establish a pet grooming establishment under section 736, in the C-2-A District at
premises 4824 MacArthur Boulevard, N.W. (Square 1388, Lot 25).

HEARING DATE: June 25, 2013, June 28, 2013
DECISION DATE: June 28, 2013
SUMMARY ORDER

SELF-CERTIFIED
The zoning relief requested in this case was self-certified, pursuant to 11 DCMR § 3113.2.

The Board provided proper and timely notice of the public hearing on this application by
publication in the D.C. Register and by mail to Advisory Neighborhood Commission (“ANC”)
3D, and to owners of property within 200 feet of the site. The site of this application is located
within the jurisdiction of ANC 3D, which is automatically a party to this application. ANC 3D
submitted a letter in support of the application. The Department of Transportation submitted a
report of no objection to the application. The Office of Planning (“OP”) submitted a report and
testified at the hearing in support of the application.

As directed by 11 DCMR § 3119.2, the Board has required the Applicant to satisfy the burden of
proving the elements that are necessary to establish the case pursuant to § 3104.1, for a special
exception under subsection 736. No parties appeared at the public hearing in opposition to this
application. Accordingly, a decision by the Board to grant this application would not be adverse
to any party.

Based upon the record before the Board and having given great weight to the OP and ANC
reports, the Board concludes that the Applicant has met the burden of proof, pursuant to 11
DCMR 8§ 3104.1 and 736, that the requested relief can be granted as being in harmony with the
general purpose and intent of the Zoning Regulations and Map. The Board further concludes
that granting the requested relief will not tend to affect adversely the use of neighboring property
in accordance with the Zoning Regulations and Map.

Pursuant to 11 DCMR § 3100.5, the Board has determined to waive the requirement of 11
DCMR 8§ 3125.3, that the order of the Board be accompanied by findings of fact and conclusions
of law. It is therefore ORDERED that this application (pursuant to Exhibit 10 — Plans) be
GRANTED.

VOTE: 3-0-2 (S. Kathryn Allen, Michael G. Turnbull and Jeffrey L. Hinkle

to APPROVE. Lloyd J. Jordan not present and the third mayoral member
seat vacant.)
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BY ORDER OF THE D.C. BOARD OF ZONING ADJUSTMENT
The majority of the Board members approved the issuance of this order.

FINAL DATE OF ORDER: July 1, 2013

PURSUANT TO 11 DCMR § 3125.9, NO ORDER OF THE BOARD SHALL TAKE EFFECT
UNTIL TEN (10) DAYS AFTER IT BECOMES FINAL PURSUANT TO § 3125.6.

PURSUANT TO 11 DCMR 8§ 3130, THIS ORDER SHALL NOT BE VALID FOR MORE
THAN TWO YEARS AFTER IT BECOMES EFFECTIVE UNLESS, WITHIN SUCH TWO-
YEAR PERIOD, THE APPLICANT FILES PLANS FOR THE PROPOSED STRUCTURE
WITH THE DEPARTMENT OF CONSUMER AND REGULATORY AFFAIRS FOR THE
PURPOSE OF SECURING A BUILDING PERMIT, OR THE APPLICANT FILES A
REQUEST FOR A TIME EXTENSION PURSUANT TO § 3130.6 AT LEAST 30 DAYS
PRIOR TO THE EXPIRATION OF THE TWO-YEAR PERIOD AND THAT SUCH
REQUEST IS GRANTED. NO OTHER ACTION, INCLUDING THE FILING OR
GRANTING OF AN APPLICATION FOR A MODIFICATION PURSUANT TO 88 3129.2
OR 3129.7, SHALL EXTEND THE TIME PERIOD.

PURSUANT TO 11 DCMR § 3125, APPROVAL OF AN APPLICATION SHALL INCLUDE
APPROVAL OF THE PLANS SUBMITTED WITH THE APPLICATION FOR THE
CONSTRUCTION OF A BUILDING OR STRUCTURE (OR ADDITION THERETO) OR
THE RENOVATION OR ALTERATION OF AN EXISTING BUILDING OR STRUCTURE.
AN APPLICANT SHALL CARRY OUT THE CONSTRUCTION, RENOVATION, OR
ALTERATION ONLY IN ACCORDANCE WITH THE PLANS APPROVED BY THE
BOARD AS THE SAME MAY BE AMENDED AND/OR MODIFIED FROM TIME TO TIME
BY THE BOARD OF ZONING ADJUSTMENT.

IN ACCORDANCE WITH THE D.C. HUMAN RIGHTS ACT OF 1977, AS AMENDED, D.C.
OFFICIAL CODE § 2-1401.01 ET SEQ. (ACT), THE DISTRICT OF COLUMBIA DOES NOT
DISCRIMINATE ON THE BASIS OF ACTUAL OR PERCEIVED: RACE, COLOR,
RELIGION, NATIONAL ORIGIN, SEX, AGE, MARITAL STATUS, PERSONAL
APPEARANCE, SEXUAL ORIENTATION, GENDER IDENTITY OR EXPRESSION,
FAMILIAL STATUS, FAMILY RESPONSIBILITIES, MATRICULATION, POLITICAL
AFFILIATION, GENETIC INFORMATION, DISABILITY, SOURCE OF INCOME, OR
PLACE OF RESIDENCE OR BUSINESS. SEXUAL HARASSMENT IS A FORM OF SEX
DISCRIMINATION WHICH IS PROHIBITED BY THE ACT. IN ADDITION,
HARASSMENT BASED ON ANY OF THE ABOVE PROTECTED CATEGORIES IS
PROHIBITED BY THE ACT. DISCRIMINATION IN VIOLATION OF THE ACT WILL NOT
BE TOLERATED. VIOLATORS WILL BE SUBJECT TO DISCIPLINARY ACTION.
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Application No. 18575 of Donatelli Development on behalf of the Government of the
District of Columbia, pursuant to 11 DCMR 8§ 3103.2, for a variance from the off-street
parking requirements under § 2101.1, to allow the construction of a new residential
building in the GA/C-2-A District at premises 3825-3829 Georgia Avenue, N.W. (Square
3028, Lot 818).

HEARING DATES: June 25 and 28, 2013"
DECISION DATE: June 28, 2013

SUMMARY ORDER

SELF-CERTIFIED

The zoning relief requested in this case is self-certified, pursuant to 11 DCMR § 3113.2.
(Exhibit 6.)

The Board of Zoning Adjustment (the "Board™) provided proper and timely notice of the
public hearing on this application by publication in the D.C. Register and by mail to the
Applicant, Advisory Neighborhood Commission ("ANC") 4C, and to all owners of
property within 200 feet of the property that is the subject to this application. The subject
property is located within the jurisdiction of ANC 4C, which is automatically a party to
this application. ANC 4C submitted a letter in support of the application, dated June 12,
2013, which indicated that at a duly noticed, public monthly meeting on June 12, 2013,
with a quorum present, the ANC voted to approve the application. (Exhibit 28.) At the
hearing the single district member ANC Commissioner spoke in opposition to the
application. To Board member’s questions, he testified that he voted to oppose the project
at the ANC meeting, but in doing so, he was in the minority, and that the majority of the
ANC did vote to approve the application.

The Office of Planning ("OP") submitted a timely report dated June 11, 2013,
recommending approval of the application. (Exhibit 26.) The District Department of
Transportation (“DDOT”) submitted a letter of “no objection”, with conditions, to the
record. (Exhibit 28.)

As directed by 11 DCMR § 3119.2, the Board required the Applicant to satisfy the
burden of proving the elements that are necessary under § 3103.2, to establish the case
for a variance from the off-street parking requirements under § 2101.1. No parties

! The application was scheduled for a public hearing on June 25, 2013, but as all of the hearings scheduled
on that datehwere postponed and rescheduled to June 28, 2013 to allow for a quorum, the hearing was held
on June 28"
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appeared at the public hearing in opposition to the application. Accordingly, a decision
by the Board to grant this application would not be adverse to any party.

Based upon the record before the Board, and having given great weight to the ANC and
OP reports filed in this case, the Board concludes that the Applicant has met the burden
of proving under 11 DCMR § 3103.2 that there exists an exceptional or extraordinary
situation or condition related to the property that creates a practical difficulty for the
owner in complying with the Zoning Regulations, and that the requested relief can be
granted without substantial detriment to the public good and without substantially
impairing the intent, purpose, and integrity of the zone plan as embodied in the Zoning
Regulations and Map.

Pursuant to 11 DCMR § 3100.5, the Board has determined to waive the requirements of
11 DCMR 8§ 3125.3, that the order of the Board be accompanied by findings of fact and
conclusions of law. The waiver will not prejudice the rights of any party and is
appropriate in this case.

It is therefore ORDERED that the application is hereby GRANTED, SUBJECT TO
THE APPROVED PLANS AT EXHIBIT 25C AND THE FOLLOWING
CONDITIONS:

1. The Applicant shall provide one year of Capital Bikeshare or car share membership
for all new residents.

2. The Applicant shall provide a transportation information screen to be located in the
lobby of the building.

VOTE: 3-0-2 (S. Kathryn Allen, Michael G. Turnbull, and Jeffrey L. Hinkle to
Approve; Lloyd J. Jordan, not present or voting; one Board seat
vacant.)

BY ORDER OF THE D.C. BOARD OF ZONING ADJUSTMENT
A majority of the Board members approved the issuance of this order.

FINAL DATE OF ORDER: July 3, 2013

PURSUANT TO 11 DCMR 8§ 3125.9, NO ORDER OF THE BOARD SHALL TAKE
EFFECT UNTIL TEN (10) DAYS AFTER IT BECOMES FINAL PURSUANT TO §
3125.6.

PURSUANT TO 11 DCMR § 3130, THIS ORDER SHALL NOT BE VALID FOR
MORE THAN TWO YEARS AFTER IT BECOMES EFFECTIVE UNLESS, WITHIN
SUCH TWO-YEAR PERIOD, THE APPLICANT FILES PLANS FOR THE
PROPOSED STRUCTURE WITH THE DEPARTMENT OF CONSUMER AND
REGULATORY AFFAIRS FOR THE PURPOSE OF SECURING A BUILDING
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PERMIT, OR THE APPLICANT FILES A REQUEST FOR A TIME EXTENSION
PURSUANT TO § 3130.6 PRIOR TO THE EXPIRATION OF THE TWO-YEAR
PERIOD AND THE REQUEST IS GRANTED. PURSUANT TO § 3129.9, NO
OTHER ACTION, INCLUDING THE FILING OR GRANTING OF AN
APPLICATION FOR A MODIFICATION PURSUANT TO 8§ 3129.2 OR 3129.7,
SHALL TOLL OR EXTEND THE TIME PERIOD.

PURSUANT TO 11 DCMR § 3125, APPROVAL OF AN APPLICATION SHALL
INCLUDE APPROVAL OF THE PLANS SUBMITTED WITH THE APPLICATION
FOR THE CONSTRUCTION OF A BUILDING OR STRUCTURE (OR ADDITION
THERETO) OR THE RENOVATION OR ALTERATION OF AN EXISTING
BUILDING OR STRUCTURE. AN APPLICANT SHALL CARRY OUT THE
CONSTRUCTION, RENOVATION, OR ALTERATION ONLY IN ACCORDANCE
WITH THE PLANS APPROVED BY THE BOARD AS THE SAME MAY BE
AMENDED AND/OR MODIFIED FROM TIME TO TIME BY THE BOARD OF
ZONING ADJUSTMENT.

IN ACCORDANCE WITH THE D.C. HUMAN RIGHTS ACT OF 1977, AS
AMENDED, D.C. OFFICIAL CODE 8§ 2-1401.01 ET SEQ. (ACT), THE DISTRICT OF
COLUMBIA DOES NOT DISCRIMINATE ON THE BASIS OF ACTUAL OR
PERCEIVED: RACE, COLOR, RELIGION, NATIONAL ORIGIN, SEX, AGE,
MARITAL STATUS, PERSONAL APPEARANCE, SEXUAL ORIENTATION,
GENDER IDENTITY OR EXPRESSION, FAMILIAL STATUS, FAMILY
RESPONSIBILITIES, MATRICULATION, POLITICAL AFFILIATION, GENETIC
INFORMATION, DISABILITY, SOURCE OF INCOME, OR PLACE OF RESIDENCE
OR BUSINESS. SEXUAL HARASSMENT IS A FORM OF SEX DISCRIMINATION
WHICH IS PROHIBITED BY THE ACT. IN ADDITION, HARASSMENT BASED ON
ANY OF THE ABOVE PROTECTED CATEGORIES IS PROHIBITED BY THE ACT.
DISCRIMINATION IN VIOLATION OF THE ACT WILL NOT BE TOLERATED.
VIOLATORS WILL BE SUBJECT TO DISCIPLINARY ACTION.
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Application No. 18578 of District Properties.Com Inc, pursuant to 11 DCMR 8 3103.2, for
variances from the lot width and lot area requirements under section 401, and a variance from the
side yard requirements under section 405, to construct a one-family detached dwelling in the R-2
District at premises 1019 49" Place, N.E. (Square 5175, Lot 4).

HEARING DATE: June 25, 2013, June 28, 2013
DECISION DATE: June 28, 2013
SUMMARY ORDER

SELF-CERTIFIED
The zoning relief requested in this case was self-certified, pursuant to 11 DCMR § 3113.2.

The Board of Zoning Adjustment (“Board”) provided proper and timely notice of the public
hearing on this application by publication in the D.C. Register, and by mail to Advisory
Neighborhood Commission (“ANC”) 7C and to owners of property within 200 feet of the site.
The site of this application is located within the jurisdiction of ANC 7C, which is automatically a
party to this application. The ANC did not participate in the application. The Office of Planning
(“OP) submitted a report in support of the application. The Department of Transportation
submitted a report of no objection to the application.

Variance

As directed by 11 DCMR § 3119.2, the Board has required the Applicant to satisfy the burden of
proving the elements that are necessary to establish the case, pursuant to § 3103.2, for a variance
from 88 401 and 405. No parties appeared at the public hearing in opposition to this application.
Accordingly, a decision by the Board to grant this application would not be adverse to any party.

Based upon the record before the Board and having given great weight to the OP and ANC
reports filed in this case, the Board concludes that in seeking a variance from § § 401and 405,
the applicant has met the burden of proving under 11 DCMR § 3103.2, that there exists an
exceptional or extraordinary situation or condition related to the property that creates a practical
difficulty for the owner in complying with the Zoning Regulations, and that the relief can be
granted without substantial detriment to the public good and without substantially impairing the
intent, purpose, and integrity of the zone plan as embodied in the Zoning Regulations and Map.

Pursuant to 11 DCMR § 3100.5, the Board has determined to waive the requirement of 11
DCMR 8§ 3125.3, that the order of the Board be accompanied by findings of fact and conclusions
of law. It is therefore ORDERED that this application (pursuant to Exhibit 8 — Plans) is hereby
GRANTED.
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BZA APPLICATION NO. 18578
PAGE NO. 2

VOTE: 3-0-2 S. Kathryn Allen, Jeffrey L. Hinkle and Michael G. Turnbull to
APPROVE. Lloyd J. Jordan not present and the third mayoral member
seat vacant.

BY ORDER OF THE D.C. BOARD OF ZONING ADJUSTMENT
A majority of the Board members approved the issuance of this order.

FINAL DATE OF ORDER: July 1, 2013

PURSUANT TO 11 DCMR § 3125.9, NO ORDER OF THE BOARD SHALL TAKE EFFECT
UNTIL TEN (10) DAYS AFTER IT BECOMES FINAL PURSUANT TO § 3125.6.

PURSUANT TO 11 DCMR 8§ 3130, THIS ORDER SHALL NOT BE VALID FOR MORE
THAN TWO YEARS AFTER IT BECOMES EFFECTIVE UNLESS, WITHIN SUCH TWO-
YEAR PERIOD, THE APPLICANT FILES PLANS FOR THE PROPOSED STRUCTURE
WITH THE DEPARTMENT OF CONSUMER AND REGULATORY AFFAIRS FOR THE
PURPOSE OF SECURING A BUILDING PERMIT, OR THE APPLICANT FILES A
REQUEST FOR A TIME EXTENSION PURSUANT TO § 3130.6 AT LEAST 30 DAYS
PRIOR TO THE EXPIRATION OF THE TWO-YEAR PERIOD AND THAT SUCH
REQUEST IS GRANTED. NO OTHER ACTION, INCLUDING THE FILING OR
GRANTING OF AN APPLICATION FOR A MODIFICATION PURSUANT TO 88 3129.2
OR 3129.7, SHALL EXTEND THE TIME PERIOD.

PURSUANT TO 11 DCMR § 3125, APPROVAL OF AN APPLICATION SHALL INCLUDE
APPROVAL OF THE PLANS SUBMITTED WITH THE APPLICATION FOR THE
CONSTRUCTION OF A BUILDING OR STRUCTURE (OR ADDITION THERETO) OR
THE RENOVATION OR ALTERATION OF AN EXISTING BUILDING OR STRUCTURE.
AN APPLICANT SHALL CARRY OUT THE CONSTRUCTION, RENOVATION, OR
ALTERATION ONLY IN ACCORDANCE WITH THE PLANS APPROVED BY THE
BOARD AS THE SAME MAY BE AMENDED AND/OR MODIFIED FROM TIME TO TIME
BY THE BOARD OF ZONING ADJUSTMENT.

IN ACCORDANCE WITH THE D.C. HUMAN RIGHTS ACT OF 1977, AS AMENDED, D.C.
OFFICIAL CODE § 2-1401.01 ET SEQ. (ACT), THE DISTRICT OF COLUMBIA DOES NOT
DISCRIMINATE ON THE BASIS OF ACTUAL OR PERCEIVED: RACE, COLOR,
RELIGION, NATIONAL ORIGIN, SEX, AGE, MARITAL STATUS, PERSONAL
APPEARANCE, SEXUAL ORIENTATION, GENDER IDENTITY OR EXPRESSION,
FAMILIAL STATUS, FAMILY RESPONSIBILITIES, MATRICULATION, POLITICAL
AFFILIATION, GENETIC INFORMATION, DISABILITY, SOURCE OF INCOME, OR
PLACE OF RESIDENCE OR BUSINESS. SEXUAL HARASSMENT IS A FORM OF SEX
DISCRIMINATION WHICH IS PROHIBITED BY THE ACT. IN ADDITION,
HARASSMENT BASED ON ANY OF THE ABOVE PROTECTED CATEGORIES IS
PROHIBITED BY THE ACT. DISCRIMINATION IN VIOLATION OF THE ACT WILL NOT
BE TOLERATED. VIOLATORS WILL BE SUBJECT TO DISCIPLINARY ACTION.
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ZONING COMMISSION FOR THE DISTRICT OF COLUMBIA
NOTICE OF FINAL RULEMAKING
AND
Z.C. ORDER NO. 12-10
Z.C. Case No. 12-10
(Text Amendment — 11 DCMR)
New Chapter 34, Green Area Ratio; 8§ 412 Pervious Surface Minimum Requirements for
R-1 through R-4 Zones, and 2115.19 Landscape Standards for Parking Lots)
June 24, 2013

The full text of this Zoning Commission Order is published in the “Final Rulemaking” section of

this edition of the D.C. Register.

010250



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

DEPARTMENT OF HEALTH
NOTICE OF FINAL RULEMAKING

The Interim Director of the Department of Health, pursuant to the authority set forth in Section
19(a)(3) of the District of Columbia Pharmacist and Pharmacy Regulation Act of 1980, effective
September 16, 1980 (D.C. Law 3-98; D.C. Official Code § 47-2885.18(a)(3) (2005 Repl.));
Mayor’s Order 98-48, dated April 15, 1998; Section 4902 of the Fiscal Year 2002 Budget
Support Act of 2001, effective October 3, 2001 (D.C. Law 14-28; D.C. Official Code § 7-731
(2008 Repl.)); Section 15 of the District of Columbia Medical Device Manufacture and
Distribution Licensure Act of 1990, effective June 13, 1990 (D.C. Law 8-137; D.C. Official
Code § 48-714(a) (2005 Repl.)); and Mayor’s Order 98-88, dated May 29, 1998, hereby gives
notice of his intent to take final rulemaking action to adopt the following new Chapters 102
(Licensing of Medical Device Distributors and Manufacturers), 103 (Labeling of Medical
Devices), 104 (Medical Device Reporting), 105 (Establishment, Registration, and Device Listing
for Manufacturers and Initial Importers of Devices), 106 (Premarket Approval of Medical
Devices), 107 (Quality System Regulation), and 108 (Radiological Health) of Subtitle B (Public
Health and Medicine) of Title 22 (Health) of the District of Columbia Municipal Regulations
(DCMR).

The purpose of the amendments is to bring the District regulations in line with the current
requirements established under the Federal Food, Drug, and Cosmetic Act, approved June 25,
1938, 21 U.S.C. § 301, et seq. as amended; 21 Code of Federal Regulations (C.F.R.), part 801,
Labeling, as amended; 21 C.F.R., part 803, Medical Device Reporting, as amended; 21 C.F.R.,
part 807, Establishment Registration and Device Listing for Manufacturers and Initial Importers
of Devices, as amended; 21 C.F.R., part 814, Premarket Approval of Medical Devices, as
amended; 21 C.F.R., part 820, Quality System Regulation, as amended; and 21 C.F.R,,
Subchapter J--Radiological Health, as amended.

These regulations were previously published in the D.C. Register on March 22, 2013 at 60
DCMR 004210. Only one set of comments were received — from Kaiser Permanente. Kaiser
questioned the need of the Department of Health to draft regulations which are duplicative of the
federal guidelines.

The Department notes that the Food & Drug Administration does not perform inspections. These
regulations provide the Department with local jurisdiction over medical devices and enhance its
ability to be proactive in ensuring the public health, safety, and environmental quality.

In addition, Kaiser questioned the definition in § 10499.1 for the term “ambulatory surgical
facility.” Kaiser argues that the definition differs from that which appears in the D.C. Code.
The Department has compared the definition it proposes with the definition in D.C. Official
Code § 44-501(a)(8) and D.C. Official Code § 44-504(h). While the language in the proposed
rules and the D.C. Official Code differ, both definitions appropriately define an “ambulatory
surgical facility.” Thus, there is no need to adopt the language that appears in the D.C. Official
Code.
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Kaiser also suggested changing § 10413.1 which reads “The Department shall publish adverse
events on its website.” to read “The Department shall publish adverse event codes on its
website.” The language in the proposed regulations is correct — the Department will not publish
“adverse events codes” but will publish a “narrative” of the adverse event. Thus, there is no
need to reword that section.

Kaiser commented that the requirements in § 10912 “Treatment Use of an Investigational
Device” would pose an undue on a healthcare provider because in addition to requiring approval
from the federal government to use an investigational device, the provider would also require
approval from the Department of Health. In response to Kaiser’s concerns, the Department will
not impose any regulatory regimen that is more stringent than the federal government’s. If the
federal government approves an investigational device, then the Department will accept that
approval.

Finally, Section 10202.1, which would have exempted persons from licensure who engage in
distribution from a place of business outside of the District, has been deleted. That language was
inadvertently placed in the Notice of Proposed Rulemaking.

These final rules will become effective upon publication in the D.C. Register.

Subtitle B (Public Health and Medicine) of Title 22 (Health) of the DCMR is amended as
follows:

Chapter 102 (Licensing of Medical Devices Distributors and Manufacturers) is added to
read as follows:

CHAPTER 102 LICENSING OF MEDICAL DEVICE DISTRIBUTORS AND

MANUFACTURERS
10200 GENERAL PROVISIONS
10200.1 These sections provide for the minimum licensing standards necessary to

ensure the safety and efficacy of medical devices distributed by device
distributors and manufacturers.

10201 APPLICABLE LAWS AND REGULATIONS

10201.1 The Department of Health (Department or DOH) adopts by reference the
following laws and regulations:

(a) Federal Food, Drug, and Cosmetic Act, approve June 25, 1938, 21
U.S.C. § 301, ef seq. (“act”) as amended;

(b) 21 Code of Federal Regulations (C.F.R.), part 801, Labeling, as
amended;
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10201.2

10201.3

10202

10202.1

10202.2

10203

10203.1

10203.2

10203.3

(c) 21 C.F.R., part 803, Medical Device Reporting, as amended;

(d) 21 C.F.R., part 807, Establishment Registration and Device Listing for
Manufacturers and Initial Importers of Devices, as amended;

(e) 21 C.F.R,, part 814, Premarket Approval of Medical Devices, as
amended;

® 21 C.F.R,, part 820, Quality System Regulation, as amended; and

(2) 21 C.F.R., Subchapter J--Radiological Health, as amended.

Copies of these laws and regulations are indexed and filed at the Department,
899 North Capitol Street, N.E., Washington, D.C. 20002 and are available for

inspection during normal working hours. Electronic copies of these laws and
regulations are available online at www.hpla.doh.dc.gov.

Nothing in these sections shall relieve any person of the responsibility for
compliance with other applicable District of Columbia and federal laws and
regulations.

EXEMPTIONS

A person is exempt from licensing under these sections if the person engages only
in the following types of device distribution:

(a) Intra-company sales; or

(b) The sale, purchase, or trade of a distressed or reconditioned device by a
salvage operator.

An exemption from the licensing requirements under these sections does not
constitute an exemption from other applicable provisions of federal and District of
Columbia laws and regulations.

LICENSURE REQUIREMENTS

Except as provided by § 10202, a person may not engage in the distribution or
manufacture of devices in the District of Columbia unless the person has a valid
license from the Department of Health for each place of business.

The license shall be displayed in an open public area at each place of business.

Each person involved in the distribution or manufacture of devices in the District
of Columbia on the effective date of these sections shall apply for a device
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10203.4

10203.5

10203.6

10203.7

10203.8

10203.9

10203.10

10203.11

10203.12

10203.13

distributor or manufacturer license no later than sixty (60) days following the
effective date of these regulations.

Each person acquiring or establishing a place of business for the purpose of
device distribution or manufacturing after the effective date of these sections shall
apply to the Department for a license prior to beginning operation.

If the device distributor or manufacturer operates more than one place of business,
the device distributor or manufacturer shall obtain a license for each place of
business.

The Department may license a distributor or manufacturer of devices who meets
the requirements of these sections and pays all fees.

Licenses shall not be transferable from one (1) person to another or from one (1)
place of business to another.

Unless a license is amended pursuant to this section or revoked or suspended as
provided in § 10207 (relating to Refusal, Cancellation, Suspension, or Revocation
of a License), the license shall be valid for two (2) years.

The license application as outlined in § 10204.2 of this chapter (relating to
Licensing Procedures) and non-refundable licensing fees for each place of
business shall be submitted to the department prior to the expiration date of the
current license. A person who files a renewal application after the expiration date
must pay an additional one hundred dollars ($100) as a delinquency fee.

A licensee who fails to submit a renewal application prior to the current license
expiration date and continues operations may be subject to the enforcement and
penalty provision in § 10210 (relating to Enforcement and Penalties), or the
revocation and suspension provisions in § 10207.

A renewal license shall only be issued when all past due fees and delinquency
fees are paid.

A license that is amended, including a change of name, ownership, or a
notification of a change in the location of a licensed place of business, shall
require submission of an application as outlined in § 10204 (relating to Licensing
Procedures) and submission of fees.

Not fewer than thirty (30) days in advance of the change, a licensee shall notify
the Director or the Director’s designee in writing of the licensee’s intent to change
the location of a licensed place of business. The notice shall include the address
of the new location, and the name and residence address of the individual in
charge of the business at the new location. Not more than ten (10) days after the
completion of the change of location, the licensee shall notify the Director or the
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10203.14

10204

10204.1

10204.2

10204.3

Director’s designee in writing to verify the change of location, the specific date of
change, the new location, the address of the new location, and the name and
residence address of the individual in charge of the business at the new address.
Notice shall be deemed adequate if the licensee provides the intent and
verification notices to the Director or the Director’s designee by certified mail,
return receipt requested, mailed to the Department, 899 North Capitol Street,
N.E., Washington, D.C. 20002.

If the United States Food and Drug Administration (FDA) or the Department
determines, with respect to a product that is a combination of a drug and a device,
that the primary mode of action of the product is as a device, a distributor or
manufacturer of the product is subject to licensure as described in this section.

LICENSING PROCEDURES

License application forms may be obtained from the Department at 899 North
Capitol Street, N.E., Washington, D.C., or online at www.hpla.doh.dc.gov.

The application for licensure as a device distributor or manufacturer shall be
signed and verified, and submitted on a license application form furnished by the
Department.

If the legal entity is a proprietorship, partnership, corporation, or association, the
application shall contain the following:

(a) The name and residence address of the applicant, and the date and place of
incorporation (if applicable);

(b) The name and address of the corporation’s registered agent and
corporation charter number, or if any other type of association;

(c) The names of the principals of such association;

(d) The name of the legal entity to be licensed, including the name under
which the business is conducted;

(e) The address of each place of business that is licensed;
® If a proprietorship, the name and residence address of the proprietorship;

(2) If a corporation, the date and place of incorporation and name and address
of its registered agent in the state and corporation charter number; or

(h) If any other type of association, the names of the principals of such
association;
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10204.4

10205

10205.1

10206

10207

10207.1

Q) The name, residence address, and valid driver’s license number of each
individual in an actual administrative capacity which, in the case of
proprietorship, shall be the managing proprietor; partnership, the
managing partner; corporation, the officers and directors; or those in a
managerial capacity in any other type of association; and

()] For each place of business, the residence address of the individual in
charge;

The renewal application for licensure as a device distributor or manufacturer shall
be made on a license application form furnished by the Department.

REPORT OF CHANGES

The license holder shall notify the department in writing no later than ten (10)
days after any change which would render the information contained in the
application for the license, reported pursuant to § 10204 (relating to Licensing
Procedures), no longer accurate. Failure to inform the department no later than ten
(10) days after a change in the information required in the application for a license
may result in a suspension or revocation of the license following a hearing.

[RESERVED]

REFUSAL, CANCELLATION, SUSPENSION, OR REVOCATION OF
LICENSE

The Director may refuse an application or may refuse to license an applicant, or,
suspend or revoke a license , after providing the applicant or licensee with an
opportunity for a hearing, if the applicant or licensee:

(a) Has been convicted of a felony or misdemeanor that involves moral
turpitude;

(b) Is an association, partnership, or corporation whose managing officer has
been convicted of a felony or misdemeanor that involves moral turpitude;

(© Has been convicted in a District of Columbia or federal court of the illegal
use, sale, or transportation of intoxicating liquors, narcotic drugs,
barbiturates, amphetamines, desoxyephedrine, their compounds or
derivatives, or any other dangerous or habit-forming drugs;

(d) Isan association, partnership, or corporation whose managing officer has
been convicted in the District of Columbia Superior Court or federal court
of the illegal use, sale or transportation of intoxicating liquors, narcotic
drugs, barbiturates, amphetamines, desoxyephedrine, their compounds or
derivatives, or any other dangerous or habit-forming drugs;

010256



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

10207.2

10207.3

10207.4

10208

10208.1

10208.2

(e) Has violated any of the provisions of D.C. Official Code §§ 48-904.01, et
seq. (2009 Repl.);

§3) Has failed to pay a license fee or a renewal fee for a license; or
€3] Has obtained or attempted to obtain a license by fraud or deception.

The Director may refuse to license an applicant, or, suspend or revoke a license if
the Director determines from evidence presented during a hearing that the
applicant or licensee:

(a) Has violated any provisions of the District of Columbia Official Code, §§
22-901, et seq. concerning the counterfeiting of a drug or the sale or
holding for sale of a counterfeit drug;

(b) Has violated D.C. Official Code §§ 48-904.01, et seq.; or

(©) Has violated any of these regulations, including being responsible for a
significant discrepancy in the records that District law requires the
applicant or licensee to maintain.

The Department may, after providing opportunity for a hearing, refuse to license a
distributor or manufacturer of devices, or may suspend or revoke a license for
violations of the laws and regulations listed in § 10201.1 or for any of the reasons
described in the Act.

A license issued under this chapter shall be returned to the Department if the
device distributor’s or manufacturer’s place of business:

(a) Ceases business or otherwise ceases operation on a permanent basis;

(b) Relocates; or

(c) For a corporation, an ownership change is deemed to have occurred, as
determined by a transfer of when five percent (5%) or more of the share of
stock from one person to another.

MINIMUM STANDARDS FOR LICENSURE

All device distributors or manufacturers engaged in the design, manufacture,

packaging, labeling, storage, installation, and servicing of devices shall comply

with the minimum standards of this section.

For the purpose of this section, the policies described in the FDA’s Compliance
Policy Guides as they apply to devices shall be the policies of the Department.
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10208.3 All persons who operate as device distributors or manufacturers in the District of
Columbia shall meet the applicable requirements in Chapter 105, titled
“Establishment Registration and Device Listing for Manufacturers and Initial
Importers of Devices.” Devices distributed by device distributors or
manufacturers shall meet, if applicable, the premarket notification requirements of
Chapter 105 of this subtitle or the premarket approval provisions of Chapter 106
of this subtitle, titled “Premarket Approval of Medical Devices.”

10208.4 Device distributors or manufacturers engaged in the design, manufacture,
packaging, labeling, storage, installation, and servicing of finished devices shall
be in compliance with the applicable requirements of Chapter 107 of this subtitle,
entitled “Quality System Regulation.” The requirements in this section govern
the methods used in, and the facilities and controls used for, the design,
manufacture, packaging, labeling, storage, installation, and servicing of all
finished devices intended for human use.

10208.5 All manufacturing, assembling, packaging, packing, holding, testing, or labeling
of devices by manufacturers shall take place in buildings and facilities described
in §§ 10718 “Handling,” 10719 “Storage,” 10720 “Distribution,” and 10720
“Installation.”

10208.6 No manufacturing, assembling, packaging, packing, holding, testing, or labeling
operations of devices by manufacturers or distributors shall be conducted in any

personal residence.

10208.7 Any place of business used by a distributor to store, warehouse, hold, offer,
transport, or display devices shall:

(a) Be of suitable size and construction to facilitate cleaning, maintenance,
and proper operations;

(b) Have storage areas designed to provide adequate lighting, ventilation,
temperature, sanitation, humidity, and space;

(©) Have a quarantine area for storage of devices that are outdated, damaged,
deteriorated, misbranded, or adulterated;

(d) Be maintained in a clean and order condition; and
(e) Be free from infestation by insects, rodents, birds, or vermin of any kind.
10208.8 All devices stored by distributors shall be held at appropriate temperatures and

under appropriate conditions in accordance with requirements, if any, in the
labeling of such devices.
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10208.9

10208.10

10208.11

10208.12

10208.13

10208.14

10208.15

10208.16

10208.17

10208.18

10209

10209.1

10209.2

Devices distributed by device distributors or manufacturers shall meet the labeling
requirements of Chapter 103 of this subtitle.

Where District regulations conflict with device labeling or packaging exemptions
adopted under the Federal Food, Drug, and Cosmetic Act, as amended, federal
law or regulations shall preempt District regulations.

Reconditioned devices shall comply with the provisions of this chapter.

Device distributors or manufacturers shall meet the applicable medical device
reporting requirements of Chapter 104 of this subtitle.

Devices which emit electronic product radiation and are distributed by device
distributors or manufacturers shall meet the applicable requirements of Chapter
108 entitled of this subtitle.

A prescription device in the possession of a device distributor or manufacturer
licensed under these sections of this subchapter shall be exempt from 21 U.S.C.
§ 352(f)(1) of the act, relating to labeling bearing adequate directions for use,
providing it meets the requirements of §§ 10310 and § 10311 of this subtitle.

Each device distributor or manufacturer who distributes prescription devices shall
maintain a record for every prescription device, showing the identity and quantity

received or manufactured and the disposition of each device.

Each device distributor or manufacturer who delivers a prescription device to the
ultimate user shall maintain a record of any prescription or other order lawfully
issued by a practitioner in connection with the device.

All types of contact lenses are medical devices which may be sold and dispensed
only by an individual or a business authorized by law to dispense contact lenses.

All types of contact lenses must be dispensed according to a prescription from the
physician or optometrist who examined and fitted the contact lenses to the
person’s eyes.

ADVERTISING

An advertisement of a device shall be deemed to be false if it is misleading in any
particular.

An advertisement of a device is false if the advertisement represents that the
device affects:

(a) Infectious and parasitic diseases;
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(b) Neoplasms;

© Endocrine, nutritional, and metabolic diseases and immunity disorders;
(d) Diseases of blood and blood-forming organs;

(e) Mental disorders;

® Diseases of the nervous system and sense organs;

(2) Diseases of the circulatory system;

(h) Diseases of the respiratory system;

) Diseases of the digestive system;

1)) Diseases of the genitourinary system;

(k) Complications of pregnancy, childbirth, and the puerperium;
1)) Diseases of the skin and subcutaneous tissue;

(m) Diseases of the musculoskeletal system and connective tissue;
(n) Congenital anomalies;

(o) Certain conditions originating in the perinatal period;

(p) Symptoms, signs, and ill-defined conditions; or

@ Injury and poisoning.

10209.3 Subsection 10209.2 shall not apply to an advertisement of a device if the
advertisement does not violate the Act and is disseminated:

(a) To the public for self-medication and is consistent with the FDA’s
labeling claims;

(b) Only to members of the medical, dental, and veterinary professions and
appears only in the scientific periodicals of those professions; or

(©) Only for the purpose of public health education by a person not
commercially interested, directly or indirectly, in the sale of the device.

10209.4 Nothing in this section shall be construed as establishing any official policy of the
Department concerning self-medication for a disease, other than a disease listed
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10210

10210.1

10210.2

10210.3

under § 10209.2, including any official policy that such self-medication is safe
and effective.

ENFORCEMENT AND PENALTIES

To enforce the provisions of this chapter, the Department, an authorized agent, or

a health authority may, on presenting appropriate credentials to the owner,

operator, or agent in charge of a place of business:

(a) Enter at reasonable times a place of business, including factory or
warehouse, in which a device is manufactured, assembled, packed, or held
for introduction into commerce or held after the introduction;

(b) Enter a vehicle being used to transport or hold a device in commerce; or

(©) Inspect at reasonable times, within reasonable limits, and in a reasonable
manner, the place of business or vehicles and all equipment, finished and
unfinished materials, containers, and labeling of any medical device and
obtain samples.

The inspection of a place of business, including a factory, warehouse, or

consulting laboratory, in which a restricted device is manufactured, assembled,

packed, or held for introduction into commerce extends to any place or thing,
including a record, file, paper, process, control, or facility, in order to determine
whether the device:

(a) Is adulterated or misbranded;

(b) May not be manufactured, introduced into commerce, sold or offered for
sale under the Act; or

©) Is otherwise in violation of the Act.

An inspection under § 10210.2 may not extend to:
(a) Financial data;

(b) Sales data other than shipment data;

(c) Pricing data;

(d) Personnel data other than data relating to the qualifications of technical
and professional personnel performing functions under this chapter; or

(e) Research data other than data:

11
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10210.4

10210.5

10210.6

10210.7

10210.8

10210.9

(1)  Relating to devices; and

(2)  Subject to reporting and inspection under regulations issued under
21 U.S.C. §§ 3601 or 360;j of the act, as amended.

An inspection under § 10210.2 shall be started and completed with reasonable
promptness.

An authorized agent or health authority who makes an inspection of a place of
business, including a factory or warehouse, and obtains a sample during or on
completion of the inspection and before leaving the place of business, shall give
to the owner, operator, or the owner’s or operator’s agent a receipt describing the
sample.

A person who is required to maintain records under 21 U.S.C. §§ 360i or 360j or a
person who is in charge of or has custody of those records shall, at the request of
an authorized agent or health authority, permit the authorized agent or health
authority at all reasonable times access to the records, and to copy and verify the
records.

A person who is subject to licensure shall, at the request of an authorized agent or
health authority, permit the authorized agent or health authority at all reasonable
times, access to all records, as well as to copy and verify all records showing:

(a) The movement in commerce of any device;

(b) The holding of any device after movement in commerce; and

(© The quantity, shipper, and consignee of any device.

Records shall be maintained at the place of business or other location that is
reasonably accessible for a period of at two (2) years following disposition of the
device unless a greater period is required by laws and regulations adopted in

§ 10201 of this subtitle (relating to Applicable Laws and Regulations).

If the Department of Health identifies an adulterated or misbranded device, the
Department may take or seek enforcement actions including, but not limited to:

(a) Detention;
(b) Emergency order;
(c) Recall;

(d) Condemnation;
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()  Destruction;

® Injunction;

(g)  Civil penalties;

(h)  Criminal penalties; or

(i) Administrative penalties.

Chapter 103 (LABELING OF MEDICAL DEVICES) is added to read as follows:

10300

10300.1

10300.2

10300.3

10300.4

10300.5

10301

MEDICAL DEVICES: NAME AND PLACE OF BUSINESS OF
MANUFACTURER, OR DISTRIBUTOR

The label of a device in package form shall specify conspicuously the name and
place of business of the manufacturer, packer, or distributor.

The requirement for declaration of the name of the manufacturer, packer, or
distributor shall be deemed to be satisfied, in the case of a corporation, only by
the actual corporate name which may be preceded or followed by the name of the
particular division of the corporation. Abbreviations for “Company” and
“Incorporated” may be used, and “The” may be omitted. In the case of a
proprietorship, partnership, or association, the name under which the business is
conducted shall be used.

Where a device is not manufactured by the person whose name appears on the
label, the name shall be qualified by a phrase that reveals the connection the
person has with the device such as “Manufactured for ...,” “Distributed by ...,” or
any other wording that expresses the facts.

The statement of the place of business shall include the street address, city, state,
and zip code; however, the street address may be omitted if it is shown in a
current city directory or telephone directory. The requirement for inclusion of the
zip code shall apply only to consumer commodity labels developed or revised
after the effective date of these regulations. In the case of non-consumer
packages, the zip code shall appear on either the label or the labeling (including
the invoice).

If a person manufactures, packs, or distributes a device at a place other than his
principal place of business, the label may state the principal place of business in
lieu of the actual place where the device was manufactured or packed or is to be
distributed, unless the statement would be misleading.

MEANING OF “INTENDED USES”
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10301.1

10301.2

10301.3

10301.4

10302

10303

10303.1

10304

10304.1

The words “intended uses” or words of similar import in §§ 10302, 10312, and
10314 of this chapter refer to the objective intent of the persons legally
responsible for the labeling of devices. The intent is determined by such persons’
expressions or may be shown by the circumstances surrounding the distribution of
the medical device.

The objective intent may, for example, be shown by labeling claims, advertising
matter, or oral or written statements by such persons or their representatives. It
may be shown by the circumstances that the article is, with the knowledge of such
persons or their representatives, offered and used for a purpose for which it is
neither labeled nor advertised. The intended uses of a medical device may change
after it has been introduced into interstate commerce by its manufacturer.

If, for example, a packer, distributor, or seller intends a medical device for
different uses than those intended by the person from whom he received the
devices, the packer, distributor, or seller is required to supply adequate labeling in
accordance with the new intended uses.

If a manufacturer knows, or has knowledge of facts that would give him or her
notice that a device introduced into interstate commerce by him or her is to be
used for conditions, purposes, or uses other than the ones for which he offers it, he
is required to provide adequate labeling for such a device which accords with the
other uses to which the medical device is to be put.

RESERVED
MEDICAL DEVICES: MISLEADING STATEMENTS

Among representations in the labeling of a device which render the device
misbranded is a false or misleading representation with respect to another device,
drug, food, or cosmetic.

MEDICAL DEVICES: PROMINENCE OF REQUIRED LABEL
STATEMENTS

A word, statement, or other information required by or under the authority of the
Act to appear on the label may lack prominence and conspicuousness, for the
following:

(a) Such word, statement, or information fails to appear on the part or panel of
the label which is presented or displayed under customary conditions of
purchase;

(b) Such word, statement, or information fails to appear on two (2) or more
parts or panels of the label, each of which has sufficient space therefore,
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10304.2

10304.3

10304.4

10305

and each of which is so designed as to render it likely to be, under
customary conditions of purchase, the part or panel displayed;

(c) The label fails to extend over the area of the container or package
available for such extension, so as to provide sufficient label space for the
prominent placing of such word, statement, or information;

(d)  The label space is insufficient for the prominent placing of such word,
statement, or information, resulting from the use of label space for any
other word, statement, design, or device that is not required by or under
authority of the Act to appear on the label,;

(e) Label space is insufficient for the placing of such word, statement, or
information, resulting from the use of label space to give materially
greater conspicuousness to any other word, statement, or information, or
to any design or device; or

® Type style in which such word, statement, or information appears is small,
there is insufficient background contrast or obscuring designs or vignettes,
or the label is crowded with other written, printed, or graphic matter.

No exemption depending on insufficiency of label space, as prescribed in
regulations promulgated under 21 USC § 352(b) of the act, shall apply if such
insufficiency is caused by:

(a) The use of label space for any word, statement, design, or device which is
not required by or under authority of the Act to appear on the label;

(b) The use of label space to give greater conspicuousness to any word,
statement, or other information than is required by 21 USC § 352(c); or

(c) The use of label space for any representation in a foreign language.

All words, statements, and other information required by or under authority of the
Act to appear on the label or labeling shall appear thereon in the English
language; provided, however, that in case of articles distributed solely in the
Commonwealth of Puerto Rico or in a territory where the predominant language
is one other than English, the predominant language may be substituted for
English.

If the label contains any representation in a foreign language, all words,
statements, and other information required by or under authority of the Act to
appear on the label shall appear thereon in the foreign language.

MEDICAL DEVICES: SPANISH LANGUAGE VERSION OF CERTAIN
REQUIRED STATEMENTS
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10305.1

10306

10306.1

10306.2

10306.3

10306.4

If devices restricted to prescription use only are labeled solely in Spanish for
distribution in the Commonwealth of Puerto Rico where Spanish is the
predominant language, the labeling is authorized under §§ 10304.3 through
10304.4 of this chapter.

PRINCIPAL DISPLAY PANEL

The term “principal display panel” as it applies to over-the-counter devices in
package form and as used in this part means the part of a label that is most likely
to be displayed, presented, shown, or examined under customary conditions of
display for retail sale.

The principal display panel shall be large enough to accommodate all of the
mandatory label information required to be placed thereon by this part with clarity
and conspicuousness and without obscuring designs, vignettes, or crowding.

Where packages bear alternate principal display panels, information required to
be placed on the principal display panel shall be duplicated on each principal
display panel. For the purpose of obtaining uniform type size in declaring the
quantity of contents for all packages of substantially the same size, the term “area
of the principal display panel” means the area of the side or surface that bears the
principal display panel, which area shall be:

(a) In the case of a rectangular package where one (1) entire side properly can
be considered to be the principal display panel side, the product of the
height times the width of that side;

(b) In the case of a cylindrical or nearly cylindrical container, forty percent
(40%) of the product of the height of the container times the
circumference; and

(©) In the case of any other shape of container, forty percent (40%) of the total
surface of the container; provided however, that where the container
presents an obvious “principal display panel” such as the top of a
triangular or circular package, the area shall consist of the entire top
surface.

In determining the area of the principal display panel, exclude tops, bottoms,
flanges at the tops and bottoms of cans, and shoulders and necks of bottles or jars.
In the case of cylindrical or nearly cylindrical containers, information required by
this part to appear on the principal display panel shall appear within that forty
percent (40%) of the circumference which is most likely to be displayed,
presented, shown, or examined under customary conditions of display for retail
sale.
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10307

10307.1

10307.2

10307.3

10308

10308.1

STATEMENT OF IDENTITY

The principal display panel of an over-the-counter device in package form shall
bear as one (1) of its principal features a statement of the identity of the
commodity.

The statement of identity shall be in terms of the common name of the device
followed by an accurate statement of the principal intended action(s) of the
device. The statement shall be placed in direct conjunction with the most
prominent display of the name and shall employ terms descriptive of the principal
intended action(s). The indications for use shall be included in the directions for
use of the device, as required by 21 U.S.C. § 352(f)(1) and by the regulations in
this section.

The statement of identity shall be presented in bold face type on the principal
display panel, shall be in a size reasonably related to the most prominent printed
matter on the panel, and shall be in lines generally parallel to the base on which
the package rests as it is designed to be displayed.

DECLARATION OF NET QUANTITY OF CONTENTS

The label of an over-the-counter device in package form shall bear a declaration
of the net quantity of contents. This shall be expressed in terms of weight,
measure, numerical count, or a combination of numerical count and weight,
measure, or size, provided that:

(a) In the case of a firmly established general consumer usage and trade
custom of declaring the quantity of a device in terms of linear measure or
measure of area, the respective term may be used. The term shall be
augmented when necessary for accuracy of information by a statement of
the weight, measure, or size of the individual units or of the entire device;
or

(b) If the declaration of contents for a device by numerical count does not
give accurate information as to the quantity of the device in the package, it
shall be augmented by such statement of weight, measure, or size of the
individual units or of the total weight, measure, or size of the device as
will give such information. For example, “one hundred (100) tongue
depressors, adult size,” and “one (1) rectal syringe, adult size.” Whenever
the Director determines for a specified packaged device that an existing
practice of declaring net quantity of contents by weight, measure,
numerical count, or a combination of these does not facilitate value
comparisons by consumers, he or she shall, by regulation, designate the
appropriate term or terms to be used for the medical device.
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10308.2

10308.3

10308.4

10308.5

Statements of weight of the contents shall be expressed in terms of avoirdupois
pound and ounce. Statements of liquid measure of the contents shall be expressed
in terms of the U.S. gallon of two hundred thirty-one cubic inches (231 cu. in.)
and quart, pint, and fluid-ounce subdivisions thereof, and shall express the volume
at sixty-eight degrees Fahrenheit (68 °F) (twenty degrees Celsius (20 °C)).

The declaration may contain common or decimal fractions. A common fraction
shall be in terms of halves, quarters, eighths, sixteenths, or thirty-seconds, except
that if there exists a firmly established general consumer usage and trade custom
of employing different common fractions in the net quantity declaration of a
particular commodity, they may be employed. A common fraction shall be
reduced to its lowest terms; a decimal fraction shall not be carried out to more
than two (2) places. A statement that includes small fractions of an ounce shall be
deemed to permit smaller variations than one which does not include such
fractions.

The declaration shall be located on the principal display panel of the label, and
with respect to packages bearing alternate principal panels it shall be duplicated
on each principal display panel.

The declaration shall appear as a distinct item on the principal display panel, and
shall be separated from other printed label information appearing to the left or
right of the declaration by a space at least equal to the height of the lettering used
in the declaration. It shall not include any term qualifying a unit of weight,
measure, or count, such as “giant pint” or “full quart,” that tends to exaggerate. It
shall be placed on the principal display panel within the bottom thirty percent
(30%) of the area of the label panel in lines generally parallel to the base on which
the package rests as it is designed to be displayed, provided, that:

(a) On packages having a principal display panel of five square inches (5 sq.
in.) or less the requirement for placement within the bottom thirty percent
(30%) of the area of the label panel shall not apply when the declaration of
net quantity of contents meets the other requirements of this part;

(b) In the case of a device that is marketed with both outer and inner retail
containers bearing the mandatory label information required by this part
and the inner container is not intended to be sold separately, the net
quantity of contents placement requirement of this section applicable to
such inner container is waived; and

(©) The principal display panel of a device marketed on a display card to
which the immediate container is affixed may be considered to be the
display panel of the card, and the type size of the net quantity of contents
statement is governed by the dimensions of the display card.
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10308.6

10308.7

10308.8

10308.9

The declaration shall accurately state the quantity of device in the package
exclusive of wrappers and other material packed therewith.

The declaration shall appear in conspicuous and easily legible bold face print or
type in distinct contrast (by typography, layout, color, embossing, or molding) to
other matter on the package; except that a declaration of net quantity blown,
embossed, or molded on a glass or plastic surface is permissible when all label
information is so formed on the surface.

Requirements of conspicuousness and legibility shall include the specifications
that:

(a) The ratio of height to width of the letter shall not exceed a differential of
three (3) units to one (1) unit, in other words, no more than three (3) times
as high as it is wide;

(b) Letter heights pertain to upper case or capital letters. When upper and
lower case or all lower case letters are used, it is the lower case letter “0”
or its equivalent that shall meet the minimum standards; and

(© When fractions are used, each component numeral shall meet one-half
(1/2) the minimum height standards.

The declaration shall be in letters and numerals in a type size established in
relationship to the area of the principal display panel of the package and shall be
uniform for all packages of substantially the same size by complying with the
following type specifications:

(a) Not less than one-sixteenth inch (1/16 in.) in height on packages the
principal display panel of which has an area of five square inches (5 sq.
in.) or less;

(b) Not less than one-eighth inch (1/8 in.) in height on packages the principal
display panel of which has an area of more than five (5) but not more than
twenty-five square inches (25 sq. in.);

() Not less than three-sixteenths inch (3/16 in.) in height on packages the
principal display panel of which has an area of more than twenty-five (25)
but not more than one hundred square inches (100 sq. in.); and

(d) Not less than one-quarter inch (1/4 in.) in height on packages the principal
display panel of which has an area of more than one hundred square
inches (100 sq. in.), except not less than one-half inch (1/2 in.) in height if
the area is more than four hundred square inches (400 sq. in.).
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10308.10

10308.11

10308.12

10308.13

10308.14

Where the declaration is blown, embossed, or molded on a glass or plastic surface
rather than by printing, typing, or coloring, the lettering sizes specified in
§ 10308.9(a) - (d) shall be increased by one-sixteenth inch (1/16 in.).

On packages containing less than four pounds (4 1bs.) or one gallon (1 gal.) and
labeled in terms of weight or fluid measure, the declaration shall be expressed
both in ounces, with identification by weight or by liquid measure and, if
applicable (one pound (1 1b.) or one pint (1 pt.) or more) followed in parentheses
by a declaration in pounds for weight units, with, with any remainder in terms of
ounces or common or decimal fractions of the pound, or in the case of liquid
measure, in the largest whole units (quarts, quarts and pints, or pints, as
appropriate) with any remainder in terms of fluid ounces or common or decimal
fractions of the pint or quart. If the net weight of the package is less than one
ounce (1 o0z.) avoirdupois or the net fluid measure is less than one fluid ounce (1
fl. 0z.), the declaration shall be in terms of common or decimal fractions of the
respective ounce and not in terms of drams;

Pursuant to § 10308.11, the declaration may appear in more than one line. The
term “net weight” shall be used when stating the net quantity of contents in terms
of weight. Use of the terms “net” or “net contents” in terms of fluid measure or
numerical count is optional. It is sufficient to distinguish avoirdupois ounce from
fluid ounce through association of terms: for example, “Net wt. six (6) 0z.” or
“six (6) oz. net wt.,” and “six (6) fl. 0z.” or “net contents six (6) fl. 0z.”

On packages containing four pounds (4 1bs.) or one gallon (1 gal.) or more and
labeled in terms of weight or fluid measure, the declaration shall be expressed in
pounds for weight units with any remainder in terms of ounces or common or
decimal fractions of the pound. In the case of fluid measure, it shall be expressed
in the largest whole unit (such as gallons) followed by common or decimal
fractions or a gallon or by the next smaller whole unit or units (quarts or quarts
and pints), with any remainder in terms of fluid ounces or common or decimal
fractions of the pint or quart.

Pursuant to § 10308.13, examples are:

(a) A declaration of one and one half pounds (1-1/2 1bs.) weight shall be
expressed as “net wt. 24 oz. (1 lb. 8 0z.),” or “Net wt. 24 oz. (1-1/2 1b.)” or
“Net wt. 24 oz. (1.5 1b.);”

(b) A declaration of three-fourths pound (3/4 1b.) avoirdupois weight shall be
expressed as “Net wt. 12. 0z.;”

(c) A declaration of one quart (1 qt.) liquid measure shall be expressed as
“Net contents 32 fl. oz. (1 qt.).”
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(d) A declaration of one and three fourths quarts (1-3/4 qts.) liquid measure
shall be expressed as “Net contents 56 fl. oz. (1 gt. 1.5 pt.),” but not in
terms of quart and ounce such as “Net contents 56 fl. oz. (1 qt. 24 0z.);” or

(e) A declaration of two and one half gallons (2-1/2 gals.) liquid measure
shall be expressed as “Net contents 2 gal. 2 qt.,” “Net contents 2.5
gallons,” or “Net contents 2-1/2 gal.” but not as “2 gal. 4 pt.”

10308.15 Pursuant to § 10308.14, for quantities, the following abbreviations and none other
may be employed. Periods and plural forms are optional:

gallon — gal. liter — 1

milliliter — ml cubic centimeter — cc

quart — qt. yard — yd.

pint — pt. feet or foot — ft.

ounce — 0Z. inch —in.

pound — 1b. meter —m

grain — gr. centimeter — cm

kilogram — kg millimeter — mm

gram — g fluid — fl.

milligram — mg square — sq.

microgram — mcg weight — wt.
10308.16 On packages labeled in terms of linear measure, the declaration shall be expressed

both in terms of inches and, if applicable (one foot (1 ft.)) or more), the largest
whole units (yards, yards and feet, feet). The declaration in terms of the largest
whole units shall be in parentheses following the declaration in terms of inches
and any remainder shall be in terms of inches or common or decimal fractions of
the foot or yard; if applicable, as in the case of adhesive tape, the initial
declaration in linear inches shall be preceded by a statement of the width.
Examples of linear measure are “86 inches (2yd, 1 ft. 2 in.)”, “90 inches (2-1/2
yd.),” “30 inches (2.5 ft.),” and “3/4 inch by 36 in. (1 yd.).”

10308.17 On packages labeled in terms of area measure, the declaration shall be expressed
both in terms of square inches and, if applicable one square foot (1 sq. ft.) or
more, the largest whole square unit (square yards, square yards and square feet,
square feet). The declaration in terms of the largest whole units shall be in
parentheses following the declaration in terms of square inches and any remainder
shall be in terms of square inches or common or decimal fractions of the square
foot or square yard; for example, "158 sq. inches (1 sq. ft. 14 sq. in.)."

10308.18 Nothing in this section shall prohibit supplemental statements at locations other
than the principal display panel(s) describing in non-deceptive terms the net
quantity of contents, provided that such supplemental statements of net quantity
of contents shall not include any term qualifying a unit of weight, measure, or
count that tends to exaggerate the amount of the device contained in the package;
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10308.19

10308.20

10309

10309.1

for example, "giant pint" or "full quart." Dual or combination declarations of net
quantity of contents are not regarded as supplemental net quantity statements and
shall be located on the principal display panel.

A separate statement of net quantity of contents in terms of the metric system of
weight or measure is not regarded as a supplemental statement and an accurate
statement of the net quantity of contents in terms of the metric system of weight
or measure may also appear on the principal display panel or on other panels.

The declaration of net quantity of contents shall express an accurate statement of
the quantity of contents of the package. Reasonable variations caused by loss or
gain of moisture during the course of good distribution practice or by unavoidable
deviations in good manufacturing practice will be recognized. Variations from
stated quantity of contents shall not be unreasonably large.

MEDICAL DEVICES: WARNING STATEMENTS FOR DEVICES
CONTAINING OR MANUFACTURED WITH
CHLOROFLUOROCARBONS AND OTHER CLASS I OZONE-
DEPLETING SUBSTANCES

All over-the-counter devices containing or manufactured with
chlorofluorocarbons, halons, carbon tetrachloride, methyl chloride, or any other
class I substance designated by the Environmental Protection Agency (EPA) shall
carry one (1) of the following warnings:

(a) The EPA warning statement:

Warning: Contains [or Manufactured with, if applicable] [insert name of
substance], a substance which harms public health and environment by
destroying ozone in the upper atmosphere; or

(b) The alternative statement, which is as follows:

Warning: Contains [or Manufactured with, if applicable] [insert name of
substance], a substance which harms public health and environment by
destroying ozone in the upper atmosphere.

CONSULT WITH YOUR PHYSICIAN, HEALTH PROFESSIONAL,
OR SUPPLIER IF YOU HAVE ANY QUESTION ABOUT THE USE
OF THIS PRODUCT.

Note: The indented statement above is required by the Federal government's
Clean Air Act for all products containing or manufactured with
chlorofluorocarbons (CFCs) [or other class I substance, if applicable].
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10309.2

10310

10310.1

The warning statement shall be clearly legible and conspicuous on the product, its
immediate container, its outer packaging, or other labeling in accordance with the
requirements and appear with such prominence and conspicuousness as to render
it likely to be read and understood by consumers under normal conditions of
purchase.

PRESCRIPTION DEVICES

A device which, because of any potential for harmful effect, or the method of its
use, or the collateral measures necessary to its use, is not safe except under the
supervision of a practitioner licensed by law to direct the use of such device, and
hence for which "adequate directions for use" cannot be prepared, shall be exempt
from 21 U.S.C. § 352(f)(1) if all the following conditions are met:

(a) The device is:

(D) In the possession of a person, or his agents or employees, regularly
and lawfully engaged in the manufacture, transportation, storage,
or wholesale or retail distribution of such device; or

(2) In the possession of a practitioner, such as a physician, dentist, or
veterinarian, licensed by law to use or order the use of such device;
and

3) Is to be sold only to or on the prescription or other order of such
practitioner for use in the course of his or her professional practice.

(b) The label of the device, other than surgical instruments, bears:

(1) The statement "Caution: Federal law restricts this device to sale by
or on the order of a -----=~--- " the blank to be filled with the word
"physician," "dentist," or "veterinarian," or with the descriptive
designation of any other practitioner licensed by the law of the
state in which he practices to use or order the use of the device;
and

(2) The method of its application or use;

(c) Labeling on or within the package from which the device is to be
dispensed bears information for use, including indications, effects, routes,
methods, and frequency and duration of administration, and any relevant
hazards, contraindications, side effects, and precautions under which
practitioners licensed by law to administer the device can use the device
safely and for the purpose for which it is intended, including all purposes
for which it is advertised or represented; provided, however, that such
information may be omitted from the dispensing package if, but only if,
the article is a device for which directions, hazards, warnings, and other
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10311

10311.1

10312

10312.1

10313
10313.1

10314

10314.1

information are commonly known to practitioners licensed by law to use
the device. Upon written request, stating reasonable grounds therefore,
the Department will offer an opinion on a proposal to omit such
information from the dispensing package under this provision;

(d) Any labeling, as defined in 21 U.S.C. § 321(m) of the act, whether or not
it is on or within a package from which the device is to be dispensed,
distributed by or on behalf of the manufacturer, packer, or distributor of
the device, that furnishes or purports to furnish information for use of the
device contains adequate information for such use, including indications,
effects, routes, methods, and frequency and duration of administration and
any relevant hazards, contraindications, side effects, and precautions,
under which practitioners licensed by law to employ the device can use the
device safely and for the purposes for which it is intended, including all
purposes for which it is advertised or represented; and

(e) All labeling, except labels and cartons, bearing information for use of the
device also bears the date of the issuance or the date of the latest revision
of such labeling.

RETAIL EXEMPTION FOR PRESCRIPTION DEVICES

A device subject to § 10310.1 shall be exempt at the time of delivery to the
ultimate purchaser or user from 21 U.S.C. § 352(f)(1) if it is delivered by a
licensed practitioner in the course of his or her professional practice or upon a
prescription or other order lawfully issued in the course of his or her professional
practice, with labeling bearing the name and address of such licensed practitioner
and the directions for use and cautionary statements, if any, contained in such
order.

MEDICAL DEVICES HAVING COMMONLY KNOWN DIRECTIONS

A device shall be exempt from 21 U.S.C. § 352(f)(1) insofar as adequate
directions for common uses thereof are known to the ordinary individual.

IN VITRO DIAGNOSTIC PRODUCTS

A product intended for use in the diagnosis of disease and which is an in vitro
diagnostic product shall be deemed to be in compliance with the requirements of
this section if it meets the requirements of 21 C.F.R. § 809.10.

DEVICES FOR PROCESSING, REPACKING, OR MANUFACTURING
A device intended for processing, repacking, or use in the manufacture of another

drug or device shall be exempt if its label bears the statement "Caution: For
manufacturing, processing, or repacking."
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10315

10315.1

10316

10316.1

10316.2

10317

10317.1

MEDICAL DEVICES FOR USE IN TEACHING, LAW ENFORCEMENT,
RESEARCH, AND ANALYSIS

A device subject to § 10310 of this chapter shall be exempt from 21 U.S.C.

§ 352(f)(1) if shipped or sold to, or in the possession of, persons regularly and
lawfully engaged in instruction in pharmacy, chemistry, or medicine not involving
clinical use, or engaged in law enforcement, or in research not involving clinical
use, or in chemical analysis, or physical testing, and is to be used only for such
instruction, law enforcement, research, analysis, or testing.

MEDICAL DEVICES: EXPIRATION OF EXEMPTIONS

If a shipment or delivery, or any part thereof, of a device which is exempt under
the regulations in this section is made to a person in whose possession the article
is not exempt, or is made for any purpose other than those specified, such
exemption shall expire, with respect to such shipment or delivery or part thereof,
at the beginning of that shipment or delivery. The causing of an exemption to
expire shall be considered an act which results in such device being misbranded
unless it is disposed of under circumstances in which it ceases to be a drug or
device.

The exemptions conferred by §§ 10313 through 10315 of this chapter shall
continue until the devices are used for the purposes for which they are exempted,
or until they are relabeled to comply with 21 U.S.C. § 352(f)(1). If, however, the
device is converted, or manufactured into a form limited to prescription
dispensing, no exemption shall thereafter apply to the article unless the device is
labeled as required by § 10310 of this chapter.

OTHER EXEMPTIONS - MEDICAL DEVICES: PROCESSING,
LABELING, OR REPACKING

Except as provided by §§ 10317.2 and 10317.3, a shipment or other delivery of a
device which is, in accordance with the practice of the trade, to be processed,
labeled, or repacked, in substantial quantity at an establishment other than that
where originally processed or packed, shall be exempt, during the time of
introduction into and movement in interstate commerce and the time of holding in
such establishment, from compliance with the labeling and packaging
requirements of 21 U.S.C. §§ 352(b) and (f) if:

(a) The person who introduced such shipment or delivery into interstate
commerce is the operator of the establishment where such device is to be
processed, labeled, or repacked; or

(b)  Incase such person is not such operator, such shipment or delivery is
made to such establishment under a written agreement, signed by and
containing the post office addresses of such person and such operator, and
containing such specifications for the processing, labeling, or repacking,
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as the case may be, of such device in such establishment as will ensure, if
such specifications are followed, that such device will not be adulterated
or misbranded within the meaning of the Act upon completion of such
processing, labeling, or repacking. Such person and such operator shall
each keep a copy of such agreement until two (2) years after the final
shipment or delivery of such device from such establishment, and shall
make such copies available for inspection at any reasonable hour to any
officer or employee of the Department who requests them.

An exemption of a shipment or other delivery of a device under § 10317.1(a) shall
not apply if, at the beginning of the act of removing such shipment or delivery, or
any part thereof, from such establishment, the device comprising such shipment,
delivery, or part is adulterated or misbranded within the meaning of the Act when
so removed.

An exemption of a shipment or other delivery of a device under § 10317.1(b)
shall not apply with respect to the person who introduced such shipment or
delivery into interstate commerce upon refusal by such person to make available
for inspection a copy of the agreement, as required by § 10317.1(b).

An exemption of a shipment or other delivery of a device under § 10317.1(b)
shall expire:

(a) At the beginning of the act of removing such shipment or delivery, or any
part thereof, from such establishment if the device comprising such
shipment, delivery, or part is adulterated or misbranded within the
meaning of the Act when so removed; or

(b)  Upon refusal by the operator of the establishment where such device is to
be processed, labeled, or repacked, to make available for inspection a copy
of the agreement, as required by § 10317.1(b).

Because of common industry practice to manufacture or assemble, package, and
fully label a device as sterile at one (1) establishment and then ship such device in
interstate commerce to another establishment or to a contract sterilizer for
sterilization, the Department of Health will initiate no regulatory action against
the device as misbranded or adulterated when the non-sterile device is labeled
sterile, provided all the following conditions are met:

(a) There is in effect a written agreement which:

(1) Contains the names and post office addresses of the firms involved
and is signed by the person authorizing such shipment and the
operator or person in charge of the establishment receiving the
devices for sterilization;
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) Provides instructions for maintaining proper records or otherwise
accounting for the number of units in each shipment to ensure that
the number of units shipped is the same as the number received
and sterilized;

3) Acknowledges that the device is non-sterile and is being shipped
for further processing; and

4) States in detail the sterilization process, the gaseous mixture or
other media, the equipment, and the testing method or quality
controls to be used by the contract sterilizer to assure that the
device will be brought into full compliance; and

(b) Each pallet, carton, or other designated unit is conspicuously marked to
show its non-sterile nature when it is introduced into and is moving in
interstate commerce, and while it is being held prior to sterilization.
Following sterilization, and until such time as it is established that the
device is sterile and can be released from quarantine, each pallet, carton,
or other designated unit is conspicuously marked to show that it has not
been released from quarantine (for example, "sterilized--awaiting test
results" or an equivalent designation).

SPECIAL REQUIREMENTS FOR SPECIFIC DEVICES - LABELING OF
ARTICLES INTENDED FOR LAY USE IN THE REPAIRING OR
REFITTING OF DENTURES

The American Dental Association and leading dental authorities have advised the
FDA of their concern regarding the safety of denture reliners, repair kits, pads,
cushions, and other articles marketed and labeled for lay use in repairing,

refitting, or cushioning of ill-fitting, broken, or irritating dentures. It is the
opinion of dental authorities and the FDA that to properly repair and properly refit
dentures a person must have professional knowledge and specialized technical
skill. Laymen cannot be expected to maintain the original vertical dimension of
occlusion and the centric relation essential in the proper repairing or refitting of
dentures. The continued wearing of improperly repaired or refitted dentures may
cause acceleration of bone resorption, soft tissue hyperplasia, and other
irreparable damage to the oral cavity. Such articles designed for lay use should be
limited to emergency or temporary situations pending the services of a licensed
dentist.

The FDA and the Department therefore regard such articles as unsafe and
misbranded under the Federal Food, Drug, and Cosmetic Act unless the labeling:

(a) Limits directions for use for denture repair kits to emergency repairing
pending unavoidable delay in obtaining professional reconstruction of the
denture;
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(b) Limits directions for use for denture reliners, pads, and cushions to
temporary refitting pending unavoidable delay in obtaining professional
reconstruction of the denture;

(c) Contains in a conspicuous manner the word "emergency" preceding and
modifying each indication-for-use statement for denture repair kits and the
word "temporary" preceding and modifying each indication-for-use
statement for reliners, pads, and cushions; and

(d) Includes a conspicuous warning statement to the effect:

(1)

2)

For denture repair kits: "Warning--For emergency repairs only.
Long term use of home-repaired dentures may cause faster bone
loss, continuing irritation, sores, and tumors. This kit is for
emergency use only. See Dentist Without Delay;"

For denture reliners, pads, and cushions: "Warning--For temporary
use only. Long-term use of this product may lead to faster bone
loss, continuing irritation, sores, and tumors. For Use Only Until a
Dentist Can Be Seen."

Adequate directions for use require full information of the temporary and
emergency use recommended in order for the layman to understand the
limitations of usefulness, the reasons therefore, and the importance of adhering to
the warnings. Accordingly, the labeling should contain the following information:

(a) For denture repair kits:

(1)

Special training and tools are needed to repair dentures to fit
properly. Home-repaired dentures may cause itritation to the gums
and discomfort and tiredness while eating. Long term use may
lead to more troubles, even permanent changes in bones, teeth, and
gums, which may make it impossible to wear dentures in the
future. For these reasons, dentures repaired with this kit should be
used only in an emergency until a dentist can be seen. Dentures
that don't fit properly cause irritation and injury to the gums and
faster bone loss, which is permanent. Dentures that don't fit
properly cause gum changes that may require surgery for
correction. Continuing irritation and injury may lead to cancer in
the mouth. You must see your dentist as soon as possible;

(b) For denture reliners, pads, and cushions:

(1

Use of these preparations or devices may temporarily decrease the
discomfort; however, their use will not make the denture fit
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properly. Special training and tools are needed to repair a denture
to fit properly. Dentures that do not fit properly cause irritation
and injury to the gums and faster bone loss, which is permanent
and may require a completely new denture. Changes in the gums
caused by dentures that do not fit properly may require surgery for
correction. Continuing irritation and injury may lead to cancer in
the mouth. You must see your dentist as soon as possible;

2) If the denture relining or repairing material forms a permanent
bond with the denture, a warning statement to the following effect
should be included: "This reliner becomes fixed to the denture and
a completely new denture may be required because of its use."

Labeling claims exaggerating the usefulness or the safety of the material or failing
to disclose all facts relevant to the claims of usefulness will be regarded as false
and misleading under 21 U.S.C. §§ 321(n) and 352(a).

Regulatory action may be initiated with respect to any article found within the
jurisdiction of the Act contrary to the provisions of this policy statement after
ninety (90) days following the date of publication of these rules in the D.C.
Register.

USE OF IMPACT-RESISTANT LENSES IN EYEGLASSES AND
SUNGLASSES

Examination of data available on the frequency of eye injuries resulting from the
shattering of ordinary crown glass lenses indicates that the use of such lenses
constitutes an avoidable hazard to the eye of the wearer.

The consensus of the ophthalmic community is that the number of eye injuries
would be substantially reduced by the use in eyeglasses and sunglasses of impact-
resistant lenses.

To protect the public more adequately from potential eye injury, eyeglasses and
sunglasses must be fitted with impact-resistant lenses, except in those cases where
the physician or optometrist finds that such lenses will not fulfill the visual
requirements of the particular patient, directs in writing the use of other lenses,
and gives written notification thereof to the patient.

The physician or optometrist shall have the option of ordering glass lenses, plastic
lenses, or laminated glass lenses made impact resistant by any method; however,
all such lenses shall be capable of withstanding the impact test described in §
10319.7.

Each finished impact-resistant glass lens for prescription use shall be individually
tested for impact resistance and shall be capable of withstanding the impact test
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described in § 10319.7. Raised multifocal lenses shall be impact resistant but
need not be tested beyond initial design testing. Prism segment multifocal, slab-
off prism, lenticular cataract, iseikonic, depressed segment one (1) piece
multifocal, bioconcave, myodisc and minus lenticular, custom laminate, and
cemented assembly lenses shall be impact resistant but need not be subjected to
impact testing. To demonstrate that all other types of impact-resistant laminated
glass lenses (such as lenses other than those described in the three (3) sentences of
this paragraph), are capable of withstanding the impact test described in this
regulation, the manufacturer of these lenses shall subject to an impact test a
statistically significant sampling of lenses from each production batch, and the
lenses so tested shall be representative of the finished forms as worn by the
wearer, including finished forms that are of minimal lens thickness and have been
subjected to any treatment used to impart impact resistance. All nonprescription
lenses and plastic prescription lenses tested on the basis of statistical significance
shall be tested in uncut-finished or finished form.

For the purpose of this regulation, the impact test described in § 10319.7 shall be
the "referee test," defined as "one which will be utilized to determine compliance
with a regulation." The referee test provides the Department of Health with the
means of examining a medical device for performance and does not inhibit the
manufacturer from using equal or superior test methods. A lens manufacturer
shall conduct tests of lenses using the impact test or any equal or superior test.
Whatever test is used, the lenses shall be capable of withstanding the impact test
if the Department of Health examines them for performance.

In the impact test, a five-eighths inch (5/8 in.) steel ball weighing approximately
0.56 ounce is dropped from a height of fifty inches (50 in.) upon the horizontal
upper surface of the lens. The ball shall strike within a five-eighths inch (5/8 in.)
diameter circle located at the geometric center of the lens. The ball may be guided
but not restricted in its fall by being dropped through a tube extending to within
approximately four inches (4 in.) of the lens. To pass the test, the lens must not
fracture; for the purpose of this section, a lens will be considered to have fractured
if it cracks through its entire thickness, including a laminar layer, if any, and
across a complete diameter into two (2) or more separate pieces, or if any lens
material visible to the naked eyes becomes detached from the ocular surface. The
test shall be conducted with the lens supported by a tube one inch (1 in.) inside
diameter, one and one quarter inch (1-1/4 in.) outside diameter, and
approximately one inch (1 in.) high affixed to a rigid iron or steel base plate. The
total weight of the base plate and its rigidly attached fixtures shall be not less than
twenty-seven pounds (27 lbs.). For lenses of small minimum diameter, a support
tube having an outside diameter of less than one and one-fourth inches (1-1/4 in.)
may be used. The support tube shall be made of rigid acrylic plastic, steel, or
other suitable substance and shall have securely bonded on the top edge a one-
eighth inch by one-eighth inch (1/8 in. x 1/8 in.) neoprene gasket having a
hardness of 40 [+/-] 5, as determined by ASTM Method D 1415-88, Standard Test
Method for Rubber Property -- International Hardness; a minimum tensile
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strength of one thousand two hundred pounds (1,200 1bs.), as determined by
ASTM Method D 412-98A, "Standard Test Methods for Vulcanized Rubber and
Thermoplastic Elastomers-Tension;" and a minimum ultimate elongation of four
hundred percent (400 %), as determined by ASTM Method D 412-68. (Both
methods are incorporated by reference and are from the American Society for
Testing Materials, 100 Barr Harbor Dr., West Conshohocken, Philadelphia, PA
19428, or available for inspection at the Center for Devices and Radiological
Health's Library, 9200 Corporate Blvd., Rockville, MD 20850, or at the Office of
the Federal Register, 800 North Capitol St. NW., Suite 700, Washington, DC.)
The diameter or contour of the lens support may be modified as necessary so that
the one-eighth inch by one-eighth inch (1/8 in. x 1/8 in.) neoprene gasket supports
the lens at its periphery.

Copies of invoice(s), shipping document(s), and records of sale or distribution of
all impact-resistant lenses, including finished eyeglasses and sunglasses, shall be
kept and maintained for a period of three (3) years; however, the names and
addresses of individuals purchasing nonprescription eyeglasses and sunglasses at
the retail level need not be kept and maintained by the retailer. The records kept
in compliance with this section shall be made available upon request at all
reasonable hours to any officer or employee of the Department of Health and such
officer or employee shall be permitted to inspect and copy such records, to make
such inventories of stock as he or she deems necessary, and otherwise to check
the correctness of such inventories.

In addition, those persons conducting tests in accordance with §§ 10319.6 and
10319.7 shall maintain the results thereof and a description of the test method and
of the test apparatus for a period of three (3) years. These records shall be made
available upon request at any reasonable hour by any officer or employee acting
on behalf of the Department. The persons conducting tests shall permit the officer
or employee to inspect and copy the records, to make such inventories of stock as
the officer or employee deems necessary, and otherwise to check the correctness
of the inventories.

For the purpose of this section, the term "manufacturer" includes an importer for
resale. Such importer may have the tests conducted in the country of origin but
must make the results thereof available, upon request, to the Department, as soon
as practicable.

All lenses shall be impact-resistant except when the physician or optometrist finds
that impact-resistant lenses will not fulfill the visual requirements for a particular
patient.

This statement of policy shall not apply to contact lenses.

MAXIMUM ACCEPTABLE LEVEL OF OZONE
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Ozone is a toxic gas with no known useful medical application in specific,
adjunctive, or preventive therapy. In order for ozone to be effective as a
germicide, it must be present in a concentration far greater than that which can be
safely tolerated by man and animals.

Although undesirable physiological effects on the central nervous system, heart,
and vision have been reported, the predominant physiological effect of ozone is
primary irritation of the mucous membranes. Inhalation of ozone can cause
sufficient irritation to the lungs, resulting in pulmonary edema. The onset of
pulmonary edema is usually delayed for some hours after exposure. Thus,
symptomatic response is not a reliable warning of exposure to toxic
concentrations of ozone. Since olfactory fatigue develops readily, the odor of
ozone is not a reliable index of atmospheric ozone concentration.

A number of devices currently on the market generate ozone by design or as a
byproduct. Since exposure to ozone above a certain concentration can be injurious
to health, any such device will be considered adulterated or misbranded if it is
used or intended for use under the following conditions:

(a) In such a manner that it generates ozone at a level in excess of five
hundredths (0.05) parts per million by volume of air circulating through
the device or causes an accumulation of ozone in excess of five
hundredths (0.05) parts per million by volume of air (when measured
under standard conditions at twenty-five degrees Celsius (25 °C), seventy-
seven degrees Fahrenheit (77 °F), and seven hundred sixty millimeters
(760 mm.) of mercury in the atmosphere of enclosed space intended to be
occupied by people for extended periods of time, e.g., houses, apartments,
hospitals, and offices. This applies to any such device, whether portable
or permanent or part of any system, which generates ozone by design or as
an inadvertent or incidental product;

(b) To generate ozone and release it into the atmosphere in hospitals or other
establishments occupied by the ill or infirm;

(© To generate ozone and release it into the atmosphere and does not indicate
in its labeling the maximum acceptable concentration of ozone which may
be generated (not to exceed five-hundredths (0.05) parts per million by
volume of air circulating through the device) as established herein and the
smallest area in which such device can be used so as not to produce an
ozone accumulation in excess of five-hundredths (0.05) parts per million;

(d In any medical condition for which there is no proof of safety and
effectiveness; or
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) To generate ozone at a level less than five-hundredths (0.05) parts per
million by volume of air circulating through the device and it is labeled for
use as a germicide or deodorizer.

This section does not affect the present threshold limit value of one tenth (0.10)
part per million (two tenths of a milligram per cubic meter (0.2 mg./m.%)) of
ozone exposure for an eight (8)-hour-day exposure of industrial workers as the
American Conference of Governmental Industrial Hygienists recommend.

The method and apparatus specified in 40 C.F.R., part 50, or any other equally
sensitive and accurate method, may be employed in measuring ozone pursuant to
this section.

CHLOROFLUOROCARBON PROPELLANTS

The use of chlorofluorocarbon in devices as propellants in self-pressurized
containers is generally prohibited except as provided in 21 C.F.R. § 2.125.

HEARING AID DEVICES: PROFESSIONAL AND PATIENT LABELING

Hearing aids shall be clearly and permanently marked with:

(a) The name of the manufacturer or distributor, the model name or number,
the serial number, and the year of manufacture; and

(b) A "+" symbol to indicate the positive connection for battery insertion,
unless it is physically impossible to insert the battery in the reversed
position.

All labeling information required by this section shall be included in a User
Instructional Brochure that the manufacturer or distributor develops, shall
accompany the hearing aid, and shall be provided to the prospective user by the
dispenser of the hearing aid in accordance with 21 C.F.R. § 801.421(c). The User
Instructional Brochure accompanying each hearing aid shall contain the following
information and instructions for use, to the extent applicable to the particular
requirements and characteristics of the hearing aid:

(a) An illustration(s) of the hearing aid, indicating operating controls, user
adjustments, and battery compartment;

(b) Information on the function of all controls intended for user adjustment;

(c) A description of any accessory that may accompany the hearing aid (for
example, accessories for use with a television or telephone);

(d) Specific instructions for:
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(e)

)

9]

(h)

®

)

k)

M
(m)

(1)  Use of the hearing aid;

(2)  Maintenance and care of the hearing aid, including the procedure
to follow in washing the earmold, when replacing tubing on those
hearing aids that use tubing, and in storing the hearing aid when it
will not be used for an extended period of time; and

3) Replacing or recharging the batteries, including a generic
designation of replacement batteries;

Information on how and where to obtain repair service, including at least
one specific address where the user can go, or send the hearing aid to, to
obtain such repair service;

A description of commonly occurring avoidable conditions that could
adversely affect or damage the hearing aid, such as dropping, immersing
in liquid, or exposing the hearing aid to excessive heat;

Identification of any known side effects associated with the use of hearing
aid that may warrant consultation with a physician, e.g., skin irritation and
accelerated accumulation of cerumen (ear wax);

A statement that a hearing aid will not restore normal hearing and will not
prevent or improve a hearing impairment resulting from organic

conditions;

A statement that in most cases infrequent use of a hearing aid does not
permit a user to attain full benefit from it;

A statement that the use of a hearing aid is only part of hearing habilitation
and may need to be supplemented by auditory training and instruction in
lip-reading;

The warning statement required by § 10322.3;

The notice for prospective hearing aid users required by § 10322.4; and

The technical data required by § 10322.5, unless such data is provided in
separate labeling accompanying the device.

The User Instructional Brochure shall contain the following warning statement:

WARNING TO HEARING AID DISPENSERS

A hearing aid dispenser should advise a prospective hearing aid user to consult
promptly with a licensed physician (preferably an ear specialist) before dispensing
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a hearing aid if the hearing aid dispenser determines through inquiry, actual
observation, or review of any other available information concerning the
following conditions:

(a) Visible congenital or traumatic deformity of the ear;

(b) History of active drainage from the ear within the previous ninety (90)
days;

(c) History of sudden or rapidly progressive hearing loss within the previous
ninety (90) days;

(d) Acute or chronic dizziness;

(e) Unilateral hearing loss of sudden or recent onset within the previous
ninety (90) days;

® Audiometric air-bone gap equal to or greater than fifteen decibels (15 dB)
at five hundred hertz (500 Hz), one thousand hertz (1,000 Hz), and two
thousand hertz (2,000 Hz);

(2) Visible evidence of significant cerumen accumulation or a foreign body in
the ear canal; or

(h) Pain or discomfort in the ear.

Special care should be exercised in selecting and fitting a hearing aid whose
maximum sound pressure level exceeds one hundred thirty-two decibels (132 dB)
because there may be risk of impairing the remaining hearing of the hearing aid
user. (This provision is required only for those hearing aids with a maximum
sound pressure capability greater than one hundred thirty-two decibels (132 dB).”

The User Instructional Brochure shall contain the following notice:
IMPORTANT NOTICE FOR PROSPECTIVE HEARING AID USERS

Good health practice requires that a person with a hearing loss have a medical
evaluation by a licensed physician (preferably a physician who specializes in
diseases of the ear) before purchasing a hearing aid. Licensed physicians who
specialize in diseases of the ear are often referred to as otolaryngologists,
otologists, or otorhinolaryngologists. The purpose of medical evaluation is to
assure that all medically treatable conditions that may affect hearing are identified
and treated before the hearing aid is purchased.

CHILDREN WITH HEARING LOSS
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In addition to seeing a physician for a medical evaluation, a child with hearing
loss should be directed to an audiologist for evaluation and rehabilitation since
hearing loss may cause problems in language development and the educational
and social growth of a child. An audiologist is qualified by training and
experience to assist in the evaluation and rehabilitation of a child with a hearing
loss.

Technical data useful in selecting, fitting, and checking the performance of a
hearing aid shall be provided in the User Instructional Brochure or in separate
labeling that accompanies the device. The determination of technical data values
for the hearing aid labeling shall be conducted in accordance with the test
procedures of the American National Standard "Specification of Hearing Aid
Characteristics," ANSI S3.22-2003 (Revision of ANSI §3.22-19106) (includes
April 2007 Erratum). At a minimum, the User Instructional Brochure or such
other labeling shall include the appropriate values or information for the
following technical data elements as these elements are defined or used in such
standard:

(a) Saturation output curve (SSPL 90 curve);

(b) Frequency response curve;

() Average saturation output (HF-Average SSPL 90);
(d) Average full-on gain (HF-Average full-on gain);
(e) Reference test gain;

® Frequency range;

(2) Total harmonic distortion;

(h) Equivalent input noise;

) Battery current drain;

) Induction coil sensitivity (telephone coil aids only);

&) Input-output curve (automatic gain control aids only); or

)] Attack and release times (ACG aids only).

If a hearing aid has been used or rebuilt, this fact shall be declared on the
container in which the hearing aid is packaged and on a tag that is physically
attached to the hearing aid. Such fact may also be stated in the User Instructional
Brochure.
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A User Instructional Brochure may contain statements or illustrations in addition
to those required by § 10322.2 if the additional statements:

(a) Are not false or misleading in any particular (for example, diminishing the
impact of the required statements); and

(b) Are not prohibited by this chapter or by regulations.
HEARING AIDE DEVICES: CONDITIONS FOR SALE

Except as provided in § 10323.2, a hearing aid dispenser shall not sell a hearing
aid unless the prospective user has presented to the hearing aid dispenser a written
statement signed by a licensed physician that states that the patient's hearing loss
has been medically evaluated and the patient may be considered a candidate for a
hearing aid. The medical evaluation must have taken place within the preceding
six (6) months.

If the prospective hearing aid user is eighteen (18) years of age or older, the
hearing aid dispenser may afford the prospective user an opportunity to waive the
medical evaluation requirement of § 10323.1 of this section provided that the
hearing aid dispenser:

(a) Informs the prospective user that the exercise of the waiver is not in the
user's best health interest;

(b) Does not in any way actively encourage the prospective user to waive such
a medical evaluation; and

(c) Affords the prospective user the opportunity to sign the following
statement:

“I have been advised by (Hearing aid dispenser's name) that the
Department of Health has determined that my best health interest would
be served if I had a medical evaluation by a licensed physician (preferably
a physician who specializes in diseases of the ear) before purchasing a
hearing aid. I do not wish to have a medical evaluation before purchasing
a hearing aid.”

Before signing any statement under § 10323.2(c) of this section and before the
sale of a hearing aid to a prospective user, the hearing aid dispenser shall:

(a) Provide the prospective user a copy of the User Instructional Brochure for
a hearing aid that has been, or may be, selected for the prospective user;
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(b) Review the content of the User Instructional Brochure with the
prospective user orally, or in the predominate method of communication
used during the sale; and

(c) Afford the prospective user an opportunity to read the User Instructional
Brochure.

Upon request by an individual who is considering the purchase of a hearing aid, a
dispenser shall, with respect to any hearing aid that he dispenses, provide a copy
of the User Instructional Brochure for the hearing aid or the name and address of
the manufacturer or distributor from whom a User Instructional Brochure for the
hearing aid may be obtained.

In addition to ensuring that a User Instructional Brochure accompanies each
hearing aid, a manufacturer or distributor shall, with respect to any hearing aid
that he manufactures or distributes:

(a) Provide sufficient copies of the User Instructional Brochure to sellers for
distribution to users and prospective users; and

(b) Provide a copy of the User Instructional Brochure to any hearing aid
professional, user, or prospective user who requests a copy in writing.

The dispenser shall retain for three (3) years after the dispensing of a hearing aid a
copy of any written statement required under § 10323.1 of this section from a
physician or any written statement waiving a medical evaluation required under

§ 10323.2(c).

Group auditory trainers, defined as a group amplification system, that a qualified
school or institution purchases for the purpose of communicating with and
educating individuals with hearing impairments, are exempt from the
requirements in this section.

USER LABELING FOR MENSTRUAL TAMPON

This section applies to scented or scented deodorized menstrual tampons as
identified in 21 C.F.R. § 884.5460 and unscented menstrual tampons as identified
in21 C.F.R. § 884.5470.

Data show that Toxic Shock Syndrome (TSS), a rare but serious and sometimes
fatal disease, is associated with the use of menstrual tampons. To protect the
public and to minimize the serious adverse effects of TSS, menstrual tampons
shall be labeled as set forth in §§ 10324.3 through 10324.5 of this section and
tested for absorbency as set forth in § 10324.6.
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10324.3

10324.4

10324.5

10324.6

If the information specified in § 10324.4 is to be included as a package insert, the
following alert statement shall appear prominently and legibly on the package
label:

“ATTENTION: Tampons are associated with Toxic Shock Syndrome (TSS). TSS
is a rare but serious disease that may cause death. Read and save the enclosed
information.”

The labeling of menstrual tampons shall contain the following consumer
information prominently and legibly, in such terms as to render the information
likely to be read and understood by the ordinary individual under customary
conditions of purchase and use:

(@ Warning signs of TSS (for example, sudden fever (usually one hundred
two degrees Fahrenheit (102 °F)) or more) and vomiting, diarrhea, fainting
or near fainting when standing up, dizziness, or a rash that looks like a
sunburn);

(b) What to do if these or other signs of TSS appear, including the need to
remove the tampon at once and seek medical attention immediately;

(c) The risk of TSS to all women using tampons during their menstrual
period, especially the reported higher risks to women under thirty (30)
years of age and teenage girls, the estimated incidence of TSS of one (1)
to seventeen (17) per one hundred thousand (100,000) menstruating
women and girls per year, and the risk of death from contracting TSS;

(d) The advisability of using tampons with the minimum absorbency needed
to control menstrual flow in order to reduce the risk of contracting TSS;
and

(e) The need to seek medical attention before resuming use of tampons if
TSS warning signs have occurred in the past, or if women have any
questions about TSS or tampon use.

The statements required by § 10324.4 shall be prominently and legibly placed on
the package label of menstrual tampons (unless the menstrual tampons are
exempt).

Menstrual tampon package labels shall bear one (1) of the following absorbency
terms representing the absorbency of the production run, lot, or batch;
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10324.7

103324.8

10324.9

10324.10

Ranges of absorbency in ||Corresponding term of
grams1 absorbency

|6 and under |[unior absorbency l
Wo 9 —”Regular absorbency |
9to 12 ”Super absorbency I
12to 15 lﬁuper plus absorbency 1
150 18 |Ultra absorbency |
Above 18 INo term |

The package label shall include an explanation of the ranges of absorbency and a
description of how consumers can use a range of absorbency, and its
corresponding absorbency term, to make comparisons of absorbency of tampons
to allow selection of the tampons with the minimum absorbency needed to control
menstrual flow in order to reduce the risk of contracting TSS.

A manufacturer shall measure the absorbency of individual tampons using the test
method specified in § 10324.10 and calculate the mean absorbency of a
production run, lot, or batch by rounding to the nearest one tenth of a gram

0.1 g).

A manufacturer shall design and implement a sampling plan that includes
collection of probability samples of adequate size to yield consistent tolerance
intervals such that the probability is ninety percent (90%) that at least ninety
percent (90%) of the absorbencies of individual tampons within a brand and type
are within the range of absorbency stated on the package label.

In the absorbency test, an unlubricated condom, with tensile strength between
seventeen Mega Pascals (17 MPa) and thirty Mega Pascals (30 MPa), as
measured according to the procedure in the American Society for Testing and
Materials (ASTM) D 3492-97, "Standard Specification for Rubber Contraceptives
(Male Condoms)"? for determining tensile strength is attached to the large end of
a glass chamber (or a chamber made from hard transparent plastic) with a rubber
band (see Figure 1) and pushed through the small end of the chamber using a
smooth, finished rod. The condom is pulled through until all slack is removed.
The tip of the condom is cut off and the remaining end of the condom is stretched

' These ranges are defined, respectively, as follows: Less than or equal to six grams (6 g); greater than six grams (6
g) up to and including nine grams (9 g); greater than nine grams (9 g) up to and including twelve grams (12 g);
greater than twelve grams (12 g) up to and including fifteen grams (15 g); greater than fifteen grams (15 g) up to and
including eighteen grams (18 g); and greater than eighteen grams (18 g).

2 Copies of the standard are available from the American Society for Testing and Materials, 100 Barr Harbor Dr.,
West Conshohocken, PA 19428, or available for inspection at the Center for Devices and Radiological Health's
Library, 9200 Corporate Blvd., Rockville, MD 20850, or at the Office of the Federal Register, 800 North Capitol St.,
NW., Suite 700, Washington, DC (20002).
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over the end of the tube and secured with a rubber band. A pre-weighed (to the
nearest one-tenth gram (0.1 g) tampon is placed within the condom membrane so
that the center of gravity of the tampon is at the center of the chamber. An
infusion needle fourteen gauge (14 ga.) is inserted through the septum created by
the condom tip until it contacts the end of the tampon. The outer chamber is filled
with water pumped from a temperature-controlled water bath to maintain the
average temperature at twenty-seven, plus or minus one, degrees Celsius (27 +/- 1
°C). The water returns to the water bath as shown in Figure 2. Syngyna fluid ten
grams (10 g) sodium chloride, five tenths gram (0.5 g) Certified Reagent Acid
Fuchsin, one thousand milliliters (1,000 ml) distilled water is then pumped
through the infusion needle at a rate of fifty milliliters (50 ml) per hour. The test
shall be terminated when the tampon is saturated and the first drop of fluid exits
the apparatus. (The test result shall be discarded if fluid is detected in the folds of
the condom before the tampon is saturated). The water is then drained and the
tampon is removed and immediately weighed to the nearest one hundredths gram,
(0.01 g). The absorbency of the tampon is determined by subtracting its dry
weight from this value. The condom shall be replaced after ten (10) tests or at the
end of the day during which the condom is used in testing, whichever occurs first.
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10324.11

10324.12

10324.13

10325

10325.1

10325.2

10325.3

The FDA and the Department may permit the use of an absorbency test method
different from the test method specified in this section if each of the following
conditions is met:

(a) The manufacturer presents evidence, in the form of a citizen petition
submitted in accordance with the requirements of 21 C.F.R. § 10.30,
demonstrating that the alternative test method will yield results that are
equivalent to the results yielded by the test method specified in this
section; and

(b)  The FDA or the Department approves the method and has published
notice of its approval of the alternative test method in the Federal Register.

Any menstrual tampon intended to be dispensed by a vending machine is exempt
from the requirements of this section.

Any menstrual tampon that is not labeled as required by §§ 10324.3 through
10324.5 and that is initially introduced or initially delivered for introduction into
commerce after March 1, 1990, is misbranded under 21 U.S.C. §§ 321(m) and,
352(a) and (f).

WARNING STATEMENTS FOR PRESCRIPTION AND RESTRICTED
DEVICE PRODUCTS CONTAINING OR MANUFACTURED WITH
CHLOROFLUOROCARBONS OR OTHER OZONE-DEPLETING
SUBSTANCES

All prescription and restricted device products containing or manufactured with
chlorofluorocarbons, halons, carbon tetrachloride, methyl chloride, or any other
class I substance designated by the Environmental Protection Agency (EPA)
shall, except as provided in § 10325.3, bear the following warning statement:

“Warning: Contains [or Manufactured with, if applicable] [insert name of
substance], a substance which harms public health and the environment by
destroying ozone in the upper atmosphere.”

The warning statement shall be clearly legible and conspicuous on the product, its
immediate container, its outer packaging, or other labeling in accordance with the
requirements of 40 C.F.R. part 82 and appear with such prominence and
conspicuousness as to render it likely to be read and understood by consumers
under normal conditions of purchase.

For prescription and restricted device products, the following alternative warning
statement may be used:
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10325.4

10325.5

10325.6

10326

10326.1

“Note: The indented statement below is required by the District of Columbia for
all products containing or manufactured with chlorofluorocarbons (CFCs) [or
name of other class I substance, if applicable]:

This product contains [or is manufactured with, if applicable] [insert name of
substance}, a substance which harms the environment by destroying ozone in the
upper atmosphere.

Your physician has determined that this product is likely to help your personal
health. USE THIS PRODUCT AS DIRECTED, UNLESS INSTRUCTED TO DO
OTHERWISE BY YOUR PHYSICIAN. If you have any questions about
alternatives, consult your physician.”

The warning statement shall be clearly legible and conspicuous on the product, its
immediate container, its outer packaging, or other labeling and appear with such
prominence and conspicuousness so that it is likely to be read and understood by
consumers under normal conditions of purchase.

If the warning statement in paragraph § 10325.3 is used, the following warning
statement must be placed on the package labeling intended to be read by the
physician (physician package insert) after the "How supplied” section, which
describes special handling and storage conditions on the physician labeling:

“Note: The indented statement below is required by the District of Columbia for
all products containing or manufactured with chlorofluorocarbons (CFCs) [or
name of other class I substance, if applicable]:

Warning: Contains [or Manufactured with, if applicable] [insert name of
substance], a substance which harms public health and environment by destroying
ozone in the upper atmosphere.

A notice similar to the above WARNING has been placed in the information for
the patient [or patient information leaflet, if applicable] of this product under
Environmental Protection Agency (EPA) regulations. The patient's warning states
that the patient should consult his or her physician if there are questions about
alternatives.”

This section does not replace or relieve a person from any requirements imposed
under 40 C.F.R., part 82.

USER LABELING FOR LATEX CONDOMS
This section applies to the subset of condoms as identified in 21 C.F.R.

§ 884.5300, and condoms with spermicidal lubricant identified in 21 C.F.R.
§ 884.5310, whose products are formed from latex films.
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10326.2

10326.3

10326.4

10326.5

Data show that the material integrity of latex condoms degrades over time. To
protect the public health and minimize the risk of device failure, latex condoms
must bear an expiration date.

The expiration date, as demonstrated by testing procedures required by

§§ 10326.4 and 10326.8, must be displayed prominently and legibly on the
primary packaging (such as individual package), and higher levels of packaging
(such as boxes of condoms), in order to ensure visibility of the expiration date by
consumers.

Except as provided under § 10326.6, the expiration date must be supported by
data demonstrating physical and mechanical integrity of the product after three (3)
discrete and representative lots of the product have been subjected to each of the
following conditions:

(a) Storage of unpackaged bulk product for the maximum amount of time the
manufacturer allows the product to remain unpackaged, followed by
storage of the packaged product at seventy degrees Celsius (70 °C) (plus
or minus two degrees Celsius (2 °C) for seven (7) days;

(b) Storage of unpackaged bulk product for the maximum amount of time the
manufacturer allows the product to remain unpackaged, followed by
storage of the packaged product at a selected temperature between forty
degrees Celsius (40 °C) and fifty degrees (50 °C) (plus or minus two
degrees Celsius (+/- 2 °C) for ninety (90) days; and

(c) Storage of unpackaged bulk product for the maximum amount of time the
manufacturer allows the product to remain unpackaged, followed by
storage of the packaged product at a monitored or controlled temperature
between fifteen degrees Celsius (15° C) and thirty degrees Celsius (30° C)
for the lifetime of the product (real time storage).

If a product fails the physical and mechanical integrity tests commonly used by
industry after the completion of the accelerated storage tests described in

§§ 10326.4(a) and(b), the product expiration date must be demonstrated by real
time storage conditions described in § 10326.4(c). If all of the products tested
after storage at temperatures pass the manufacturer's physical and mechanical
integrity tests, the manufacturer may label the product with an expiration date of
up to five (5) years from the date of product packaging. If the extrapolated
expiration date under §§ 10326.4(a) and(b) of this section is used, the labeled
expiration date must be confirmed by physical and mechanical integrity tests
performed at the end of the stated expiration period as described in section

§ 10326.4(c). If the data from tests following real time storage described in

§ 10326.4(c) of this section fail to confirm the extrapolated expiration date, the
manufacturer must, at that time, re-label the product to reflect the actual shelf life.
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10326.6

10326.7

10326.8

10326.9

10326.10

10326.11

10327

10327.1

10327.2

Products that already have established shelf life data based upon real time storage
and testing and have such storage and testing data available for inspection are not
required to confirm such data using accelerated and intermediate aging data
described in §§10326.4(a) and (b). If, however, such real time expiration dates
were based upon testing of products that were not first left unpackaged for the
maximum amount of time as described in § 10326.4(c), the real time testing must
be confirmed by testing products consistent with the requirements of

§ 10326.4(c). Until the confirmation testing in accordance with § 10326.4(c) is
completed, the product may remain on the market labeled with the expiration date
based upon previous real time testing.

[f a manufacturer uses testing data from one (1) product to support expiration on
any variation of that product, the manufacturer must document and provide, upon
request, an appropriate justification for the application of the testing data to the
variation of the tested product.

If a latex condom contains a spermicide, and the expiration date based on
spermicidal stability testing is different from the expiration date based upon latex
integrity testing, the product shall bear only the earlier expiration date.

The time period upon which the expiration date is based shall start with the date
of packaging.

As provided in Chapter 107 of this subtitle, all testing data must be retained in
each company's files, and shall be made available upon request for inspection by
the FDA of the Department.

Any latex condom not labeled with an expiration date as required by § 10326.3
and initially delivered for introduction into interstate commerce after the effective
date of this regulation is misbranded under 21 U.S.C. §§ 321(n) and 352(a) and

(.
USER LABELING FOR DEVICES THAT CONTAIN NATURAL RUBBER

Data in the Medical Device Reporting System and the scientific literature indicate
that some individuals are at risk of severe anaphylactic reactions to natural latex
proteins. This labeling regulation is intended to minimize the risk to individuals
sensitive to natural latex proteins and to protect the public health.

This section applies to all devices composed of or containing, or having
packaging or components that are composed of or contain, natural rubber that
contacts humans.
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10327.3

10327.4

10327.5

10327.6

10327.7

10327.8

10327.9

For purposes of this section, the term "natural rubber" includes natural rubber
latex, dry natural rubber, and synthetic latex or synthetic rubber that contains
natural rubber in its formulation.

For purposes of this section, the term "natural rubber latex" means rubber that is
produced by the natural rubber latex process that involves the use of natural latex
in a concentrated colloidal suspension. Products are formed from natural rubber
latex by dipping, extruding, or coating.

For purposes of this section, the term "dry natural rubber" means rubber that is
produced by the dry natural rubber process that involves the use of coagulated
natural latex in the form of dried or milled sheets. Products are formed from dry
natural rubber by compression molding, extrusion, or converting the sheets into a
solution for dipping.

For purposes of this section, the term "contacts humans" means that the natural
rubber contained in a device is intended to contact or is likely to contact the user
or patient. This includes contact when the device that contains natural rubber is
connected to the patient by a liquid path or an enclosed gas path; or the device
containing the natural rubber is fully or partially coated with a powder, and such
powder may carry natural rubber proteins that may contaminate the environment
of the user or patient.

Devices containing natural rubber shall be labeled as set forth in §§ 10327.5
through 10327.9. Each required labeling statement shall be prominently and
legibly displayed in accordance with 21 U.S.C. § 352(c).

Devices containing natural rubber latex that contacts humans, as described in
§ 10327.2, shall bear the following statement in bold print on the device labeling:

"Caution: This Product Contains Natural Rubber Latex Which May Cause
Allergic Reactions."

This statement shall appear on all device labels, and other labeling, and shall
appear on the principal display panel of the device packaging; the outside
package, container, or wrapper; and the immediate device package, container, or
wrapper.

Devices containing dry natural rubber that contacts humans, as described in
§ 10327.2, shall bear the following statement in bold print on the device labeling:

"This Product Contains Dry Natural Rubber."

This statement shall appear on all device labels, and other labeling, and shall
appear on the principal display panel of the device packaging; the outside

48
010298



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

10327.10

10327.11

10237.12

10327.13

10327.14

10399

10399.1

package, container, or wrapper; and the immediate device package, container, or
wrapper.

Devices that have packaging containing natural rubber latex that contacts humans
shall bear the following statement in bold print on the device labeling:

"Caution: The Packaging of This Product Contains Natural Rubber Latex Which
May Cause Allergic Reactions."

This statement shall appear on the packaging that contains the natural rubber, and
the outside package, container, or wrapper.

Devices that have packaging containing dry natural rubber that contacts as
described in § 10327.2, shall bear the following statement in bold print on the
device labeling:

"The Packaging of This Product Contains Dry Natural Rubber."

This statement shall appear on the packaging that contains the natural rubber and
the outside package, container, or wrapper.

Devices that contain natural rubber that contacts humans shall not contain the
term "hypoallergenic" on their labeling.

Any affected person may request an exemption or variance from the requirements
of this section by submitting a citizen petition in accordance with 21 C.F.R.
§ 10.30.

Any device subject to this section that is not labeled in accordance with

§§ 10327.4 through 10327.8 and that is initially introduced or initially delivered
for introduction into interstate commerce after the effective date of this regulation
is misbranded under 21 U.S.C. §§ 321(n) and 352(a), (¢), and (f).

DEFINITIONS

As used in this chapter, the following terms and phrases shall have the meanings
ascribed:

Adequate directions for use - directions under which the layman can use a
device safely and for the purposes for which it is intended. Directions for use
may be inadequate because, among other reasons, of omission in whole or in part
or incorrect specification of:

(a) Statements of all conditions, purposes, or uses for which the device is
intended, including conditions, purposes, or uses for which it is prescribed,
recommended, or suggested in its oral, written, printed, or graphic
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(b)

©
(d)
(e)

®
@

advertising, and conditions, purposes, or uses for which the device is
commonly used; except that such statements shall not refer to conditions,
uses, or purposes for which the device can be safely used only under the
supervision of a practitioner licensed by law and for which it is advertised
solely to such practitioner;

Quantity of dose, including usual quantities for each of the uses for which
it is intended and usual quantities for persons of different ages and
different physical conditions;

Frequency of administration and application;

Duration of administration or application;

Time of administration or application, in relation to time of meals, time of
onset of symptoms, or other factors;

Route or method of administration or application; and

Preparation for use (for example, adjustment of temperature or other
manipulation or process).

Chlorofluorocarbon - means any fully halogenated chlorofluoroalkane.

Principal display panel — the part of a label that is most likely to be displayed,
presented, shown, or examined under customary conditions of display for retail
sale, as it applies to over-the-counter devices in package form and as used in this
chapter.

Propellant - means a liquefied or compressed gas that is used in whole or in part
to expel from the same self-pressurized container or from a separate container a
liquid or solid material different from the propellant, but the term does not include
the use of a chlorofluorocarbon as an aerating agent for foamed or sprayed food
products.

Chapter 104 (Medical Device Reporting) is added to read as follows:

10400

10400.1

CHAPTER 104 MEDICAL DEVICE REPORTING

GENERAL

This section establishes the requirements for medical device reporting for
device user facilities, manufacturers, importers, and distributors. A device user
facility shall report deaths and serious injuries that a device has or may have
caused or contributed to, establish and maintain adverse event files, and
submit summary annual reports. A manufacturer or importer shall report
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10400.2

10401

10401.1

10401.2

10401.3

deaths and serious injuries that its device has or may have caused or
contributed to, shall report certain device malfunctions, and shall establish and
maintain adverse event files. A manufacturer shall also submit specified
follow-up. These reports help the Department to protect the public health by
helping to ensure that devices are not adulterated or misbranded and are safe
and effective for their intended use. A medical device distributor shall
maintain records (files) of incidents, but is not required to report these
incidents.

This part supplements and does not supersede other provisions of this chapter,
including the provisions of Chapter 107.

PUBLIC AVAILABILITY OF REPORTS

The Department may disclose to the public any report, including any record of a
telephone report, submitted under this part.

Before the Department discloses a report to the public, the Department shall
delete the following:

(a) Any information that constitutes trade secret or confidential commercial or
financial information under 21 C.F.R. § 20.61;

(b) Any personal, medical, and similar information, including the serial
number of implanted devices, which would constitute an invasion of
personal privacy under 21 C.F.R. § 20.63. However, if a patient requests a
report, the Department shall disclose to that patient all the information in
the report concerning that patient; and

(c) Any names and other identifying information of a third party that
voluntarily submitted an adverse event report.

The Department shall not disclose the identity of a device user facility that makes
a report under this part except in connection with:

(a) An action brought to enforce 21 U.S.C. § 331(q), including the failure of
refusal to furnish material or information required by 21 U.S.C. § 360i;

(b) A communication to a manufacturer of a device that is the subject of a
report required to be submitted by a user facility under § 10415 of this
chapter; or

() A disclosure to employees of the Department of Health and Human
Services, the Department of Justice, the District of Columbia Department
of Health, or to the duly authorized committees and subcommittees of the
Congress.
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10402

10402.1

10402.2

10402.3

10402.4

10403

GENERAL DESCRIPTION OF REPORTS REQUIRED FROM USER
FACILITIES, IMPORTERS, AND MANUFACTURERS

A device user facility must submit the following reports:
(a) Reports of individual adverse events no later than ten (10) work days after
the day that the facility becomes aware of a reportable event, which shall

include:

(1) Reports of device-related deaths to the Department and to the
manufacturer, if known; or

2) Reports of device-related serious injuries to the manufacturers or,
if the manufacturer is unknown, to the Department; and

(b) Annual reports described in § 10417 to the Department.

A device importer must submit the following reports:

(a) Reports of individual adverse events no later than thirty (30) calendar days
after the day that the importer becomes aware of a reportable event, which

shall include:

(1) Reports of device-related deaths or serious injuries to the
Department and to the manufacturer; or

2) Reports of device-related malfunctions to the manufacturer.

If you are a manufacturer must submit the following reports:

(a) Reports of individual adverse events no later than thirty (30) days after the
day that you become aware of a reportable death, serious injury, or

malfunction;

(b) Reports of individual adverse events no later than five (5) work days after
the day that you become aware of:

9] A reportable event that requires remedial action to prevent an
unreasonable risk of substantial harm to the public health; or

2) A reportable event for which we made a written request.

Supplemental reports shall be filed if information is obtained that was not
submitted as part of any initial report required by this section.

RESERVED
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10404

10404.1

10404.2

10405

10405.1

10406

10406.1

10406.2

10407

10407.1

10407.2

10408

10408.1

WHERE TO SUBMIT REPORTS

You must submit any written report or additional information required under this
part to the DC Department of Health, 899 North Capitol Street, N.E., 2" Floor,
Washington, D.C. 20002.

You must specifically identify each report (for example, "User Facility Report,"
"Annual Report," "Importer Report," "Manufacturer Report," "10-Day Report").

ENGLISH REPORTING REQUIREMENT
All written or electronic equivalent reports must be in English.
ELECTRONIC REPORTING

You may electronically submit any report required by this part if you have our
prior written consent. We may revoke this consent at anytime. Electronic report
submissions include alternative reporting media (magnetic tape, and disc) and
computer-to-computer communication.

If your electronic report meets electronic reporting standards, guidance
documents, or other medical device report (MDR) reporting procedures that we
have developed, you may submit the report electronically without receiving our
prior written consent.

REQUESTS FOR ADDITIONAL INFORMATION

The Department will notify you in writing if we require additional information
and will tell you what information we need. The Department will require
additional information if the Department determines that protection of the public
health requires additional or clarifying information for medical device reports
submitted to the Department and in cases when the additional information is
beyond the scope of the Department’s reporting forms or is not readily accessible
to the Department.

In any request under this section, the Department will state the reason or purpose
for the information request, specify the due date for submitting the information,
and clearly identify the reported event(s) related to our request. The Department
shall confirm in writing any requests for additional information that it makes
verbally.

DISCLAIMERS
A report or other information submitted by you, and the Department’s release of

report or information, is not necessarily an admission that the device, or you or
your employees, caused or contributed to the reportable event. You do not have to
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admit and may deny that the report or information submitted under this part
constitutes an admission that the device, you, or your employees, caused or
contributed to a reportable event.

WRITTEN MEDICAL DEVICE REPORT PROCEDURES

If you are a user facility, importer, or manufacturer, you must develop, maintain,
and implement written MDR procedures for the following:

(a) Internal systems that provide for:

¢)) Timely and effective identification, communication, and evaluation
of events that may be subject to Medical Device Report (MDR)
requirements;

2) A standardized review process or procedure for determining when
an event meets the criteria for reporting under this part; and

3) Timely transmission of complete medical device reports to
manufacturers or to the Department, or to both if required; and

(b) Documentation and recordkeeping requirements for:

) Information that was evaluated to determine if an event was
reportable;

2) All medical device reports and information submitted to
manufacturers or the Department;

3) Any information that was evaluated for the purpose of preparing
the submission of annual reports; and

6)) Systems that ensure access to information that facilitates timely
follow-up and inspection by the Department.

FILES AND DISTRIBUTOR RECORDS

A user facility, importer, or manufacturer shall establish and maintain MDR event
files. The user shall clearly identify all MDR event files, and maintain them to
facilitate timely access.

For purposes of this section, "MDR event files" are written or electronic files
maintained by user facilities, importers, and manufacturers. MDR event files may
incorporate references to other information (e.g., medical records, patient files,
and engineering reports), in lieu of copying and maintaining duplicates in this file.
MDR event files must contain:
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(a) Information in your possession or references to information related to the
adverse event, including all documentation of your deliberations and
decision-making processes used to determine if a device-related death,
serious injury, or malfunction was or was not reportable under this section;
and

(b) Copies of all MDR forms, as required by this section, and other
information related to the event that you submitted to us and other entities
such as an importer, distributor, or manufacturer.

If you are a user facility, importer, or manufacturer, you must permit any
authorized DOH employee, at all reasonable times, to access, copy, and verify the
records required by this section.

A user facility shall retain an MDR event file relating to an adverse event for a
period of two (2) years from the date of the event. If you are a manufacturer or
importer, you must retain an MDR event file relating to an adverse event for a
period of two (2) years from the date of the event or a period of time equivalent to
the expected life of the device, whichever is greater. If the device is no longer
distributed, you still must maintain MDR event files for the time periods
described in this section.

If you are a device distributor, you must establish and maintain device complaint
records (files). Your records must contain any incident information, including any
written, electronic, or oral communication, either received or generated by you,
that alleges deficiencies related to the identity (e.g., labeling), quality, durability,
reliability, safety, effectiveness, or performance of a device. You must also
maintain information about your evaluation of the allegations, if any, in the
incident record. You must clearly identify the records as device incident records
and file these records by device name. You may maintain these records in written
or electronic format. You must back up any file maintained in electronic format.

A device distributor shall retain copies of the required device incident records for
a period of two (2) years from the date of inclusion of the record in the file or for
a period of time equivalent to the expected life of the device, whichever is greater.
Copies of these records shall be maintained even if a device is no longer
distributed.

A device distributor shall maintain the device complaint files established under
this section at the principal business establishment. A manufacturer shall maintain
the file at the same location where a complaint file is maintained under Chapter
107. Any authorized DOH employee shall, at all reasonable times, have access to
copy or verify the records required by this section.
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A manufacturer shall maintain MDR event files as part of your complaint file,
under Chapter 107, if you prominently identify these records as MDR reportable
events. We will not consider your submitted MDR report to comply with this part
unless you evaluate an event in accordance with the quality system requirements
described in Chapter 107. You must document and maintain in your MDR event
files an explanation of why you did not submit or could not obtain any
information required by this part, as well as the results of your evaluation of each
event.

EXEMPTIONS, VARIANCES, AND ALTERNATIVE REPORTING
REQUIREMENTS

The following persons are exempt from the adverse event reporting requirements
of this section:

(a) A licensed practitioner who prescribes or administers devices intended for
use in humans and manufactures or imports devices solely for use in
diagnosing and treating persons with whom the practitioner has a
"physician-patient"” relationship;

(b) An individual who manufactures devices intended for use in humans
solely for the individual’s use in research or teaching and not for sale. This
includes any person who is subject to alternative reporting requirements
under the investigational device exemption regulations, which require
reporting of all adverse device effects; and

(©) Dental laboratories or optical laboratories.

If you are a manufacturer, importer, or user facility, you may request an
exemption or variance from any or all of the reporting requirements in this
section. You must submit the request to the Department in writing. Your request
must include information necessary to identify you and the device; a complete
statement of the request for exemption, variance, or alternative reporting; and an
explanation why your request is justified.

The Department may grant, in writing, to a manufacturer, importer, or user
facility, an exemption or variance from, or alternative to, any or all of the
reporting requirements in this section and may change the frequency of reporting
to quarterly, semiannually, annually, or any other appropriate time period. The
Department may grant these modifications in response to a request made pursuant
to § 10411.2, or at the Department’s discretion. When the Department grants
modifications to the reporting requirements, we may impose other reporting
requirements to ensure the protection of public health.
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The Department may revoke or modify in writing an exemption, variance, or
alternative reporting requirement if the Department determines that revocation or
modification is necessary to protect the public health.

If the Department grants your request for a reporting modification, you must
submit any reports or information required in our approval of the modification.
The conditions of the approval will replace and supersede the regular reporting
requirement specified in this part until such time that the Department revokes or
modifies the alternative reporting requirements in accordance with § 10411.4.

HOW TO REPORT ADVERSE EVENTS
If you are a user facility, you must submit MDR reports to:

(a) The manufacturer and to the Department no later than ten (10) business
days after the day that you become aware of information that reasonably
suggests that a device has or may have caused or contributed to a death; or

(b) The manufacturer no later than ten (10) business days after the day that
you become aware of information that reasonably suggests that a device
has or may have caused or contributed to a serious injury. If the
manufacturer is not known, you must submit this report to the Department.

An importer shall submit MDR reports to:

(a) The manufacturer and to the Department, no later than thirty (30) calendar
days after the day that the importer becomes aware of information that
reasonably suggests that a device has or may have caused or contributed to
a death or serious injury; or

(b) The manufacturer, no later than thirty (30) days calendar after receiving
information that a device the importer marketed has malfunctioned and
that this device or a similar device that the importer marketed would be
likely to cause or contribute to a death or serious injury if the malfunction
were to recur.

If you are a manufacturer, you must submit MDR reports to the Department:

(a) No later than thirty (30) calendar days after the day that you become
aware of information that reasonably suggests that a device may have
caused or contributed to a death or serious injury; or

(b)  No later than thirty (30) calendar days after the day that you become
aware of information that reasonably suggests a device has malfunctioned
and that this device or a similar device that you market would be likely to
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cause or contribute to a death or serious injury if the malfunction were to
recur; or

(©) Within five (5) business days if required by § 10422.

Any information, including professional, scientific, or medical facts, observations,
or opinions, may reasonably suggest that a device has caused or may have caused
or contributed to an MDR reportable event. An MDR reportable event is a death,
a serious injury, or, if you are a manufacturer or importer, a malfunction that
would be likely to cause or contribute to a death or serious injury if the
malfunction were to recur.

If you are a user facility, importer, or manufacturer, you do not have to report an
adverse event if you have information that would lead a person who is qualified to
make a medical judgment reasonably to conclude that a device did not cause or
contribute to a death or serious injury, or that a malfunction would not be likely to
cause or contribute to a death or serious injury if it were to recur. Persons
qualified to make a medical judgment include physicians, nurses, risk managers,
and biomedical engineers. You must keep in your MDR event files the
information that the qualified person used to determine whether or not a device-
related event was reportable.

WHERE TO FIND REPORTING CODES USED WITH MEDICAL
DEVICE REPORTS

The Department shall publish adverse events on its website.

The Department may sometimes use additional coding of information on the
reporting forms or modify the existing codes. If the Department does make
modifications, it shall make the new coding information available to all reporters.

WHEN NOT TO FILE A REPORT

If you become aware of information from multiple sources regarding the same
patient and same reportable event, you may submit one (1) medical device report.

You are not required to submit a medical device report if:

(a) You are a user facility, importer, or manufacturer, and you determine that
the information received is erroneous in that a device-related adverse
event did not occur. You must retain documentation of these reports in
your MDR files for the time periods specified in § 10410; or

(b) You are a manufacturer or importer and you did not manufacture or import
the device about which you have adverse event information. When you
receive reportable event information in error, you must forward this
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information to us with a cover letter explaining that you did not
manufacture or import the device in question.

INDIVIDUAL ADVERSE EVENT REPORTS: USER FACILITIES

If you are a user facility, you must submit reports to the manufacturer or to the
Department or both, as specified below:

(a) When reporting a death, you must submit a report to the Department as
soon as practicable but no more than ten (10) work days after the day that
you become aware of information, from any source, that reasonably
suggests that a device has or may have caused or contributed to the death
of a patient of your facility. You must also submit the report to the device
manufacturer, if known; or

(b) When reporting a serious injury, you must submit a report to the
manufacturer of the device no later than ten (10) work days after the day
you become aware of information, from any source, that reasonably
suggests that a device has or may have caused or contributed to a serious
injury to a patient of your facility. If the manufacturer is not known, you
must submit the report to the Department.

You must submit all information required in § 10416 that is reasonably known to
you. This information includes information found in documents that you possess
and any information that becomes available as a result of reasonable follow-up
within your facility. You are not required evaluate or investigate the event by
obtaining or evaluating information that you do not reasonably know.

INDIVIDUAL ADVERSE EVENT REPORT DATA ELEMENTS FOR
USER FACILITIES

A user facility shall include the following information in its report, if reasonably
known:

(a) For patient information, the user facility shall submit the following:
(1) The patient’s name or other identifier;
(2) The patient’s age at the time of event, or date of birth;
3) The patient’s sex; and
4 The patient’s weight;

(b)  For an adverse event or product problem, the user facility shall submit the
following:
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Identification of the adverse event or product problem;

Outcomes attributed to the adverse event (for example, death or
serious injury). An outcome is considered a serious injury if it is:

(A) A life-threatening injury or illness;

(B) A disability resulting in permanent impairment of a body
function or permanent damage to a body structure; or

(C)  Aninjury or illness that requires intervention to prevent
permanent impairment of a body structure or function;

The date of the event;

The date of report by the initial reporter;

A description of event or problem, including a discussion of how
the device was involved, nature of the problem, patient follow-up
or required treatment, and any environmental conditions that may

have influenced the event;

A description of relevant tests, including dates and laboratory data;
and

A description of other relevant history, including preexisting
medical conditions;

For device information, you must submit the following:

)
@)
3)
“4)

©)
(©6)
)
®

The brand name;
The type of device;
The manufacturer’s name and address;

The operator of the device (health professional, patient, lay user,
other);

The expiration date;
The model, catalog, serial, lot, or other identifying number;
The date of device implantation (month, day, and year);

The date of device expiration (month, day, and year);
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Whether the device was available for evaluation and whether the
device was returned to the manufacturer; if so, the date it was
returned to the manufacturer; and

Concomitant medical products and therapy dates;

For initial reporter information, you must submit the following:

(1)

2
3)
“

Name, address, and telephone number of the reporter who initially
provided information to you, or to the manufacturer or distributor;

Whether the initial reporter is a health professional;
Occupation; and

Whether the initial reporter also sent a copy of the report to the
Department, if known; and

For user facility information, you must submit the following:

(D

)
€)
“4)
)
©
(7
@)
)
(10)
(11

An indication that this is a user facility report (by marking the user
facility box on the form);

Your user facility number;

Your address;

Your contact person;

Your contact person's telephone number;

The date that you became aware of the event (month, day, year);
The type of report (initial or follow-up);

The report number of the initial report, if a follow-up report;
The date of the report (month, day, and year);

The approximate age of device;

The event problem codes--patient code and device code (refer to
the "MEDWATCH Medical Device Reporting Code Instructions");
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(12)  Whether a report was sent to the Department and the date it was
sent (month, day, and year);

(13)  The location where the event occurred;

(14)  Whether the report was sent to the manufacturer and the date it was
sent (month, day, year); and

(15)  The manufacturer’s name and address, if available.

ANNUAL REPORTS

You must submit to the Department an annual report on in writing or electronic
equivalent. You must submit an annual report by January 1 of each year. You
must clearly identify your annual report as such. Your annual report must include:

(2)

(b)

(©
(d

)

(8

Your Centers for Medicare & Medicaid (CMS) provider number used for
medical device reports, or the number that the Department assigns for
reporting purposes;

Reporting year;

Your name and complete address;

The total number of reports attached or summarized;

The date of the annual report and report numbers identifying the range of
medical device reports that you submitted during the report period;

The name, position title, and complete address of the individual designated
as your contact person responsible for reporting to the Department and

whether that person is a new contact for you; and

Information for each reportable event that occurred during the annual
reporting period including:

) The report number;

2) The name and address of the device manufacturer;
3) The device brand name and common name;

4) The product model, catalog, serial and lot numbers;

) A brief description of the event reported to the manufacturer or the
Department; and
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6) Where the report was submitted (for example, to the manufacturer,
importer, or the Department).

If you did not submit any medical device reports to manufacturers or us during the
time period, you do not need to submit an annual report.

INDIVIDUAL ADVERSE EVENT REPORTING REQUIREMENTS FOR
IMPORTERS

When reporting deaths or serious injuries, an importer shall submit a report to the
Department, and a copy of this report to the manufacturer, as soon as practicable
but no later than thirty (30) calendar days after the day that the importer receives
or otherwise becomes aware of information from any source, including user
facilities, individuals, or medical or scientific literature, whether published or
unpublished, that reasonably suggests that one (1) of the importer’s marketed
devices may have caused or contributed to a death or serious injury.

When reporting malfunctions, an importer shall submit a report to the
manufacturer as soon as practicable but no later than thirty (30) calendar days
after the day that you receive or otherwise become aware of information from any
source, including user facilities, individuals, or through the importer’s own
research, testing, evaluation, servicing, or maintenance of one of the importer’s
devices, that reasonably suggests that one (1) of the devices has malfunctioned
and that this device or a similar device that you market would be likely to cause or
contribute to a death or serious injury if the malfunction were to recur.

INDIVIDUAL ADVERSE EVENT REPORT DATA ELEMENTS FOR
IMPORTERS

You must include the following information in your report, if the information is
known or should be known to you:

(a) For patient information, you must submit the following:
1) The patient’s name or other identifier;
(2) The patient’s age at the time of event, or date of birth;
3) The patient’s sex; and
€)) The patient’s weight;
(b) For adverse event or product problem, you must submit the following:

€ Identification of the adverse event or product problem;
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Outcomes attributed to the adverse event (for example, death or
serious injury). An outcome is considered a serious injury if it is:

(A) A life-threatening injury or illness;

(B) A disability resulting in permanent impairment of a body
function or permanent damage to a body structure; or

(C)  Aninjury or illness that requires intervention to prevent
permanent impairment of a body structure or function;

The date of the event;

The date of report by the initial reporter;

The description of the event or problem, including a discussion of
how the device was involved, nature of the problem, patient
follow-up or required treatment, and any environmental conditions

that may have influenced the event;

A description of relevant tests, including dates and laboratory data;
and

A description of other relevant patient history, including
preexisting medical conditions;

For device information, you must submit the following:

(H
2
3
“4)

)
(6)
(M
®

The brand name;
The type of device;
The manufacturer’s name and address;

The operator of the device (health professional, patient, lay user,
other);

The expiration date;
The model, catalog, serial, lot, or other identifying numbers;
The date of device implantation (month, day, and year);

The date of device expiration (month, day, and year);
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Whether the device was available for evaluation, and whether the
device was returned to the manufacturer, and if so, the date it was
returned to the manufacturer; and

Concomitant medical products and therapy dates;

For initial reporter information, you must submit the following:

(1

2
€))
“

The name, address, and telephone number of the reporter who
initially provided information to the manufacturer, user facility, or
distributor;

Whether the initial reporter is a health professional;

Occupation; and

Whether the initial reporter also sent a copy of the report to the
Department, if known; and

For importer information, you must submit the following:

(M

)
3)
Q)
)
©)

(M
®)
®
(10)
an

An indication that this is an importer report (by marking the
importer box on the form);

Your importer report number;

Your address;

Your contact person;

Your contact person's telephone number;

The date that you became aware of the event (month, day, and
year);

Type of report (initial or follow-up);

The report number of the initial report, if a follow-up report;
The date of the report (month, day, and year);

The approximate age of the device;

The event problem codes;
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(12)  Whether a report was sent to the Department and the date it was
sent (month, day, and year);

(13)  The location where event occurred;

(14)  Whether a report was sent to the manufacturer and the date it was
sent (month, day, and year); and

(15) The manufacturer’s name and address, if available.

INDIVIDUAL ADVERSE EVENT REPORTS REQUIREMENTS FOR
MANUFACTURERS

A manufacturer shall report to the Department no later than thirty (30) calendar
days after the day that it receives or otherwise becomes aware of information,
from any source, that reasonably suggests that a device that it markets:

(a) May have caused or contributed to a death or serious injury; or

(b)  Has malfunctioned and the device or a similar device that it markets would
likely cause or contribute to a death or serious injury, if the malfunction
were to recur.

The manufacturer shall submit all information required that is reasonably known
to it. The following information is considered to be reasonably known:

(a) Any information that can be obtained by contacting a user facility,
importer, or other initial reporter;

(b) Any information in the manufacturer’s possession; or

(c) Any information that the manufacturer can obtain by analysis, testing, or
other evaluation of the device.

The manufacturer is responsible for obtaining and submitting to the Department
information that is incomplete or missing from reports submitted by user
facilities, importers, and other initial reporters.

The manufacturer is also responsible for investigating each event and evaluating
the cause of the event. If the manufacturer cannot submit complete information in
a report, it shall provide a statement explaining why this information is
incomplete and the steps it took to obtain the information. If the manufacturer
later obtains any required information that was not available at the time it filed the
initial report, it shall submit this information in a supplemental report.
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INDIVIDUAL ADVERSE EVENT REPORT DATA ELEMENTS FOR
MANUFACTURERS

You must include the following information in your reports, if known or
reasonably known to your patient information, you must submit the following:

(a) The patient’s name or other identifier;

(b) The patient’s age at the time of event, or date of birth;

(©) The patient’s sex; and

(d) The patient’s weight;

For an adverse event or product problem, you must submit the following:

(a) Identification of the adverse event or product problem;

(b) The outcomes attributed to the adverse event (for example, death or
serious injury). An outcome is considered a serious injury if it is:

(1
@

3)

“4)
)
(6)

(7

®

Life-threatening injury or illness;

A disability resulting in permanent impairment of a body function
or permanent damage to a body structure; or

Injury or illness that requires intervention to prevent permanent
impairment of a body structure or function;

The date of the event;

The date of report by the initial reporter;

A description of the event or problem, including a discussion of
how the device was involved, nature of the problem, patient
follow-up or required treatment, and any environmental conditions

that may have influenced the event;

A description of relevant tests, including dates and laboratory data;
and

Any other relevant patient history including preexisting medical
conditions.

For device information, you must submit the following:
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(a)
(b)
(©
(d)
(e
®
()
(h)
0]

®

The brand name;

The type of device;

Your name and address;

The operator of the device (health professional, patient, lay user, other);
The expiration date;

The model, catalog, serial, lot, or other identifying numbers;

The date of device implantation (month, day, and year);

The date of device explanation (month, day, and year);

Whether the device was available for evaluation, and whether the device
was returned to you, and if so, the date it was returned to you; and

Concomitant medical products and therapy dates.

For initial reporter information, you must submit the following:

(a)

(b)
(©)
(d)

Name, address, and phone number of the reporter who initially provided
information to you, or to the user facility or importer;

Whether the initial reporter is a health professional;
Occupation; and

Whether the initial reporter also sent a copy of the report to the
Department, if known.

When reporting information for all manufacturers, you must submit the following:

(a)

(b)
(©
(d)
(¢)

Your reporting office's contact name and address and device
manufacturing site;

Your telephone number;
Your report sources;
The date received by you (month, day, and year);

The type of report being submitted (for example, five (5) day, initial, or
follow-up); and
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® Your report number.

10421.6 For device manufacturer information, you must submit the following:

(@ The type of reportable event (death, serious injury, or malfunction);

(b) The type of follow-up report, if applicable (such as, correction or a
response to the Department’s request);

() If the device was returned to you and evaluated by you, you must include
a summary of the evaluation. If you did not perform an evaluation, you
must explain why you did not perform an evaluation;

(d) The device manufacture date (month, day, and year);

(e) Whether the device was labeled for single use;

® The evaluation codes (including event codes, method of evaluation, result,
and conclusion codes);

(8) Whether remedial action was taken and the type of action;

(h) Whether the use of the device was initial, reuse, or unknown;

(1) Whether remedial action was reported as a removal or correction, and if it
was, provide the correction or removal report number; and

()] Your additional narrative; or

(k) Corrected data, including:

(D) Any information missing on the user facility report or importer
report, including any event codes that were not reported or
information corrected on these forms after your verification;

2) For each event code provided by the user facility, under
§ 10416.1(e)(10) or the importer under § 10419.1(e)(10), you must
include a statement of whether the type of the event represented by
the code is addressed in the device labeling; and

3) If your report omits any required information, you must explain
why this information was not provided and the steps taken to
obtain this information.

10422 FIVE (5)-DAY REPORTS FOR MANUFACTURERS
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You must submit a five (5)-day report to us no later than five (5) work days after
the day that you become aware of:

(@ An MDR reportable event that necessitates remedial action to prevent an
unreasonable risk of substantial harm to the public health. The
manufacturer may become aware of the need for remedial action from any
information, including any trend analysis; or

(b) A written request by the Department for the submission of a five (5)-day
report. If you receive such a written request from the Department, you
must submit, without further request, a five (5)-day report for all
subsequent events of the same nature that involve substantially similar
devices for the time period specified in the written request. We may
extend the time period stated in the original written request if we
determine it is in the interest of the public health.

SUPPLEMENTAL REPORTS

If you are a manufacturer, when you obtain information that you did not provide
because it was not known or was not available when you submitted the initial
report, you must submit the supplemental information to the Department within
one (1) month of the day that you receive this information. On a supplemental or
follow-up report, you must:

(a) Indicate on the envelope and in the report that the report being submitted
is a supplemental or follow-up report;

(b) Submit the appropriate identification numbers of the report that you are
updating with the supplemental information (for example, your original
manufacturer report number and the user facility or importer report
number of any report on which your report was based), if applicable; and

c) Include only the new, changed, or corrected information in the appropriate
. y g p
portion(s) of the respective form(s) for reports that cross reference
previous reports.

FOREIGN MANUFACTURERS

Every foreign manufacturer whose devices are distributed in the United States
shall designate a U.S. agent to be responsible for reporting in accordance with

§ 10510 of this subtitle. The designated agent accepts responsibility for the duties
that such designation entails. Upon the effective date of these regulations, foreign
manufacturers shall inform the Department, by letter, of the name and address of
the agent designated under this section and § 10510 of this subtitle, and shall
update this information as necessary. Such updated information shall be submitted
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10424.2

10499

10499.1

to the Department, within five (5) days of a change in the designated agent
information.

Designated agents of foreign manufacturers are required to:

(a) Report to the Department in accordance with §§ 10420, 10421, 10422, and
10423;

(b) Conduct or obtain from the foreign manufacturer the necessary
information regarding the investigation and evaluation of the event to
comport with the requirements of § 10420;

(c) Forward MDR complaints to the foreign manufacturer and maintain
documentation of this requirement;

(e) Maintain complaint files in accordance with § 10410; and

® Register, list, and submit premarket notifications in accordance with
Chapter 105.

DEFINITIONS

As used in this chapter, the following terms and phrases shall have the meanings
ascribed:

Ambulatory surgical facility (ASF) —a distinct entity that operates for the
primary purpose of furnishing same-day outpatient surgical services to patients.
An ASF may be either an independent entity (for example, not a part of a provider
of services or any other facility) or operated by another medical entity (such as
under the common ownership, licensure, or control of an entity). An ASF is
subject to this regulation regardless of whether it is licensed by a Federal, state,
municipal, or local government or regardless of whether it is accredited by a
recognized accreditation organization. If an adverse event meets the criteria for
reporting, the ASF must report that event regardless of the nature or location of
the medical service provided by the ASF.

Become aware — an employee of the entity required to report has acquired
information reasonably suggesting a reportable adverse event has occurred in the
following situations:

(a) Device user facilities are considered to have “become aware” when
medical personnel as defined under the term “medical personnel” who are
employed by or otherwise formally affiliated with the facility acquire such
information about a reportable event;

(b) Manufacturers are considered to have become aware of an event when:
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(©)

(1)  Any employee becomes aware of a reportable event that is required
to be reported within thirty (30) days or that is required; or to be
reported within five (5) days under a written request; and

(2)  Any employee, who is a person with management or supervisory
responsibilities over persons with regulatory, scientific, or
technical responsibilities, or a person whose duties relate to the
collection and reporting of adverse events, becomes aware that a
reportable MDR event or events, from any information, including
any trend analysis, necessitate remedial action to prevent an
unreasonable risk of substantial harm to the public health; and

Importers are considered to have become aware of an event when any
employee becomes aware of a reportable event.

Caused or contributed — a death or serious injury was or may have been
attributed to a medical device, or that a medical device was or may have been a
factor in a death or serious injury, including events occurring as a result of:

(a)
(b)
(©)
(d)
(©)
®

Failure;

Malfunction;

Improper or inadequate design;
Manufacture;

Labeling; or

User error.

Device family - a group of one (1) or more devices manufactured by or for the
same manufacturer and having the same:

(a)

(b)
(c)
(d)

Basic design and performance characteristics related to device safety and
effectiveness;

Intended use and function;

Device classification and product code; and

Devices that differ only in minor ways not related to safety or
effectiveness can be considered to be in the same device family. Factors

such as brand name and common name of the device and whether the
devices were introduced into commercial distribution under 21 U.S.C.
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§ 351(k) or premarket approval application (PMA), may be considered in
grouping products into device families.

Device user facility — a hospital, ambulatory surgical facility, nursing home,
outpatient diagnostic facility, or outpatient treatment facility which is not a
“physician's office.” School nurse offices and employee health units are not
device user facilities.

Distributor — means any person (other than the manufacturer or importer) who
furthers the marketing of a device from the original place of manufacture to the
person who makes final delivery or sale to the ultimate user, but who does not
repackage or otherwise change the container, wrapper, or labeling of the device or
device package. One who repackages or otherwise changes the container,
wrapper, or labeling is a manufacturer under this definition.

Expected life of a device —means the time that a device is expected to remain
functional after it is placed into use. Certain implanted devices have specified
“end of life” (EOL) dates. Other devices are not labeled as to their respective
EOL, but are expected to remain operational through maintenance, repair, and
upgrades for an estimated period of time.

Five (5§)-day report — a medical device report that must be submitted by a
manufacturer within five (5) business days.

Hospital — a distinct entity that operates for the primary purpose of providing
diagnostic, therapeutic (medical, occupational, speech, physical), surgical, and
other patient services for specific and general medical conditions. Hospitals
include general, chronic disease, rehabilitative, psychiatric, and other special-
purpose facilities. A hospital may be either independent (that is, not a part of a
provider of services or any other facility) or may be operated by another medical
entity (such as under the common ownership, licensure, or control of another
entity). A hospital is covered by this regulation regardless of whether it is licensed
by the District and regardless of whether it is accredited by a recognized
accreditation organization. If an adverse event meets the criteria for reporting, the
hospital must report that event regardless of the nature or location of the medical
service provided by the hospital.

Importer — any person who imports a device into the District of Columbia and
who furthers the marketing of a device from the original place of manufacture to
the person who makes final delivery or sale to the ultimate user, but who does not
repackage or otherwise change the container, wrapper, or labeling of the device or
device package.

Malfunction — the failure of a device to meet its performance specifications or
otherwise perform as intended. Performance specifications include all claims
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made in the labeling for the device. The intended performance of a device refers
to the intended use for which the device is labeled or marketed.

Manufacturer — any person who manufactures, prepares, propagates,
compounds, assembles, or processes a device by chemical, physical, biological, or
other procedure. The term includes any person who:

(a)

(b)

©

(d

Repackages or otherwise changes the container, wrapper, or labeling of a
device in furtherance of the distribution of the device from the original
place of manufacture;

Initiates specifications for devices that are manufactured by a second party
for subsequent distribution by the person initiating the specifications;

Manufactures components or accessories which are devices that are ready

to be used and are intended to be commercially distributed and intended to
be used as is, or are processed by a licensed practitioner or other qualified

person to meet the needs of a particular patient; or

Is the U.S. agent of a foreign manufacturer.

MDR — medical device report.

MDR reportable event (or reportable event) — an event about which user
facilities:

(a)

(b)

Become aware of information that reasonably suggests that a device has or
may have caused or contributed to a death or serious injury; or

An event about which manufacturers or importers have received or
become aware of information that reasonably suggests that one (1) of their
marketed devices:

(1) May have caused or contributed to a death or serious injury; or
2) Has malfunctioned and that the device or a similar device marketed

by the manufacturer or importer would be likely to cause a death or
serious injury if the malfunction were to recur.

Medical personnel — an individual who:

(2)

(b)

Is licensed, registered, or certified by a State, territory, or other governing
body to administer health care;

Has received a diploma or a degree in a professional or scientific
discipline;
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(©) Is an employee responsible for receiving medical complaints or adverse
event reports; or

(d)  Isa supervisor of such persons.

Nursing home — an independent entity (that is, not a part of a provider of services
or any other facility) or one operated by another medical entity (such as under the
common ownership, licensure, or control of an entity) that operates for the
primary purpose of providing:

(a) Skilled nursing care and related services for persons who require medical
or nursing care;

(b) Hospice care to the terminally ill; or
(©) Services for the rehabilitation of the injured, disabled, or sick.

A nursing home is subject to this regulation regardless of whether it is licensed by
a Federal, State, municipal, or local government or whether it is accredited by a
recognized accreditation organization. If an adverse event meets the criteria for
reporting, the nursing home must report that event regardless of the nature or
location of the medical service provided by the nursing home.

Outpatient diagnostic facility — a distinct entity that:

(a) Operates for the primary purpose of conducting medical diagnostic tests
on patients;

(b) Does not assume ongoing responsibility for patient care; and
(©) Provides its services for use by other medical personnel.

(d) Examples include diagnostic radiography, mammography,
ultrasonography, electrocardiography, magnetic resonance imaging,
computerized axial tomography, and in-vitro testing. An outpatient
diagnostic facility may be either independent (that is, not a part of a
provider of services or any other facility) or operated by another medical
entity (such as under the common ownership, licensure, or control of an
entity). An outpatient diagnostic facility is covered by this regulation
regardless of whether it is licensed by a Federal, State, municipal, or local
government or whether it is accredited by a recognized accreditation
organization. If an adverse event meets the criteria for reporting, the
outpatient diagnostic facility must report that event regardless of the
nature or location of the medical service provided by the outpatient
diagnostic facility.
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Outpatient treatment facility — a distinct entity that operates for the primary
purpose of providing nonsurgical therapeutic (medical, occupational, or physical)
care on an outpatient basis or home health care setting.

(@)

(b)

Outpatient treatment facilities include ambulance providers, rescue
services, and home health care groups. Examples of services provided by
outpatient treatment facilities include:

(D) Cardiac defibrillation;

2) Chemotherapy;

3) Radiotherapy;

4) Pain control;

(5) Dialysis;

(6) Speech or physical therapy; and
@) Treatment for substance abuse;

An outpatient treatment facility may be either independent (that is, not a
part of a provider of services or any other facility) or operated by another
medical entity (such as under the common ownership, licensure, or control
of an entity). An outpatient treatment facility is covered by this regulation
regardless of whether it is licensed by a Federal, state, municipal, or local
government or whether it is accredited by a recognized accreditation
organization. If an adverse event meets the criteria for reporting, the
outpatient treatment facility must report that event regardless of the nature
or location of the medical service provided by the outpatient treatment
facility.

Patient of the facility — any individual who is being diagnosed or treated, or
receiving medical care at or under the control or authority of the facility. For the
purposes of this chapter, the definition encompasses employees of the facility or
individuals affiliated with the facility, who in the course of their duties suffer a
device-related death or serious injury that has or may have been caused or
contributed to by a device used at the facility.

Physician's office — a facility that operates as the office of a physician or other
health care professional (such as, dentist, chiropractor, optometrist, nurse
practitioner, school nurse offices, school clinics, employee health clinics, or free-
standing care units) for the primary purpose of examination, evaluation, and
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treatment or referral of patients. A physician's office may be independent, a group
practice, or part of a Health Maintenance Organization.

Permanent — impairment or damage to a body structure or function, excluding
trivial impairment or damage.

Remedial action — any action other than routine maintenance or servicing of a
device where such action is necessary to prevent recurrence of a reportable event.

Serious injury — an injury or illness that:
(a) Is life-threatening;

(b) Results in permanent impairment of a body function or permanent damage
to body structure; or

(c) Necessitates medical or surgical intervention to preclude permanent
impairment of a body function or permanent damage to a body structure.

Shelf life — as required on the manufacturer's baseline report, means the
maximum time a device will remain functional from the date of manufacture until
it is used in patient care. Some devices have an expiration date on their labeling
indicating the maximum time they can be stored before losing their ability to
perform their intended function.

Chapter 105 (Establishment Registration and Device Listing for Manufacturer and
Initial Importers of Devices) is added to read as follows:

10500

10500.1

CHAPTER 105 ESTABLISHMENT REGISTRATION AND
DEVICE LISTING FOR MANUFACTURER AND
INITIAL IMPORTERS OF DEVICES

WHO MUST REGISTER AND SUBMIT A DEVICE LIST

An owner or operator of an establishment not exempt under Section 510(g) of the
Act or § 10512 of this chapter who is engaged in the manufacture, preparation,
propagation, compounding, assembly, or processing of a device intended for
human use shall register and submit listing information for those devices in
commercial distribution, except that registration and listing information may be
submitted by the parent, subsidiary, or affiliate company for all the domestic or
foreign establishments under the control of one (1) of these organizations when
operations are conducted at more than one (1) establishment and there exists joint
ownership and control among all the establishments. The term “device" includes
all in vitro diagnostic products and in vitro diagnostic biological products not
subject to licensing under the Public Health Service Act, 42 U.S.C. § 262.
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10500.2

10500.3

10500.4

10500.5

An owner or operator of an establishment located in the District shall register its
name, place of business, and all establishments, and list the devices whether or
not the output of the establishments or any particular device so listed enters
interstate commerce. The registration and listing requirements shall pertain to any
person who:

(@) Initiates or develops specifications for a device that is to be manufactured
by a second party for commercial distribution by the person initiating
specifications;

(b) Manufactures for commercial distribution a device either for itself or for
another person. However, a person who only manufactures devices
according to another person's specifications, for commercial distribution
by the person initiating specifications, is not required to list those devices;

(c) Repackages or re-labels a device;
(d) Acts as an initial importer; or

(e) Manufactures components or accessories which are ready to be used for
any intended health-related purpose and are packaged or labeled for
commercial distribution for such health-related purpose (for example,
blood filters, hemodialysis tubing) or devices which of necessity must be
further processed by a licensed practitioner or other qualified person to
meet the needs of a particular patient (such as, a manufacturer of
ophthalmic lens blanks).

Registration or listing does not constitute an admission or agreement or
determination that a product is a device within the meaning of Section 201(h) of
the Act.

Registration and listing requirements shall not pertain to any person who:

(a) Manufacturers devices for another party who both initiated the
specifications and commercially distributes the device;

(b) Sterilizes devices on a contract basis for other registered facilities who
commercially distributes the devices; or

(c) Acts as a wholesale distributor and who does not manufacture, repackage,
process, or re-label a device.

Owners and operators of establishments or persons engaged in the recovery,
screening, testing, processing, storage, or distribution of human cells, tissues, and
cellular and tissue-based products that are regulated under the Federal Food,
Drug, and Cosmetic Act must register and list those human cells, tissues, and
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10501

10501.1

10501.2

10502

10502.1

cellular and tissue-based products following the procedures set out in this chapter,
instead of the procedures for registration and listing contained in this section,
except that the additional listing information requirements in § 10506 remain
applicable.

TIME FOR ESTABLISHMENT REGISTRATION AND DEVICE LISTING

An owner or operator of an establishment who has not previously entered into an
operation shall register within thirty (30) days after entering into such an
operation and submit device listing information at that time. An owner or operator
of an establishment shall update its registration information annually within thirty
(30) days after receiving registration forms. The Department of Health shall mail
forms to the owners or operators of registered establishments according to a
schedule based on the first letter of the name of the owner or operator. The
schedule is as follows:

First letter of owner or operator name ”Date DOH will mail forms ]

| A,B,C,D,E | March

| |

[ F,G,H,LJ,K,L,M | June |

L | |

| N,O,P,Q,R | August |

| | |
SST,UV,W,X,Y,Z “ November ]

Owners or operators of all registered establishments shall update their device
listing information every June and December or, at their discretion, at the time the
change occurs.

HOW AND WHERE TO REGISTER ESTABLISHMENTS AND LIST
DEVICES

The first registration of a device establishment shall be on Form FDA-2891
(Initial Registration of Device Establishment) or a similar form supplied by the
Department. Subsequent annual registration shall be accomplished on Form
FDA-2891a (Annual Registration of Device Establishment), furnished by the
FDA, or a similar form furnished by the Department to establishments whose
registration for that year was validated under § 10507.1. The forms shall be
mailed to the owner or operators of all establishments via the official
correspondent in accordance with the schedule as described in § 10501.1. The
completed form shall be mailed no later than thirty (30) days after receipt from
DOH.
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10502.2

10502.3

10503

10503.1

10503.2

10503.3

10503.4

The initial listing of devices and subsequent June and December updates shall be
on form FDA-2892 (Medical Device Listing) or similar form furnished by the
Department. A separate form FDA-2892 or similar Department form shall be
submitted for each device or device class listed with the Department. Devices
having variations in physical characteristics such as size, packaging, shape, color,
or composition should be considered to be one (1) device; provided, the variation
does not change the function or intended use of the device.

The listing obligations of the initial importer are satisfied as follows:

(a) The initial importer is not required to submit a form FDA-2892 or its
Department equivalent for those devices for which such initial importer
did not initiate or develop the specifications for the device or repackage or
re-label the device. However, the initial importer shall submit, for each
device, the name and address of the manufacturer. Initial importers shall
also be prepared to submit, when the Department requests, the proprietary
name, if any, and the common or usual name of each device for which
they are the initial importers; and

(b)  The initial importer shall update the information at the intervals specified
in § 10505.

INFORMATION REQUIRED OR REQUESTED FOR ESTABLISHMENT
REGISTRATION AND DEVICE LISTING

Form FDA-2891 and Form FDA-2891a or their Department equivalents are the
approved forms for initially providing the information required by the Act and for
providing annual registration, respectively. The required information includes the
name and street address of the device establishment, including zip code, all trade
names that the establishment uses, and the business trading name of the owner or
operator of such establishment.

The owner or operator shall identify the device activities of the establishment
such as manufacturing, repackaging, or distributing devices.

Each owner or operator is required to maintain a listing of all officers, directors,
and partners for each establishment the owner or operator registers and to furnish
this information to the Department upon request.

Each owner or operator shall provide the name of an official correspondent who
will serve as a point of contact between the Department and the establishment for
matters relating to the registration of device establishments and the listing of
device products. All correspondence relating to registration, including requests for
the names of partners, officers, and directors, will be directed to the official
correspondent. In the event no person is designated by the owner or operator, the
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10503.5

10503.6

owner or operator of the establishment shall be the official correspondent.

The designation of an official correspondent does not in any manner affect the
liability of the owner or operator of the establishment or any other individual
under 21 U.S.C. §§ 331(p) or any other provision of the Act.

Form FDA-2892 or its Department equivalent is the approved form for providing
the device listing information required by the Act. This required information
includes the following:

(a)

(b)

(©)

(d)

(e)

®

€9)

The identification by classification name and number, proprietary name,
and common or usual name of each device being manufactured, prepared,
propagated, compounded, or processed for commercial distribution that
has not been included in any list of devices previously submitted on form
FDA-2892 or its Department equivalent;

The Code of Federal Regulations citation for any applicable standard for
the device under 21 U.S.C. § 360d or 42 U.S.C. §§ 263f;

The Code of Federal Regulations or DOH citation for any applicable
standard for the device under 21 U.S.C. §§ 360d or 42 U.S.C. §§ 263f;

The assigned FDA number or DOH number of the approved application
for each device listed that is subject to 21 U.S.C. §§ 355 or 360e;

The name, registration number, and establishment type of every domestic
or foreign device establishment under joint ownership and control of the
owner or operator at which the device is manufactured, repackaged, or
relabeled;

Whether the device, as labeled, is intended for distribution to and use by
the general public;

Other general information requested on form FDA-2892 or its Department
equivalent, such as:

1) If the submission refers to a previously listed device, as in the case
of an update, the document number from the initial listing
document for the device;

) The reason for submission;

3) The date on which the reason for submission occurred;
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10504

10504.1

10505

10505.1

10505.2

4) The date that the form FDA-2892 or its Department equivalent,
was completed; and

5) The owner's or operator's name and identification number; and

(h) Labeling or other descriptive information (for example, specification
sheets or catalogs) adequate to describe the intended use of a device when
the owner or operator is unable to find an appropriate Department
classification name for the device.

AMENDMENTS TO ESTABLISHMENT REGISTRATION

Changes in individual ownership, corporate or partnership structure, or location of
an operation shall be submitted on Form FDA-2891a or its Department equivalent
at the time of annual registration, or by letter if the changes occur at other times.
This information shall be submitted within thirty (30) days of such changes.
Changes in the names of officers or directors of the corporation(s) shall be filed
with the establishment's official correspondent and shall be provided to the
Department upon receipt of a written request for this information.

UPDATING DEVICE LISTING INFORMATION

Form FDA-2892 or its Department equivalent shall be used to update device
listing information. The preprinted original document number of each form FDA-
2892 or its Department equivalent on which the device was initially listed shall
appear on the form subsequently used to update the listing information for the
device and on any correspondence related to the device.

An owner or operator shall update the device listing information during each June
and December or, at its discretion, at the time the change occurs. Conditions that
require updating and information to be submitted for each of these updates are as
follows:

(a) If an owner or operator introduces into commercial distribution a device
identified with a classification name not currently listed by the owner or
operator, then the owner or operator must submit form FDA-2892 or its
Department equivalent containing all the information required by
§ 10503.6;

(b) If an owner or operator discontinues commercial distribution of all devices
in the same device class (for example, with the same classification name),
the owner or operator must submit a form containing the original
document number on which the device class was initially listed, the reason
for submission, the date of discontinuance, the owner or operator's name
and identification number, the classification name and number, the
proprietary name, and the common or usual name of the discontinued
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(©)

(d)

(e)

®

device.

If commercial distribution of a discontinued device identified on a form
filed under this section is resumed, the owner or operator must submit a
notice of resumption containing:

(1) The original document number of the form initially used to list that
device class;

) The reason for submission;
3) The date of resumption; and
4) All other information required.

If one (1) or more classification names for a previously listed device with
multiple classification names has been added or deleted, the owner or
operator must supply the original document number on which the device
was initially listed and a supplemental sheet identifying the names of any
new or deleted classification names.

Other changes to information will be updated as follows:

(D Whenever a change occurs only in the owner or operator name or
number (for example, whenever one company's device line is
purchased by another owner or operator) it will not be necessary to
supply a separate form for each device. In such cases, the new
owner or operator must submit a letter informing the Department
of the original document number on which device was initially
listed for those devices affected by the change in ownership;

2) The owner or operator must also submit update information
whenever establishment registration numbers, establishment
names, or activities are added to or deleted. The owner or operator
must supply the original document number on which the device
was initially listed, the reason for submission, and all other
information required.

Updating is not required if the above information has not changed since
the previously submitted list. Also, updating is not required if changes
occur in proprietary names, in common or usual names, or to supplemental
lists of unclassified components or accessories.

10506 ADDITIONAL LISTING INFORMATION

83
010333



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

10506.1

10506.2

10506.3

10506.4

10506.5

Each owner or operator shall maintain a historical file containing the labeling and
advertisements in use on the date of initial listing, and in use after October 10,
1978, but before the date of initial listing, as follows:

(a) For each device subject to 21 U.S.C. §§ 360d or 360e of the act that is not
a restricted device, a copy of all labeling for the device;

(b) For each restricted device, a copy of all labeling and advertisements for
the device; and

(©) For each device that is neither restricted nor subject to 21 U.S.C. §§ 360d
or 360e of the act, a copy of all labels, package inserts, and a
representative sampling of any other labeling.

In addition to the requirements set forth in this section, each owner or operator
shall maintain in the historical file any labeling or advertisements in which a
material change has been made any time after initial listing.

Each owner or operator may discard labeling and advertisements from the
historical file three (3) years after the date of the last shipment of a discontinued
device by an owner or operator.

Location of the file:

(a) Currently existing systems for maintenance of labeling and advertising
may be used for the purpose of maintaining the historical file as long as
the information included in the systems fulfills the requirements of this
section, but only if the labeling and advertisements are retrievable in a
timely manner;

(b) The contents of the historical file may be physically located in more than
one (1) place in the establishment or in more than one (1) establishment
provided there exists joint ownership and control among all the
establishments maintaining the historical file. If no joint ownership and
control exists, the registered establishment must provide the Department
with a letter authorizing the establishment outside its control to maintain
the historical file; and

(c) A copy of the certification and disclosure statements as required by this
chapter shall be retained and physically located at the establishment
maintaining the historical file.

Each owner or operator shall be prepared to submit to the Department, only upon
specific request, the following information:

(a) For a device subject to 21 U.S.C. §§ 360d or 360e of the act, that is not a
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10507

10507.1

10507.2

10507.3

10508

10508.1

restricted device, a copy of all labeling for the device;

(b) For a device that is a restricted device, a copy of all labeling for the
device, a representative sampling of advertisements for the device, and for
good cause, a copy of all advertisements for a particular device. A request
for all advertisements will, where feasible, be accompanied by an
explanation of the basis for such request;

© For a device that is not a restricted device, the label and package insert for
the device and a representative sampling of any other labeling for the
device;

(d) For a particular device, a statement of the basis upon which the registrant
has determined the device is not a restricted device pursuant to 21 U.S.C.
§§ 360d or 360e;

(e) For a particular device, a statement of the basis for determining that the
product is a device rather than a drug; or

§3) For a device that the owner or operator has manufactured for distribution
under a label other than its own, the names of all distributors for whom it
has been manufactured.

NOTIFICATION OF REGISTRANT

The Department will provide to the official correspondent, at the address listed on
the form, a validated copy of Form FDA-2891 or Form FDA-2891a (whichever is
applicable) or their Department equivalent as evidence of registration. A
permanent registration number will be assigned to each device establishment
registered in accordance with these regulations.

Owners and operators of device establishments who also manufacture or process
blood or drug products at the same establishment shall also register with the
Department.

Although establishment registration and device listing are required to engage in
the device activities described in § 10500, validation of registration and the
assignment of a device listing number in itself does not establish that the holder of
the registration is legally qualified to deal in such devices and does not represent a
determination by the Department of Health as to the status of any device.

INSPECTION OF ESTABLISHMENT REGISTRATION AND DEVICE
LISTING

A copy of the forms FDA-2891 that the registrant files shall be available for
inspection at the Department. Upon request, verification of registration number
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or location of a registered establishment shall be provided.

The following information filed under the device listing requirements will be
available for public disclosure:

(a) Each form FDA-2892 or its Department equivalent submitted;
(b)  All labels submitted,

(©) All labeling submitted,;

(d) All advertisements submitted; and

(e) All data or information that has already become a matter of public
knowledge.

Requests for device listing information identified in § 10508.2 of this section shalil
be directed to the Department.

Requests for device listing information not identified in § 10508.2 shall be
submitted and handled as specified in these regulations.

MISBRANDING BY REFERENCE TO ESTABLISHMENT
REGISTRATION OR TO REGISTRATION NUMBER

Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its products. Any
representation that creates an impression of official approval because of
registration or possession of a registration number is misleading and constitutes
misbranding.

ESTABLISHMENT REGISTRATION AND DEVICE LISTING FOR U.S.

. AGENTS OF FOREIGN MANUFACTURERS OF DEVICES

Any establishment within any foreign country engaged in the manufacture,
preparation, propagation, compounding, or processing of a device that is imported
or offered for import into the United States shall register and list such devices in
conformance with the requirements in 21 C.F.R. § 807.20, ef seq., unless the
device enters a foreign trade zone and is re-exported from that foreign trade zone
without having entered U. S. commerce. The official correspondent for the
foreign establishment shall facilitate communication between the foreign
establishment's management and representatives of the Department of Health for
matters relating to the registration of device establishments and the listing of
device products.
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Each foreign establishment required to register under § 10510.1 of this section
shall submit the name, address, and phone number of its United States agent as
part of its initial and updated registration information in accordance with 21
C.F.R. § 807.20, ef seq. Each foreign establishment shall designate only one
United States agent and may designate the United States agent to act as its official
correspondent.

The United States agent shall reside or maintain a place of business in the United
States.

Upon request from the Department, the United States agent shall assist DOH in
communications with the foreign establishment, respond to questions concerning
the foreign establishment's products that are imported or offered for import into
the United States, and assist the Department in scheduling inspections of the
foreign establishment. If the agency is unable to contact the foreign establishment
directly or expeditiously, the Department may provide information or documents
to the United States agent, and such an action shall be considered to be equivalent
to providing the same information or documents to the foreign establishment.

The foreign establishment or the United States agent shall report changes in the
United States agent's name, address, or phone number to the Department within
ten (10) business days of the change.

No device may be imported or offered for import into the United States unless it
is the subject of a device listing as required under 21 C.F.R. § 807.20, et seq. and
is manufactured, prepared, propagated, compounded, or processed at a registered
foreign establishment; however, this restriction does not apply to devices
imported or offered for import under the investigational use provisions of this
chapter or to a component, part, or accessory of a device or other article of a
device imported under the Act. The establishment registration and device listing
information shall be in the English language.

EXEMPTIONS FOR DEVICE ESTABLISHMENTS

The following classes of persons are exempt from registration in accordance with
§ 10500 in accordance with the provisions of 21 U.S.C. § 360 (g)(1), (g)(2), and
g(3) because such registration is not necessary for the protection of the public
health. The exemptions are limited to those classes of persons located in the
District as defined in the Act:

(a) A manufacturer of raw materials or components to be used in the
manufacture or assembly of a device who would otherwise not be required

to register under the provisions of 21 C.F.R. § 807.65;

(b) A manufacturer of devices to be used solely for veterinary purposes;
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(©)

®

®

(h)

A manufacturer of general purpose articles such as chemical reagents or
laboratory equipment whose uses are generally known by persons trained
in their use and which are not labeled or promoted for medical uses;

Licensed practitioners, including physicians, dentists, and optometrists,
who manufacture or otherwise alter devices solely for use in their practice;

Pharmacies, surgical supply outlets, or other similar retail establishments
making final delivery or sale to the ultimate user. This exemption also
applies to a pharmacy or other similar retail establishment that purchases a
device for subsequent distribution under its own name (for example, a
properly labeled health aid such as an elastic bandage or crutch) indicating
"distributed by" or "manufactured for" followed by the name of the
pharmacy;

Persons who manufacture, prepare, propagate, compound, or process
devices solely for use in research, teaching, or analysis and do not
introduce such devices into commercial distribution;

Carriers by reason of their receipt, carriage, holding, or delivery of devices
in the usual course of business as carriers; or

Persons who dispense devices to the ultimate consumer or whose major
responsibility is to render a service necessary to provide the consumer (for
example, patient, physician, and layman) with a device or the benefits to
be derived from the use of a device; for example, a hearing aid dispenser,
optician, clinical laboratory, assembler of diagnostic X-ray systems, and
personnel from a hospital, clinic, dental laboratory, orthotic or prosthetic
retail facility, whose primary responsibility to the ultimate consumer is to
dispense or provide a service through the use of a previously
manufactured device.

WHEN A PREMARKET NOTIFICATION SUBMISSION IS REQUIRED

Except as provided otherwise, each person who is required to register his or her
establishment pursuant to § 10500 must submit a premarket notification
submission to the Department at least ninety (90) days before he proposes to
begin the introduction or delivery for introduction into interstate commerce for
commercial distribution of a device intended for human use which meets any of
the following criteria:

(@)

The device is being introduced into commercial distribution for the first
time; that is, the device is not of the same type as, or is not substantially
equivalent to:

) A device in commercial distribution before May 28, 1976, or;
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2) A device introduced for commercial distribution after May 28,
1976, that has subsequently been reclassified into class I or II.

(b) The device is being introduced into commercial distribution for the first
time by a person required to register, whether or not the device meets the
criteria in paragraph (a) of this subsection; or

(c) The device is one that the person currently has in commercial distribution
or is reintroducing into commercial distribution, but that is about to be
significantly changed or modified in design, components, method of
manufacture, or intended use. The following constitutes significant
changes or modifications that require a premarket notification:

(1) A change or modification in the device that could significantly
affect the safety or effectiveness of the device (such as, a
significant change or modification in design, material, chemical
composition, energy source, or manufacturing process); or

2) A major change or modification in the intended use of the device.

A premarket notification under 21 C.F.R. § 807.81 is not required for a device for
which a premarket approval application under Section 515 of the Act, or for
which a petition to reclassify under Section 513 of the Act, is pending before the
Department of Health.

The appropriate Department employee may determine that the submission and
grant of a written request for an exception or alternative satisfies the requirement
in § 10512.1(c).

In addition to complying with the requirements of this part, owners or operators of
device establishments that manufacture radiation-emitting electronic products, as
defined in the Act, shall comply with the reporting requirements of this chapter.

EXEMPTION FROM PREMARKET NOTIFICATION

A device is exempt from the premarket notification requirements of 21 C.F.R.

§ 807.85 if the device intended for introduction into commercial distribution is
not generally available in finished form for purchase and is not offered through
labeling or advertising by the manufacturer, importer, or distributor thereof for
commercial distribution, and the device meets one (1) of the following conditions:

(a) - Itisintended for use by a patient named in the order of the physician or
dentist (or other specially qualified person); or
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(b) Itisintended solely for use by a physician or dentist (or other specially
qualified person) and is not generally available to, or generally used by,
other physicians or dentists (or other specially qualified persons).

A distributor who places a device into commercial distribution for the time under
his own name and a re-packager who places his or her own name on a device and
does not change any other labeling or otherwise affect the device shall be exempt
from the premarket notification requirements of 21 C.F.R. § 807.85 if:

(a) The device was in commercial distribution before May 28, 1976; or
(b)  Another person filed the premarket notification on submission.

INFORMATION REQUIRED IN A PREMARKET MODIFICATION
SUBMISSION

Each premarket notification submission shall contain the following information:

(a) The device name, including both the trade or proprietary name and the
common or usual name or classification name of the device;

(b) The establishment registration number, if applicable, of the owner or
operator submitting the premarket notification submission;

(© The class in which the device has been put under 21 U.S.C. § 360c and, if
known, its appropriate panel; or, if the owner or operator determines that
the device has not been classified under such section, a statement of that
determination and the basis for the person's determination that the device
is not so classified;

(d)  Action taken by the person required to register to comply with the
requirements under 21 U.S.C. § 360d for performance standards;

(e) Proposed labels, labeling, and advertisements sufficient to describe the
device, its intended use, and the directions for its use. Where applicable,
photographs or engineering drawings should be supplied;

® A statement indicating the device is similar to or different from other
products of comparable type in commercial distribution, accompanied by
data to support the statement. This information may include an
identification of similar products, materials, design considerations, energy
expected to be used or delivered by the device, and a description of the
operational principles of the device;

(g)  Where a person required to register intends to introduce into commercial
distribution a device that has undergone a significant change or
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modification that could significantly affect the safety or effectiveness of
the device, or the device is to be marketed for a new or different indication
for use, the premarket notification submission must include appropriate
supporting data to show that the manufacturer has considered what
consequences and effects the change or modification or new use might
have on the safety and effectiveness of the device;

A 21 US.C. § 360(k) summary as described in § 10517 or a 21 U.S.C.
§ 360(k) statement as described in § 10518;

A financial certification or disclosure statement or both;

For submissions claiming substantial equivalence to a device which has
been classified into class III under the Act:

(D

)

Which was introduced or delivered for introduction into interstate
commerce for commercial distribution before December 1, 1990;
and

For which no final regulation requiring premarket approval has
been issued under 21 U.S.C. § 360e(b), a summary of the types of
safety and effectiveness problems associated with the type of
devices being compared and a citation to the information upon
which the summary is based (class III summary). The 21 U.S.C.

§ 360(k) submitter shall also certify that a reasonable search of all
information known or otherwise available about the class III
device and other similar legally marketed devices has been
conducted (class III certification), as described in § 10518. This
information does not refer to information that already has been
submitted to the Department under the Act. Department may
require the submission of the adverse safety and effectiveness data
described in the class III summary or citation;

A statement that the submitter believes, to the best of his or her
knowledge, that all data and information submitted in the premarket
notification is truthful and accurate and that no material fact has been
omitted; and

Any additional information regarding the device requested by the DOH
that is necessary for the Department to make a finding as to whether or not
the device is substantially equivalent to a device in commercial
distribution. A request for additional information will advise the owner or
operator that there is insufficient information contained in the original
premarket notification submission for the Department to make this
determination and that the owner or operator may either submit the
requested data or a new premarket notification containing the requested
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information at least ninety (90) days before the owner or operator intends
to market the device, or submit a premarket approval application in
accordance with21 U.S.C. § 360e. If the additional information is not
submitted within thirty (30) days following the date of the request, the
Department will consider the premarket notification to be withdrawn.

FORMAT OF A PREMARKET NOTIFICATION SUBMISSION

Each premarket notification submission pursuant to this chapter shall be
submitted in accordance with this section. Each submission shall:

(a)

(b)

Be addressed to the Department of Health, 899 North Capitol Street, NE,
Washington, DC 20002; and

Be in writing and sent to the addresses above if it is an inquiry regarding a
premarket notification submission.

The premarket notification submission shall be:

(2)
)

(c)

(d)

Bound into a volume or volumes, where necessary;

Submitted in duplicate on standard size paper, including the original and
two copies of the cover letter;

Submitted separately for each product the manufacturer intends to market;
and

Designated "21 U.S.C. § 360(k) Notification" in the cover letter.

CONTENT AND FORMAT OF A 21 U.S.C. § 360(k) SUMMARY

A 21 U.S.C. § 360(k) summary shall be in sufficient detail to provide an
understanding of the basis for a determination of substantial equivalence. The
Department will accept summaries as well as amendments thereto until such time
as the Department issues a determination of substantial equivalence. All 21
U.S.C. § 360(k) summaries shall contain the following information:

(2)

(b)

(©)

The submitter's name, address, telephone number, a contact person, and
the date the summary was prepared;

The name of the device, including the trade or proprietary name if
applicable, the common or usual name, and the classification name, if
known;

An identification of the legally marketed device to which the submitter
claims equivalence. A legally marketed device to which a new device may
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be compared for a determination regarding substantial equivalence is a
device that was legally marketed prior to May 28, 1976, or a device which
has been reclassified from class III to class II or I (the predicate), or a
device which has been found to be substantially equivalent through the 21
U.S.C. § 360(k) premarket notification process;

A description of the device that is the subject of the premarket notification
submission, such as might be found in the labeling or promotional material
for the device, including an explanation of how the device functions, the
scientific concepts that form the basis for the device, and the significant
physical and performance characteristics of the device, such as device
design, material used, and physical properties;

A statement of the intended use of the device that is the subject of the
premarket notification submission, including a general description of the
diseases or conditions that the device will diagnose, treat, prevent, cure, or
mitigate, including a description, where appropriate, of the patient
population for which the device is intended. If the indication statements
are different from those of the legally marketed device identified in
paragraph (c) in this subsection, the 21 U.S.C. § 360(k) summary shall
contain an explanation as to why the differences are not critical to the
intended therapeutic, diagnostic, prosthetic, or surgical use of the device,
and why the differences do not affect the safety and effectiveness of the
device when used as labeled; and

If the device has the same technological characteristics (for example,
design, material, chemical composition, and energy source) as the
predicate device identified in this section, a summary of the technological
characteristics of the new device in comparison to those of the predicate
device. If the device has different technological characteristics from the
predicate device, a summary of how the technological characteristics of
the device compare to a legally marketed device identified in this section.

21 U.S.C. § 360(k) summaries for those premarket submissions in which a
determination of substantial equivalence is also based on an assessment
performance data shall contain the following information:

(2

(b)

A brief discussion of the nonclinical tests submitted, referenced, or relied
on in the premarket notification submission for a determination of
substantial equivalence;

A brief discussion of the clinical tests submitted, referenced, or relied on
in the premarket notification submission for a determination of substantial
equivalence. This discussion shall include, where applicable, a description
of the subjects upon whom the device was tested, a discussion of the
safety or effectiveness data obtained from the testing, with specific
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reference to adverse effects and complications, and any other information
from the clinical testing relevant to a determination of substantial
equivalence; and

(c) The conclusions drawn from the nonclinical and clinical tests that
demonstrate that the device is as safe, as effective, and performs as well as
or better than the legally marketed device identified in § 10516.1(c) of this
section.

The summary should be in a separate section of the submission, beginning on a
new page and ending on a page not shared with any other section of the premarket
notification submission, and should be clearly identified as a "21 U.S.C. § 360(k)
summary."

The summary shall contain any other information that the Department reasonably
deems necessary.

CONTENT AND FORMAT OF A 21 U.S.C. § 360(k) STATEMENT

A 21 U.S.C. § 360(k) statement submitted as part of a premarket notification shall
state as follows:

“I certify that, in my capacity as (the position held in company by person required
to submit the premarket notification, preferably the official correspondent in the
firm), of (company name), I will make available all information included in this
premarket notification on safety and effectiveness within thirty (30) days of
request by any person if the device described in the premarket notification
submission is determined to be substantially equivalent. The information I agree
to make available will be a duplicate of the premarket notification submission,
including any adverse safety and effectiveness information, but excluding all
patient identifiers, and trade secret and confidential commercial information.”

The statement in § 10517.1 should be signed by the certifier, made on a separate
page of the premarket notification submission, and be clearly identified as the "21
U.S.C. § 360(k) statement."

If information is requested by the public regarding the premarket notification

§ 10517.1, the request shall be made in writing to the certifier, whose name will
be published by Department on the list of premarket notification submissions for
which substantial equivalence determinations have been made.

Information provided to requestors will be a duplicate of the premarket
notification submission, including any adverse information, but excluding all
patient identifiers, trade secrets and confidential commercial information as
defined in this chapter.
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FORMAT OF A CLASS III CERTIFICATION

A class III certification submitted as part of a premarket notification shall state as
follows:

“I certify, in my capacity as (position held in company), of (company name), that
I have conducted a reasonable search of all information known or otherwise
available about the types and causes of safety or effectiveness problems that have
been reported for the (type of device). I further certify that [ am aware of the types
of problems to which the (type of device) is susceptible and that, to the best of my
knowledge, the following summary of the types and causes of safety or
effectiveness problems about the (type of device) is complete and accurate.”

The statement in § 10518.1 should be signed by the certifier, clearly identified as
"class III certification," and included at the beginning of the section of the
premarket notification submission that sets forth the class [II summary.

CONFIDENTIALITY OF INFORMATION

The Department will disclose publicly whether there exists a premarket
notification submission under this part:

(a) Where the device is on the market (such as, introduced or delivered for
introduction into interstate commerce for commercial distribution);

(b) Where the person submitting the premarket notification submission
discloses, through advertising or any other manner, his or her intent to
market the device to scientists, market analysts, exporters, or other
individuals who are not employees of, or paid consultants to, the
establishment and who are not in an advertising or law firm pursuant to
commercial arrangements with appropriate safeguards for secrecy; or

() Where the device is not on the market and the intent to market the device
has not been so disclosed, except where the submission is subject to an
exception under this section.

‘The Department will not disclose publicly the existence of a premarket

notification submission for a device that is not on the market and where the intent
to market the device has not been disclosed for ninety (90) days from the date of
receipt of the submission, if:

(a) The person submitting the premarket notification submission requests in
the submission that the Department holds as confidential commercial
information the intent to market the device, and submits a written
certification to the Department:
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(1) That the person considers his intent to market the device to be
confidential commercial information;

2) That neither the person nor, to the best of his or her knowledge,
anyone else, has disclosed through advertising or any other
manner, his intent to market the device to scientists, market
analysts, exporters, or other individuals, except employees of, or
paid consultants to, the establishment or individuals in an
advertising or law firm pursuant to commercial arrangements with
appropriate safeguards for secrecy;

3) That the person will immediately notify the Department if he or
she discloses the intent to market the device to anyone, except
employees of, or paid consultants to, the establishment or
individuals in an advertising or law firm pursuant to commercial
arrangements with appropriate safeguards for secrecy;

€)) That the person has taken precautions to protect the confidentiality
of the intent to market the device; and

®) That the person understands that the submission to the government
of false information is prohibited; and

(b) The Department agrees that the intent to market the device is confidential
commercial information

Where the Department determines that the person has complied with the
procedures described in § 10519.2 with respect to a device that is not on the
market and where the intent to market the device has not been disclosed, and the
Department agrees that the intent to market the device is confidential commercial
information, the Department will not disclose the existence of the submission for
ninety (90) days from the date of its receipt by the agency. In addition, the
Department will continue not to disclose the existence of such a submission for
the device for an additional time when any of the following occurs:

(a) The Department requests in writing additional information regarding the
device pursuant to § 10514(h), in which case the Department will not
disclose the existence of the submission until ninety (90) days after
Department’s receipt of a complete premarket notification submission; or

(b) The Department determines that the device intended to be introduced is a
class III device and cannot be marketed without premarket approval or
reclassification, in which case the Department will not disclose the
existence of the submission unless a petition for reclassification is
submitted under the Act and its existence can be disclosed under this
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chapter.

The Department will make a 21 U.S.C. § 360(k) summary of the safety and
effectiveness data available to the public within thirty (30) days of the issuance of
a determination that the device is substantially equivalent to another device.
Accordingly, even when a 21 U.S.C. § 360(k) submitter has complied with the
conditions set forth in § 10519.2 and 10519.3, confidentiality for a premarket
notification submission cannot be granted beyond thirty (30) days after the
Department issues a determination of equivalency.

Data or information submitted with, or incorporated by reference in, a premarket
notification submission (other than safety and effectiveness data that have not
been disclosed to the public) shall be available for disclosure by the Department
when the intent to market the device is no longer confidential in accordance with
this section, unless exempt from public disclosure. Upon final classification, data
and information relating to safety and effectiveness of a device classified in class
I (general controls) or class II (performance standards) shall be available for
public disclosure. Data and information relating to safety and effectiveness of a
device classified in class III (premarket approval) that have not been released to
the public shall be retained as confidential unless such data and information
become available for release to the public.

The Department may not disclose, or use as the basis for reclassification of a
device from class III to class II, any information reported to or otherwise obtained
by the Department that falls within the exemption described for trade secrets and
confidential commercial information. The exemption does not apply to data or
information contained in a petition for reclassification submitted that has been
determined to contain no deficiencies that prevent the Department from making a
decision on it. Accordingly, all data and information contained in such petitions
may be disclosed by the Department and used as the basis for reclassification of a
device from class 111 to class II.

For purposes of this section, safety and effectiveness data include data and results
derived from all studies and tests of a device on animals and humans and from all
studies and tests of the device itself intended to establish or determine its safety
and effectiveness.

MISBRANDING BY REFERENCE TO PREMARKET NOTIFICATION

Submission of a premarket notification in accordance with this subsection, and a
subsequent determination by the Department that the device intended for
introduction into commercial distribution is substantially equivalent to a device in
commercial distribution before May 28, 1976, or is substantially equivalent to a
device introduced into commercial distribution after May 28, 1976, that has
subsequently been reclassified into class I or II, does not in any way denote
official approval of the device. Any representation that creates an impression of
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official approval of a device because of complying with the premarket notification
regulations is misleading and constitutes misbranding.

DEPARTMENT OF HEALTH ACTION ON A PREMARKET
NOTIFICATION

After review of a premarket notification, the Department will:

(a) Issue an order declaring the device to be substantially equivalent to a
legally marketed predicate device;

(b) Issue an order declaring the device to be not substantially equivalent to
any legally marketed predicate device;

(c) Request additional information;

(d) Withhold the decision until a certification or disclosure statement is
submitted to the Department; or

(e) Adpvise the applicant that the premarket notification is not required. Until
the applicant receives an order declaring a device substantially equivalent,
the applicant may not proceed to market the device.

The Department will determine that a device is substantially equivalent to a
predicate device using the following criteria:

(a) The device has the same intended use as the predicate device; and
(b) The device:

(D Has the same technological characteristics as the predicate device;
or

2) The device:

(A)  Has different technological characteristics, such as a
significant change in the materials, design, energy source,
or other features of the device from those of the predicate
device;

(B)  The data submitted establishes that the device is
substantially equivalent to the predicate device and
contains information, including clinical data if deemed
necessary by the DOH, that demonstrates that the device is
as safe and as effective as a legally marketed device; and
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(C)  Does not raise different questions of safety and
effectiveness than the predicate device; and

3) The predicate device has not been removed from the market at the
initiative of the DOH or has not been determined to be misbranded
or adulterated by a judicial order.

DEFINITIONS
As used in this chapter, the following terms shall have the meanings ascribed:

21 U.S.C. § 360(k) summary — a summary of any information respecting safety
and effectiveness. A summary of the safety and effectiveness information
contained in a premarket notification submission upon which a determination of
substantial equivalence can be based. Safety and effectiveness information refers
to safety and effectiveness data and information supporting a finding of
substantial equivalence, including all adverse safety and effectiveness
information.

21 U.S.C. § 360(k) statement — a statement asserting that all information in a
premarket notification submission regarding safety and effectiveness will be made
available within thirty (30) days of a request by any person if the device described
in the premarket notification submission is determined to be substantially
equivalent. The information to be made available will be a duplicate of the
premarket notification submission, including any adverse safety and effectiveness
information, but excluding all patient identifiers, and trade secret or confidential
commercial information.

Act — the Federal Food, Drug, and Cosmetic Act, approved June 25, 1938, 21
U.S.C. § 301, et seq.

Class III certification — a certification that the submitter as described in 21
U.S.C. § 360(k) has conducted a reasonable search of all known information
about the class III device and other similar, legally marketed devices.

Class III summary—a summary of the types of safety and effectiveness problems
associated with the type of device being compared and a citation to the
information upon which the summary is based. The summary must be
comprehensive and describe the problems to which the type of device is
susceptible and the causes of such problems.

Classification — the term used by the Department and its classification panels to
describe a device or class of devices for purposes of classifying devices.

Commercial distribution — any distribution of a device intended for human use
which is held or offered for sale but does not include the following:
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(a)

(b)

(©)

Internal or interplant transfer of a device between establishments within
the same parent, subsidiary, or affiliate company;

Any distribution of a device intended for human use which has in effect an
approved exemption for investigational use under 21 U.S.C. § 360j; or

Any distribution of a device that was not introduced or delivered for
introduction into interstate commerce for commercial distribution before
May 28, 1976, and that is classified into class III under 21 U.S.C. § 360c;
provided that the device is intended solely for investigational use and is
not required to have an approved premarket approval application.

Establishment — a place of business under one (1) management at one (1) general
physical location at which a device is manufactured, assembled, or otherwise
processed.

Initial importer — any importer who furthers the marketing of a device from a
foreign manufacturer to the person who makes the final delivery or sale of the
device to the ultimate consumer or user, but does not repackage, or otherwise
change the container, wrapper, or labeling of the device or device package.

Manufacture, preparation, propagation, compounding, assembly, or
processing of a device — the making by chemical, physical, biological, or other
procedures of any article that meets the definition of device in 21 U.S.C. § 321(h).
These terms include the following activities:

(a)

(b)
(©)

(d

Repackaging or otherwise changing the container, wrapper, or labeling of
any device package in furtherance of the distribution of the device from
the original place of manufacture to the person who makes final delivery
or sale to the ultimate consumer;

Initial importation of devices manufactured in foreign establishments;

Initiation of specifications for devices that are manufactured by a second
party for subsequent commercial distribution by the person initiating
specifications; or

Initiation of specifications for devices that are manufactured by a second
party for subsequent commercial distribution by the person initiating
specifications

Material changes — any change or modification in the labeling or advertisements
that affects the identity or safety and effectiveness of the device. These changes
may include, but are not limited to, changes in the common or usual or proprietary
name, declared ingredients or components, intended use, contraindications,
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warnings, or instructions for use. Changes that are not material may include
graphic layouts, grammar, or correction of typographical errors which do not
change the content of the labeling of, changes in lot number, and, for devices
where the biological activity or known composition differs with each lot
produced, the labeling containing the actual values for each lot.

Official correspondent — person designated by the owner or operator of an
establishment who is responsible for the following:

(a) The annual registration of the establishment;
(b) Contact with the Department of Health for device listing;

(©) Maintenance and submission of a current list of officers and directors to
the Department; ;

(d) The receipt of pertinent correspondence from the Department directed to
and involving the owner or operator or any of the firm’s establishments;
and

(e) The annual certification of medical device reports or forwarding the
certification form to the person designated by that the firm designates as
responsible for the certification.

Owner or operator — the corporation, subsidiary, affiliated company,
partnership, or proprietor directly responsible for the activities of the registering
establishment.

Representative sampling of advertisements — typical advertising material that
gives the promotional claims made for the device.

Restricted device — a device for which the Department, by regulation under

§ 10310 of this subtitle, or otherwise under 21 U.S.C. § 360j(e), has restricted
sale, distribution, or use only upon the written or oral authorization of a
practitioner licensed by law to administer or use the device or upon such other
conditions as the Department may prescribe.

U.S.-designated agent — the person, residing in the United States, designated and
authorized by the owner or operator of a foreign manufacturer who exports
devices into the United States and is responsible for:

(a) Submitting medical device reporting (MDR ) reports;

(b) Submitting annual certifications;

(c) Acting as the official correspondent;
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(d Submitting registration information;

(e) Submitting device listing information; and

® Submitting premarket notifications on behalf of the foreign manufacturer.
Wholesale distributor — any person (other than the manufacturer or the initial
importer) who distributes a device from the original place of manufacture to the

person who makes the final delivery or sale of the device to the ultimate consumer
Or user.

Chapter 106 (Premarket Approval of Medical Devices) is added to read as follows:

10600

10600.1

10600.2

10600.3

10601

CHAPTER 106 PREMARKET APPROVAL OF MEDICAL
DEVICES

SCOPE

This section provides procedures for the premarket approval of medical devices
intended for human use.

This section applies to any class III medical device, unless exempt under 21
U.S.C. § 360;, that:

(a) Was not on the market (introduced or delivered for introduction into
commerce for commercial distribution) before May 28, 1976, and is not
substantially equivalent to a device on the market before May 28, 1976, or
to a device first marketed on, or after that date, which has been classified
into class I or class II;

(b) Is required to have an approved premarket approval application (PMA) or
a declared completed product development protocol under a regulation
issued under 21 U.S.C. § 360e(b); or

(©) Was regulated by the Department as a new drug or antibiotic drug before
May 28, 1976, and therefore is governed by 21 U.S.C. § 360j(1).

This part amends the conditions to approval for any premarket approval (PMA)
approved before the effective date of this part. Any condition to approval for an
approved PMA that is inconsistent with this part is revoked. Any condition to
approval for an approved PMA that is consistent with this part remains in effect.

PURPOSE
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10601.1 The purpose of this part is to establish an efficient and thorough device review
process that will:

(a) Facilitate the approval of PMAs for devices that have been shown to be
safe and effective and that otherwise meet the statutory criteria for
approval; and

(b) Ensure the disapproval of PMAs for devices that have not been shown to
be safe and effective or that do not otherwise meet the statutory criteria for
approval. .

10602 CONFIDENTIALITY OF DATA AND INFORMATION IN A
PREMARKET APPROVAL APPLICATION (PMA) FILE

10602.1 A premarket approval application file (PMA file) includes all data and
information submitted with or incorporated by reference in the PMA, any
investigational device exemption (IDE) incorporated into the PMA, any PMA
supplement, any report under § 10616, any master file, or any other related
submission. Any record in the PMA file will be available for public disclosure in
accordance with the provisions of this section. The confidentiality of information
in a color additive petition submitted as part of a PMA is governed by § 10629.5.

10602.2 The existence of a PMA file may not be disclosed by the Department before an
approval order is issued to the applicant unless it was previously publicly
disclosed or acknowledged.

10602.3 If the existence of a PMA file has not been publicly disclosed or acknowledged,
data or information in the PMA file are not available for public disclosure.

10602.4 If the existence of a PMA file has been publicly disclosed or acknowledged
before an order approving, or an order denying approval of the PMA is issued,
data or information contained in the file are not available for public disclosure
before such order issues. DOH may, however, disclose a summary of portions of
the safety and effectiveness data before an approval order or an order denying
approval of the PMA issues if disclosure is relevant to public consideration of a
specific pending issue.

10602.5 Notwithstanding § 10602.4, the Department will make available to the public
upon request the information in the IDE that was required to be filed for
investigations involving an exception from informed consent in § 10602.6.
Persons wishing to request this information shall submit a request under the
Freedom of Information Act of 1976, effective March 25, 1977 (D.C. Law 1-96,
D.C. Official Code § 2-531, et seq. (2011 Repl. and 2012 Supp.)).

10602.6 The Institutional Research Board (IRB) responsible for the review, approval, and
continuing review of the clinical investigation described in this section may
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approve that investigation without requiring that informed consent of all research
subjects be obtained if the IRB (with the concurrence of a licensed physician who
is a member of or consultant to the IRB and who is not otherwise participating in
the clinical investigation) finds and documents each of the following:

(a) The human subjects are in a life-threatening situation, available treatments
are unproven or unsatisfactory, and the collection of valid scientific
evidence, which may include evidence obtained through randomized
placebo-controlled investigations, is necessary to determine the safety and
effectiveness of particular interventions;

(1N Obtaining informed consent is not feasible because:

(A)

(B)

©)

The subjects will not be able to give their informed consent
as a result of their medical condition;

The intervention under investigation must be administered
before consent from the subjects' legally authorized
representatives is feasible; and

There is no reasonable way to identify prospectively the
individuals likely to become eligible for participation in the
clinical investigation;

2 Participation in the research holds out the prospect of direct benefit
to the subjects because:

(A)

(B)

©

(D)

Subjects are facing a life-threatening situation that
necessitates intervention;

Appropriate animal and other preclinical studies have been
conducted, and the information derived from those studies
and related evidence support the potential for the
intervention to provide a direct benefit to the individual
subjects;

Risks associated with the investigation are reasonable in
relation to what is known about the medical condition of
the potential class of subjects, the risks and benefits of
standard therapy, if any, and what is known about the risks
and benefits of the proposed intervention or activity;

The clinical investigation could not practicably be carried
out without the waiver;
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The proposed investigational plan defines the length of the
potential therapeutic window based on scientific evidence,
and the investigator has committed to attempting to contact
a legally authorized representative for each subject within
that window of time and, if feasible, to asking the legally
authorized representative contacted for consent within that
window rather than proceeding without consent. The
investigator will summarize efforts made to contact legally
authorized representatives and make this information
available to the IRB at the time of continuing review; and

The IRB has reviewed and approved informed consent
procedures and an informed consent document consistent
with 21 C.F.R § 50.25. These procedures and the informed
consent document are to be used with subjects or their
legally authorized representatives in situations where use of
such procedures and documents is feasible. The IRB has
reviewed and approved procedures and information to be
used when providing an opportunity for a family member
to object to a subject's participation in the clinical
investigation consistent with paragraph (3)(E) of this
subsection; and

Additional protections of the rights and welfare of the subjects will
be provided, including, at least:

(A)

(B)

©)

®)

Consultation (including, where appropriate, consultation
carried out by the IRB) with representatives of the
communities in which the clinical investigation will be
conducted and from which the subjects will be drawn;

Public disclosure to the communities in which the clinical
investigation will be conducted and from which the
subjects will be drawn, prior to initiation of the clinical
investigation, of plans for the investigation and its risks and
expected benefits;

Public disclosure of sufficient information following
completion of the clinical investigation to apprise the
community and researchers of the study, including the
demographic characteristics of the research population, and
its results;

Establishment of an independent data monitoring
committee to exercise oversight of the clinical
investigation; and
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10602.7

10602.8

10602.9

10602.10

(E)  If obtaining informed consent is not feasible and a legally
authorized representative is not reasonably available, the
investigator has committed, if feasible, to attempting to
contact within the therapeutic window the subject's family
member who is not a legally authorized representative, and
asking whether he or she objects to the subject's
participation in the clinical investigation. The investigator
will summarize efforts made to contact family members
and make this information available to the IRB at the time
of continuing review.

The IRB is responsible for ensuring that procedures are in place to inform, at the
earliest feasible opportunity, each subject, or if the subject remains incapacitated,
a legally authorized representative of the subject, or if such a representative is not
reasonably available, a family member, of the subject's inclusion in the clinical
investigation, the details of the investigation and other information contained in
the informed consent document. The IRB shall also ensure that there is a
procedure to inform the subject, or if the subject remains incapacitated, a legally
authorized representative of the subject, or if such a representative is not
reasonably available, a family member, that he or she may discontinue the
subject's participation at any time without penalty or loss of benefits to which the
subject is otherwise entitled. If a legally authorized representative or family
member is told about the clinical investigation and the subject's condition
improves, the subject is also to be informed as soon as feasible. If a subject is
entered into a clinical investigation with waived consent and the subject dies
before a legally authorized representative or family member can be contacted,
information about the clinical investigation is to be provided to the subject's
legally authorized representative or family member, if feasible.

The IRB determinations required by § 10602.6 and the documentation required by
§ 10602.10 are to be retained by the IRB for at least three (3) years after
completion of the clinical investigation, and the records shall be accessible for
inspection and copying by the Department.

Protocols involving an exception to the informed consent requirement under this
section must be performed under a separate IND application or IDE that clearly
identifies such protocols as protocols that may include subjects who are unable to
consent. The submission of those protocols in a separate IND or IDE is required
even if an IND for the same drug product or an IDE for the same device already
exists. Applications for investigations under this section may not be submitted as
amendments.

If an IRB determines that it cannot approve a clinical investigation because the
investigation does not meet the criteria in the exception provided under § 10602.6
or because of other relevant ethical concerns, the IRB shall document its findings
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10602.11

10602.12

and provide these findings promptly in writing to the clinical investigator and to
the sponsor of the clinical investigation. The sponsor of the clinical investigation
must promptly disclose this information to the Department and to the sponsor's
clinical investigators who are participating or are asked to participate in this or a
substantially equivalent clinical investigation of the sponsor, and to other IRBs
that have been, or are, asked to review this or a substantially equivalent
investigation by that sponsor.

Upon issuance of an order approving, or an order denying approval of any PMA,
the Department will make available to the public the fact of the existence of the
PMA and a detailed summary of information submitted to the Department
respecting the safety and effectiveness of the device that is the subject of the PMA
and that is the basis for the order.

After the Department issues an order approving, or an order denying approval of
any PMA, the following data and information in the PMA file are immediately
made available for public disclosure:

(a) All safety and effectiveness data and information previously disclosed to
the public, as such disclosure is defined in 21 C.F.R. § 20.81;

(b) Any protocol for a test or study unless the protocol is shown to constitute
trade secret or confidential commercial or financial information under 21
C.F.R. §20.61;

(©) Any adverse reaction report, product experience report, consumer
complaint, and other similar data and information, after deletion of:

(1) Any information that constitutes trade secret or confidential
commercial or financial information under 21 C.F.R. § 20.61; and

2) Any personnel, medical, and similar information disclosure of
which would constitute a clearly unwarranted invasion of personal
privacy under 21 C.F.R. § 20.63; provided, however, that except
for the information that constitutes trade secret or confidential
commercial or financial information under 21 C.F.R. § 20.61,
DOH will disclose to a patient who requests a report all the
information in the report concerning that patient;

(d) A list of components previously disclosed to the public, as defined in 21
C.F.R. § 20.81;

(e) An assay method or other analytical method, unless it does not serve any
regulatory purpose and is shown to fall within the exemption in 21 C.F.R.
§ 20.61 for trade secrets or confidential commercial or financial
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10602.13

10602.14

information; and

® All correspondence and written summaries of oral discussions relating to
the PMA file.

All safety and effectiveness data and other information not previously disclosed to
the public are available for public disclosure if any one of the following events
occurs and the data and information do not constitute trade secret or confidential
commercial or financial information under 21 C.F.R. § 20.61:

(a) The PMA has been abandoned. The Department will consider a PMA
abandoned if:

) The applicant fails to respond to a request for additional
information within one hundred eighty (180) days after the date the
Department issues the request; or

(2) Other circumstances indicate that further work is not being
undertaken with respect to it, and

3) The applicant fails to communicate with the Department within
seven (7) days after the date on which the Department notifies the
applicant that the PMA appears to have been abandoned.

(b) An order denying approval of the PMA was issued and all legal appeals
have been exhausted;

(c) An order withdrawing approval of the PMA has issued, and all legal
appeals have been exhausted;

(d) The device has been reclassified;

(e) The device has been found to be substantially equivalent to a class I or
class II device; or

® The PMA is considered voluntarily withdrawn under § 10611 of this
chapter.

The following data and information in a PMA file are not available for public
disclosure unless they have been previously disclosed to the public, or they relate
to a device for which a PMA has been abandoned and they no longer represent a
trade secret or confidential commercial or financial information as defined in 21
CF.R. §20.61:
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10602.15

(a)

(b)

(c)

Manufacturing methods or processes, including quality control
procedures;

Production, sales, distribution, and similar data and information, except
that any compilation of such data and information aggregated and
prepared in a way that does not reveal data or information which are not
available for public disclosure under this provision is available for public
disclosure; or

Quantitative or semi-quantitative formulas.

The procedure for trade secrets and commercial or financial information which is
privileged or confidential shall be as follows:

(a)

(b)

(©)

d

(e)

A trade secret may consist of any commercially valuable plan, formula,
process, or device that is used for the making, preparing, compounding, or
processing of trade commodities and that can be said to be the end product
of either innovation or substantial effort. There must be a direct
relationship between the trade secret and the productive process;

Commercial or financial information that is privileged or confidential
means valuable data or information which is used in one's business and is
of a type customarily held in strict confidence or regarded as privileged
and not disclosed to any member of the public by the person to whom it
belongs;

Data and information submitted or divulged to the Department which falls
within the definitions of a trade secret or confidential commercial or

. financial information are not available for public disclosure;

A person who submits records to the Department may designate part or all
of the information in such records as exempt from disclosure under
exemption 4 of the Freedom of Information Act. The person may make
this designation either at the time the records are submitted to the
government or within a reasonable time thereafter. The designation must
be in writing. Where a legend is required by a request for proposals or
request for quotations, pursuant to 48 C.F.R. § 352.215-12, then that
legend is necessary for this purpose. Any such designation will expire ten
(10) years after the records are submitted to the Department;

The procedures in this paragraph apply to records on which the submitter
has designated information as provided in paragraph (d) of this subsection.
These procedures also apply to records that were submitted to the
Department when the agency has substantial reason to believe that
information in the records could reasonably be considered exempt under
exemption 4 of the Freedom of Information Act. Certain exceptions to
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these procedures are set forth in paragraph (f) of this subsection. In
addition:

(M

2

3)

“

e

When the Department receives a request for such records and
determines that disclosure may be required, the Department will
make reasonable efforts to notify the submitter about these facts.
The notice will include a copy of the request, and it will inform the
submitter about the procedures and time limits for submission and
consideration of objections to disclosure. If the Department must
notify a large number of submitters, notification may be done by
posting or publishing a notice in a place where the submitters are
reasonably likely to become aware of it;

The submitter has five (5) working days from receipt of the notice
to object to disclosure of any part of the records and to state all
bases for its objections;

The Department will give consideration to all bases that have been
stated in a timely manner by the submitter. If the Department
decides to disclose the records, the Department will notify the
submitter in writing. This notice will briefly explain why the
agency did not sustain the submitter's objections. The Department
will include with the notice a copy of the records about which the
submitter objected, as the agency proposes to disclose them. The
notice will state that the Department intends to disclose the records
five (5) working days after the submitter receives the notice unless
a court orders the agency not to release them;

If a requester files suit under the Freedom of Information Act to
obtain records covered by this paragraph, the Department will
promptly notify the submitter; and

Whenever the Department sends a notice to a submitter under
paragraph (e)(1) of this subsection, the Department will notify the
requester that the Department is giving the submitter a notice and
an opportunity to object. Whenever the DOH sends a notice to a
submitter under paragraph (e)(3) of this subsection, the
Department will notify the requester of this fact; and

The notice requirements in paragraph (e) of this subsection shall not apply
in the following situations:

(D
2

The Department decided not to disclose the records;

The information was published previously or made generally
available;
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10603

10603.1

10603.2

10603.3

10603.4

3) Disclosure is required by a regulation issued after notice and
opportunity for public comment that specifies narrow categories of
records that are to be disclosed under the Freedom of Information
Act. In this case, however, a submitter may still designate records
as described in paragraph (d) of this subsection, and in exceptional
cases, the Department may, at its discretion, follow the notice
procedures in paragraph (e) of this subsection;

4) The submitter did not designate the information requested as
exempt from disclosure when the submitter had an opportunity to
do so at the time of submission of the information or within a
reasonable time thereafter, unless the Department has substantial
reason to believe that disclosure of the information would result in
competitive harm; or

5) The designation appears to be frivolous, but in this case the
Department will still give the submitter the written notice required
by Subsection (e)(3) (although this notice need not explain the
Department’s decision or include a copy of the records), and the
Department will notify the requester as described in Subsection

(©)(5)-
RESEARCH CONDUCTED OUTSIDE OF THE UNITED STATES

A study conducted outside of the United States (U.S.) submitted in support of a
PMA and conducted under an IDE shall comply with 21 C.F.R. § 812. A study
conducted outside of the U.S. submitted in support of a PMA and not conducted
under an IDE shall comply with the provisions in § 10424, as applicable.

The Department will accept studies submitted in support of a PMA which have
been conducted outside of the U.S. and begun on or after November 19, 1986, if
the data are valid and the investigator conducted the studies in conformance with
the "Declaration of Helsinki" or the laws and regulations of the country in which
the research is conducted, whichever affords greater protection to the human
subjects. If the standards of the country are used, the applicant shall state in detail
any differences between those standards and the "Declaration of Helsinki" and
explain why they offer greater protection to the human subjects.

The Department will accept studies submitted in support of a PMA which have
been conducted outside of the United States and begun before November 19,
1986, if the Department is satisfied that the data is scientifically valid and that the
rights, safety, and welfare of human subjects have not been violated.

A PMA based solely on foreign clinical data and otherwise meeting the criteria
for approval under 21 C.F.R. § 812 may be approved if:
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10603.5

10604

10604.1

10605

10605.1

10606

10606.1

10606.2

(@ The foreign data are applicable to the U.S. population and U.S. medical
practice;

(b) The studies were performed by clinical investigators of recognized
competence; and

(c) The data may be considered valid without the need for an on-site
inspection by the Department or, if the Department considers such an
inspection to be necessary, the Department can validate the data through
an on-site inspection or other appropriate means.

Applicants are encouraged to meet with the Department officials in a "pre-
submission" meeting when approval based solely on foreign data will be sought.

SERVICE OF ORDERS

Orders issued under this subsection will be served in person by a designated
officer or employee of the Department on, or by registered mail to, the applicant
or the designated agent at the applicant's or designated agent's last known address
in the Department's records.

PRODUCT DEVELOPMENT PROTOCOL (PDP)

A class III device for which a product development protocol (PDP) has been
declared completed by the Department under this chapter will be considered to
have an approved PMA.

APPLICATION

The applicant or an authorized representative shall sign the PMA. If the applicant
does not reside or have a place of business within the United States, the PMA
shall be countersigned by an authorized representative residing or maintaining a
place of business in the United States and shall identify the representative's name
and address. ‘

Unless the applicant justifies an omission in accordance with § 10606.4, a PMA
shall include:

(a) The name and address of the applicant;

(b) A table of contents that specifies the volume and page number for each
item referred to in the table. A PMA shall include separate sections on
nonclinical laboratory studies and on clinical investigations involving
human subjects. A PMA shall be submitted in six (6) copies each bound in
one (1) or more numbered volumes of reasonable size. The applicant shall
include information that it believes to be a trade secret or confidential
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commercial or financial information in all copies of the PMA and identify
in at least one (1) copy the information that it believes to be trade secret or
confidential commercial or financial information;

A summary in sufficient detail that the reader may gain a general
understanding of the data and information in the application. The
summary shall contain the following information:

(D

2

3)

“)

)

A general description of the disease or condition the device will
diagnose, treat, prevent, cure, or mitigate, including a description
of the patient population for which the device is intended;

An explanation of how the device functions, the basic scientific
concepts that form the basis for the device, and the significant
physical and performance characteristics of the device. A brief
description of the manufacturing process should be included if it
will significantly enhance the reader's understanding of the device.
The generic name of the device as well as any proprietary name or
trade name should be included;

A description of existing alternative practices or procedures for
diagnosing, treating, preventing, curing, or mitigating the disease
or condition for which the device is intended;

A brief description of the foreign and U.S. marketing history, if
any, of the device, including a list of all countries in which the
device has been marketed and a list of all countries in which the
device has been withdrawn from marketing for any reason related
to the safety oreffectiveness of the device. The description shall
include the history of the marketing of the device by the applicant
and, if known, the history of the marketing of the device by any
other person;

An abstract of any information or report described in the PMA and
a summary of the results of technical data. Such summary shall
include a description of the objective of the study, a description of
the experimental design of the study, a brief description of how the
data was collected and analyzed, and a brief description of the
results, whether positive, negative, or inconclusive. This section
shall include the following:

(A) A summary of the nonclinical laboratory studies submitted
in the application; and

(B) A summary of the clinical investigations involving human
subjects submitted in the application including a discussion
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of subject selection and exclusion criteria, study
population, study period, safety and effectiveness data,
adverse reactions and complications, patient
discontinuation, patient complaints, device failures and
replacements, results of statistical analyses of the clinical
investigations, contraindications and precautions for use of
the device, and other information from the clinical
investigations as appropriate (any investigation conducted
under an IDE shall be identified as such); and

A discussion demonstrating that the data and information in the
application constitute valid scientific evidence and provide
reasonable assurance that the device is safe and effective for its
intended use. A concluding discussion shall present benefit and
risk considerations related to the device including a discussion of
any adverse effects of the device on health and any proposed
additional studies or surveillance the applicant intends to conduct
following approval of the PMA;

A complete description of:

)

2)

€)

(4)
)

The device, including pictorial representations;

Each of the functional components or ingredients of the device if
the device consists of more than one (1) physical component or
ingredient;

The properties of the device relevant to the diagnosis, treatment,
prevention, cure, or mitigation of a disease or condition;

The principles of operation of the device; and

The methods used in, and the facilities and controls used for, the
manufacture, processing, packing, storage, and, where appropriate,
installation of the device, in sufficient detail so that a person
generally familiar with current good manufacturing practice can
make a knowledgeable judgment about the quality control used in
the manufacture of the device;

Reference to any performance standard under 21 U.S.C. § 360d or under
21 U.S.C. § 360hh in effect or proposed at the time of the submission and
to any voluntary standard that is relevant to any aspect of the safety or
effectiveness of the device and that is known to or that should reasonably
be known to the applicant. The applicant shall:
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Provide adequate information to demonstrate how the device
meets, or justify any deviation from, any performance standard
established under 21 U.S.C. § 360d or under 21 U.S.C. § 360kk;
and

Explain any deviation from a voluntary standard;

The following technical sections which shall contain data and information
in sufficient detail to permit the Department to determine whether to
approve or deny approval of the application:

D

@)

A section containing results of the nonclinical laboratory studies
with the device including microbiological, toxicological,
immunological, biocompatibility, stress, wear, shelf life, and other
laboratory or animal tests as appropriate. Information on
nonclinical laboratory studies shall include a statement that each
such study was conducted in compliance with 21 C.F.R. part 58,
or, if the study was not conducted in compliance with such
regulations, a brief statement of the reason for the noncompliance;

A section containing results of the clinical investigations involving
human subjects with the device including clinical protocols,
number of investigators and subjects per investigator, subject
selection and exclusion criteria, study population, study period,
safety and effectiveness data, adverse reactions and complications,
patient discontinuation, patient complaints, device failures and
replacements, tabulations of data from all individual subject report
forms and copies of such forms for each subject who died during a
clinical investigation or who did not complete the investigation,
results of statistical analyses of the clinical investigations, device
failures and replacements, contraindications and precautions for
use of the device, and any other appropriate information from the
clinical investigations. Any investigation conducted under an IDE
shall be identified as such. Information on clinical following:

(A) A statement with respect to each study that it either was
conducted in compliance with the institutional review
board regulations in 21 C.F.R. part 56, or was not subject to
the regulations under 21 C.F.R. § 56.104 or 21 C.F.R.

§ 56.105, and that it was conducted in compliance with the
informed consent regulations in 21 C.F.R., part 50; or if the
study was not conducted in compliance with those
regulations, a brief statement of the reason for the
noncompliance; or
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(k)

M

(m)

(B) A statement that each study was conducted in compliance
with Chapter 109 of this subtitle concerning sponsors of
clinical investigations and clinical investigators, or if the
study was not conducted in compliance, a brief statement of
the reason for the noncompliance.

For a PMA supported solely by data from one (1) investigation, a
justification showing that data and other information from a single
investigator are sufficient to demonstrate the safety and effectiveness of
the device and to ensure reproducibility of test results;

A bibliography of all published reports not submitted under § 10606.2(f),
whether adverse or supportive, known to or that should reasonably be
known to the applicant and that concern the safety or effectiveness of the
device;

An identification, discussion, and analysis of any other data, information,
or report relevant to an evaluation of the safety and effectiveness of the
device known to or that should reasonably be known to the applicant from
any source, foreign or domestic, including information derived from
investigations other than those proposed in the application and from
commercial marketing experience;

Copies of such published reports or unpublished information in the
possession of or reasonably obtainable by the applicant if a Department
advisory committee or the Department requests;

One or more samples of the device and its components, if requested by the
Department. If it is impractical to submit a requested sample of the device,
the applicant shall name the location at which the Department may
examine and test one or more devices;

Copies of all proposed labeling for the device. Such labeling may include
(for example, instructions for installation and any information, literature,
or advertising that constitutes labeling under 21 U.S.C. § 321(m);

An environmental assessment prepared in the applicable format in

§ 10606.2(m)(1), unless the action qualifies for exclusion under

§ 10606.2(m)(2). If the applicant believes that the action qualifies for
exclusion, the PMA shall provide information that establishes to the
Department's satisfaction that the action requested is included within the
excluded category and meets the criteria for the applicable exclusion;

(1) The following shall apply to environmental assessments:
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An environmental assessment (EA) is a concise public
document that serves to provide sufficient evidence and
analysis for an agency to determine whether to prepare an
environmental impact statement (EIS) or a finding of no
significant impact (FONSI). The EA shall include brief
discussions of the need for the proposal, of alternatives, of
the environmental impacts of the proposed action and
alternatives, and a listing of agencies and persons
consulted. An EA shall be prepared for each action not
categorically excluded. The EA shall focus on relevant
environmental issues relating to the use and disposal from
use of Department-regulated articles and shall be a concise,
objective, and well-balanced document that allows the
public to understand the agency's decision. If potentially
adverse environmental impacts are identified for an action
or a group of related actions, the EA shall discuss any
reasonable alternative course of action that offers less
environmental risk or that is environmentally preferable to
the proposed action. The use of a scientifically justified
tiered testing approach, in which testing may be stopped
when the results suggest that no significant impact will
occur, is an acceptable approach;

Generally, the Department requires an applicant to prepare
an EA and make necessary corrections to it. Ultimately, the
Department is responsible for the scope and content of EAs
and may include additional information in environmental
documents when warranted;

Information concerning the nature and scope of information
that an applicant or petitioner shall submit in an EA may be
obtained from the center or other office of the agency
having responsibility for the action that is the subject of the
environmental evaluation. Applicants and petitioners are
encouraged to submit proposed protocols for environmental
studies for technical review by agency staff. Applicants and
petitioners also are encouraged to consult applicable
Department EA guidance documents, which provide
additional advice on how to comply with Department
regulations;

EAs may incorporate by reference information presented in
other documents that are available to the Department and to
the public; and
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The Department evaluates the information contained in an
EA and any public input to determine whether it is accurate
and objective, whether the proposed action may
significantly affect the quality of the human environment,
and whether an EIS or a FONSI will be prepared. The
Department examines the environmental risks of the
proposed action and the alternative courses of action,
selects a course of action, and ensures that any necessary
mitigating measures are implemented as a condition for
approving the selected course of action; and

The classes of actions listed below are categorically excluded and,
therefore, ordinarily do not require the preparation of an EA or

EIS:

(A)

(B)
©)

(D)

(E)

®)

(&)

(H)

Action on a device premarket notification submission under
Chapter 105 of this subtitle;

Classifications or reclassifications of a device;

Issuance, amendment, or repeal of a standard for a class 11
medical device or an electronic product, and issuance of
exemptions or variances from such a standard;

Approval of a PMA or a notice of completion of a PDP or
amended or supplemental applications or notices for a class
IIT medical device if the device is of the same type and for
the same use as a previously approved device;

Changes in the PMA or a notice of completion of a PDP for
a class III medical device that do not require submission of
an amended or supplemental application or notice;

Issuance of a restricted device regulation if it will not result
in increases in the existing levels of use or changes in the
intended uses of the product or its substitutes;

Action on an application for an IDE or an authorization to
commence a clinical investigation under an approved PDP;
and

Issuance of a regulation exempting from preemption a
requirement of a State or political subdivision concerning a
device, or a denial of an application for such exemption.
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(n) A financial certification, disclosure statement, or both; and

(o) If necessary, the Department will obtain the concurrence of the
appropriate Department advisory committee before requesting additional
information.

Pertinent information in Department files specifically referred to by an applicant
may be incorporated into a PMA by reference. Information in a master file or
other information submitted to the Department by a person other than the
applicant will not be considered part of a PMA unless such reference is authorized
in writing by the person who submitted the information or the master file. If a
master file is not referenced within five (5) years after the date that it is submitted
to the Department, the Department will return the master file to the person who
submitted it.

If the applicant believes that certain information required under § 10606.2(m) of
this section to be in a PMA is not applicable to the device that is the subject of the
PMA, and omits any such information from its PMA, the applicant shall submit a
statement that identifies the omitted information and justifies the omission. The
statement shall be submitted as a separate section in the PMA and identified in the
table of contents. The Department will notify the applicant if it does not accept
their justification for omission.

The applicant shall periodically update its pending application with new safety
and effectiveness information learned about the device from ongoing or
completed studies that may reasonably affect an evaluation of the safety or
effectiveness of the device or that may reasonably affect the statement of
contraindications, warnings, precautions, and adverse reactions in the draft
labeling. The update report shall be consistent with the data reporting provisions
of the protocol. The applicant shall submit three (3) copies of any update report
and shall include in the report that number that the Department assigns to the
PMA. These updates are considered to be amendments to the PMA. The
timeframe for reviewing the PMA will not be extended due to the submission of
an update report unless the update is a major amendment under 21 C.F.R.

§ 814.37(c)(1). The applicant shall submit these reports:

(@) Three (3) months after the filing date;

(b) Following receipt of an approvable letter; and

() At any other time as requested by the Department.

If a color additive subject to Section 721 of the Act is used in or on the device and
has not previously been listed for such use, then, submitting a color additive

petition under 21 CFR, part 71, at the option of the applicant, the information may
be submitted under 21 CFR, part 71 as part of the PMA. When submitted as part
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10607.1
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of the PMA, the information shall be submitted in three (3) copies each bound in
one or more numbered volumes of reasonable size. A PMA for a device that
contains a color additive that is subject to Section 721 of the Act will not be
approved until the color additive is listed for use in or on the device.

If you are sending a PMA, PMA amendment, PMA supplement, or
correspondence with respect to a PMA, you must send the submission to the
Department.

PREMARKET APPROVAL APPLICATION AMENDMENTS AND
RESUBMITTED PREMARKET APPROVAL APPLICATION

An applicant may amend a pending PMA or PMA supplement to revise existing
information or provide additional information.

The Department may request the applicant to amend a PMA or PMA supplement
with any information regarding the device that is necessary for the Department or
the appropriate advisory committee to complete the review of the PMA or PMA
supplement.

A PMA amendment submitted to DOH shall include the PMA or PMA
supplement number assigned to the original submission and, if submitted on the
applicant's own initiative, the reason for submitting the amendment. The
Department may extend the time required for its review of the PMA, or PMA
supplement, as follows:

(a) If the applicant on its own initiative or at the Department's request submits
a major PMA amendment (for example, an amendment that contains
significant new data from a previously unreported study, significant
updated data from a previously reported study, detailed new analyses of
previously submitted data, or significant required information previously
omitted), the review period may be extended up to one hundred eighty
(180) days; or

(b) If an applicant declines to submit a major amendment that the Department
requests, the review period may be extended for the number of days that
elapse between the date of such request and the date that DOH receives
the written response declining to submit the requested amendment.

An applicant may on its own initiative withdraw a PMA or PMA supplement. If
the Department requests an applicant to submit a PMA amendment and a written
response to the Department's request is not received within one hundred eighty
(180) days of the date of the request, the Department will consider the pending
PMA or PMA supplement to be withdrawn voluntarily by the applicant.
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10608.1
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An applicant may resubmit a PMA or PMA supplement after withdrawing it or
after it is considered withdrawn under § 10607.4, or after the Department has
refused to accept it for filing, or has denied approval of the PMA or PMA
supplement. A resubmitted PMA or PMA supplement shall comply with the
requirements of § 10606 or § 10608, respectively, and shall include the PMA
number assigned to the original submission and the applicant's reasons for
resubmission of the PMA or PMA supplement.

PREMARKET APPROVAL APPLICATION SUPPLEMENTS

After the Department's approval of a PMA, an applicant shall submit a PMA
supplement for review and approval by the Department before making a change
affecting the safety or effectiveness of the device for which the applicant has an
approved PMA, unless the change is of a type for which the Department, under

§ 10608.6 of this section, has advised that an alternate submission is permitted or
is of a type which, under 21 U.S.C. § 360e(d)(6)(A) and § 10608.7, do not require
a PMA supplement under this paragraph. While the burden for determining
whether a supplement is required is primarily on the PMA holder, changes for
which an applicant shall submit a PMA supplement include, but are not limited to,
the following types of changes if they affect the safety or effectiveness of the
device:

(a) New indications for use of the device;
(b) Labeling changes;

(c) The use of a different facility or establishment to manufacture, process, or
package the device;

(d) Changes in sterilization procedures;
(e) Changes in packaging;

§3) Changes in the performance or design specifications, circuits, components,
ingredients, principle of operation, or physical layout of the device; and

(2) Extension of the expiration date of the device based on data obtained
under a new or revised stability or sterility testing protocol that the
Department has not approved. If the protocol has been approved, the
change shall be reported to the Department under § 10608.2.

An applicant may make a change in a device after the Department's approval of a
PMA for the device without submitting a PMA supplement if the change does not
affect the device's safety or effectiveness and the change is reported to the
Department in post-approval periodic reports required as a condition to approval
of the device (for example, an editorial change in labeling which does not affect
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the safety or effectiveness of the device).

All procedures and actions that apply to an application under § 10606 also apply
to PMA supplements except that the information required in a supplement is
limited to that needed to support the change. A summary under 21 C.F.R.

§ 814.20(b)(3) is required for only a supplement submitted for new indications for
use of the device, significant changes in the performance or design specifications,
circuits, components, ingredients, principles of operation, or physical layout of the
device, or when otherwise required by the Department. The applicant shall submit
three copies of a PMA supplement and shall include information relevant to the
proposed changes in the device. A PMA supplement shall include a separate
section that identifies each change for which approval is being requested and
explains the reason for each such change. The applicant shall submit additional
copies and additional information if requested by the Department. The time
frames for review of, and Department action on, a PMA supplement are the same
as those provided in § 10609 for a PMA.

After the Department approves a PMA, any change described in § 10608.5 of this
section to reflect newly acquired information that enhances the safety of the
device or the safety in the use of the device may be placed into effect by the
applicant prior to the receipt under § 10604 of a written Department order
approving the PMA supplement provided that:

(a) The PMA supplement and its mailing cover are plainly marked "Special
PMA Supplement -- Changes Being Effected;"

(b) The PMA supplement provides a full explanation of the basis for the
changes;

(c) The applicant has received acknowledgement from the Department of
receipt of the supplement; and

(d)  The PMA supplement specifically identifies the date that such changes are
being effected.

The following changes are permitted by § 10608.4:
(a) Labeling changes that add or strengthen a contraindication, warning,
precaution, or information about an adverse reaction for which there is

reasonable evidence of a causal association;

(b) Labeling changes that add or strengthen an instruction that is intended to
enhance the safe use of the device;
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(©) Labeling changes that delete misleading, false, or unsupported indications;
and

(d) Changes in quality controls or manufacturing process that add a new
specification or test method, or otherwise provide additional assurance of
purity, identity, strength, or reliability of the device.

10608.6 The Department will identify a change to a device for which an applicant has an
approved PMA and for which a PMA supplement under § 10608.1 is not required.
The Department will identify such a change in an advisory opinion under 21
C.F.R. § 10.85, if the change applies to a generic type of device, or in
correspondence to the applicant, if the change applies only to the applicant's
device. The Department will require that a change for which a PMA supplement
under § 10608 is not required be reported to DOH in:

(a) A periodic report under § 10617; or
(b) A thirty (30)-day PMA supplement.

10608.7 The Department will identify, in the advisory opinion or correspondence, the type
of information that is to be included in the report or thirty (30)-day PMA
supplement. If the change is required to be reported to the Department in a
periodic report, the change may be made before it is reported to the Department.
If the change is required to be reported in a thirty (30)-day PMA supplement, the
change may be made thirty (30) days after DOH files the thirty (30)-day PMA
supplement unless the Department requires the PMA holder to provide additional
information, informs the PMA holder that the supplement is not approvable, or
disapproves the supplement. The thirty (30)-day PMA supplement shall follow
the instructions in the correspondence or advisory opinion. Any thirty (30)-day
PMA supplement that does not meet the requirements of the correspondence or
advisory opinion will not be filed and, therefore, will not be deemed approved
thirty (30) days after receipt.

10608.8 Under 21 U.S.C. § 360e(d) of the act, modifications to manufacturing procedures
or methods of manufacture that affect the safety and effectiveness of a device
subject to an approved PMA do not require submission of a PMA supplement his
section and are eligible to be the subject of a thirty (30) day notice. A thirty (30)
day notice shall describe in detail the change, summarize the data or information
supporting the change, and state that the change has been made in accordance
with the requirements of Chapter 107 of this subtitle. The manufacturer may
distribute the device thirty (30) days after the date. on which DOH receives the
thirty (30) day notice, unless DOH notifies the applicant within thirty (30) days
from receipt of the notice that the notice is not adequate. If the notice is not
adequate, the Department will inform the applicant in writing that a one hundred
thirty five (135) day PMA supplement is needed and shall describe what further
information or action is required for acceptance of such change. The number of
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days under review as a thirty (30) day notice shall be deducted from the one
hundred thirty five (135) day PMA supplement review period if the notice meets
appropriate content requirements for a PMA supplement.

The submission and grant of a written request for an exception or alternative
under §10313 or 21 C.F.R. § 809.11 satisfies the requirement in § 10608.1.

TIME FRAME FOR REVIEWING A PREMARKET APPROVAL
APPLICATION

Within one hundred eighty (180) days after receipt of an application that is
accepted for filing and to which the applicant does not submit a major
amendment, the Department will review the PMA and, after receiving the
appropriate Department advisory committee’s report and recommendations, send
the applicant an approval order under 21 C.F.R. § 814.44(d)(1), an approvable
letter under 21 C.F.R. § 814.44(e), a not approvable letter under 21 C.F.R.

§ 814.44(f)(1) or (2), or an order denying approval under 21 C.F.R. § 814.45. The
approvable letter and the not approvable letter will provide an opportunity for the
applicant to amend or withdraw the application, or to consider the letter to be a
denial of approval of the PMA under 21 C.F.R. § 814.45 and to request
administrative review under sections 21 U.S.C. §§ 360e(d)(3) and (g).

FILING A PREMARKET APPROVAL APPLICATION

The filing of an application means that the Department has made a threshold
determination that the application is sufficiently complete to permit a substantive
review. Within forty five (45) days the Department receives a PMA, the agency
will notify the applicant whether the application has been filed.

If the Department does not find that any of the reasons in § 10610.5 for refusing

to file the PMA application, the agency will file the PMA and will notify the
applicant in writing of the filing. The notice will include the PMA reference
number and the date the Department filed the PMA. The date of filing is the date
that DOH receives a PMA. The one hundred eighty (180) day period for review of
a PMA starts on the date of filing.

If the Department refuses to file a PMA, the agency will notify the applicant of
the reasons for the refusal. This notice will identify the deficiencies in the
application that prevent filing and will include the PMA reference number.

If the Department refuses to file the PMA, the applicant may:
(a) Resubmit the PMA with additional information necessary to comply with

§ 10606. A resubmitted PMA shall include the PMA reference number of
the original submission. If the resubmitted PMA is accepted for filing, the
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date of filing is the date the Department receives the resubmission; or

(b) Request in writing within ten (10) working days of the date of receipt of
the notice refusing to file the PMA, an informal conference with the
Department to review the Department's decision not to file the PMA. The
Department will hold the informal conference within ten (10) working
days of its receipt of the request and will render its decision on filing
within five (5) working days after the informal conference. If, after the
informal conference, the Department accepts the PMA for filing, the date
of filing will be the date of the decision to accept the PMA for filing. If the
Department does not reverse its decision not to file the PMA, the applicant
may request reconsideration of the decision from the Department. The
Department’s decision will constitute final administrative action for the
purpose of judicial review.

The Department may refuse to file a PMA if any of the following applies:

(a) The application is incomplete because it does not on its face contain all the
information required;

(b) The PMA does not contain each of the items required under § 10606 and
justification for omission of any item is inadequate;

(c) The applicant has a pending premarket notification with respect to the
same device, and the Department has not determined whether the device
falls within the scope of 21 C.F.R. § 814.1(c)(1)-(3);

(d) The PMA contains a false statement of material fact; or

(e) The PMA is not accompanied by a statement of either certification or
disclosure.

PROCEDURES FOR REVIEW OF A PREMARKET APPROVAL
APPLICATION

The Department will begin substantive review of a PMA after the PMA is
accepted for filing under § 10610. The Department may refer the PMA to a panel
on its own initiative, and will do so upon request of an applicant, unless the
Department determines that the application substantially duplicates information
previously reviewed by a panel. If the Department refers an application to a panel,
the Department will forward the PMA, or relevant portions thereof, to each
member of the appropriate Department panel for review. During the review
process, the Department may communicate with the applicant as set forth under
21 C.F.R. § 814.37(b), or with a panel to respond to questions that may be posed
by panel members or to provide additional information to the panel. The
Department shall maintain a record of all communications with the applicant and
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with the panel.

The advisory committee shall submit a report to the Department which includes
the committee's recommendation and the basis for such recommendation on the
PMA. Before submission of this report, the committee shall hold a public meeting
to review the PMA. This meeting may be held by a telephone conference under

21 C.F.R. § 14.22(g). The advisory committee report and recommendation may be
in the form of a meeting transcript signed by the chairperson of the committee.

The Department will complete its review of the PMA and the advisory committee
report and recommendation and, within the later of one hundred eighty (180) days
from the date of filing of the PMA under 21 C.F.R. § 814.42 or the number of
days after the date of filing as determined under 21 C.F.R. § 814.37(c)(1)-(2),
issue an approval order under 21 C.F.R. § 814.44(d), an approvable letter under
21 C.F.R. § 814.44(e), a not approvable letter under 21 C.F.R. § 814.44(f), or an
order denying approval of the application under 21 C.F.R. § 814.45(a)(1)-(5).

The Department will issue to the applicant an order approving a PMA if none of
the reasons in 21 C.F.R. § 814.45(a) for denying approval of the application
applies. The Department will approve an application on the basis of draft final
labeling if the only deficiencies in the application concern editorial or similar
minor deficiencies in the draft final labeling. Such approval will be conditioned
upon the applicant incorporating the specified labeling changes exactly as directed
and upon the applicant submitting to the Department a copy of the final printed
labeling before marketing. The Department will also give the public notice of the
order, including notice of and opportunity for any interested persons to request
review under 21 U.S.C. § 360¢e(d)(3).

The notice of approval will be placed on the Department's website and it will state
that a detailed summary of information respecting the safety and effectiveness of
the device, which was the basis for the order approving the PMA, including
information about any adverse effects of the device on health, is available on the
Internet and has been placed on public display, and that copies are available upon
request. The Department will publish after each quarter a list of the approvals
announced in that quarter. When a notice of approval is published, data and
information in the PMA file will be available for public disclosure in accordance
with § 10602.

A request for copies of the current PMA approvals and denials document and for
copies of summaries of safety and effectiveness shall be sent in writing to the
Department.

The Department will send the applicant an approvable letter if the application
substantially meets the requirements of this section and the agency believes it can
approve the application if specific additional information is submitted or specific
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conditions are agreed to by the applicant.

The approvable letter will describe the information the Department requires to be
provided by the applicant or the conditions the applicant is required to meet to
obtain approval. For example, the Department may require, as a condition to
approval:

(a) The submission of certain information identified in the approvable letter
(for example, final labeling);

(b) A Department inspection that finds the manufacturing facilities, methods,
and controls in compliance with Chapter 107 and, if applicable, that
verifies records pertinent to the PMA;

(c) Restrictions imposed on the device; or

(d) Post-approval requirements as described in 21 C.F.R. § 814.80, ef seq..
In response to an approvable letter the applicant may:

(a) Amend the PMA as requested in the approvable letter;

(b) Consider the approvable letter to be a denial of approval of the PMA
under § 10612 and request administrative review under 21 U.S.C.
§ 360e(d)(3) by filing a petition in the form of a petition for
reconsideration; or

(©) Withdraw the PMA.

The Department will send the applicant a not approvable letter if the agency
believes that the application may not be approved for one or more of the reasons
given in 21 C.F.R. § 814.45(a)(1)-(5). The not approvable letter will describe the
deficiencies in the application, including each applicable ground for denial, and,
where practical, will identify measures required to place the PMA in approvable
form. In response to a not approvable letter, the applicant may:

(a) Amend the PMA as requested in the not approvable letter (such an
amendment will be considered a major amendment under 21 C.F.R.
§ 814.37(c)(1)-(2); or

(b) Consider the not approvable letter to be a denial of approval of the PMA
under § 10612 and request administrative review by filing a petition in the

form of a petition for reconsideration; or

(c) Withdraw the PMA.
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DOH will consider a PMA to have been withdrawn voluntarily if:

(2)

(b)

(©)

The applicant fails to respond in writing to a written request for an
amendment within one hundred eighty (180) days after the date the
Department issues such request;

The applicant fails to respond in writing to an approvable or not
approvable letter within one hundred eighty (180) days after the date the
Department issues such letter; or

The applicant submits a written notice to the Department that the PMA has
been withdrawn.

DENIAL OF APPROVAL OF A PREMARKET APPROVAL
APPLICATION

The Department may issue an order denying approval of a PMA if the applicant
fails to follow the requirements of this section or if, upon the basis of the
information submitted in the PMA or any other information before the agency, the
Department determines that any of the grounds for denying approval of a PMA
specified in 21 U.S.C. §§ 360e(d)(2)(A)-(E) of the act, apply. In addition, the
Department may deny approval of a PMA for any of the following reasons:

(a)

(b)

(©)

(d)

(e)

The PMA contains a false statement of material fact;

The device's proposed labeling does not comply with the requirements in
Chapter 103 of this subtitle;

The applicant does not permit an authorized Department employee an
opportunity to inspect at a reasonable time and in a reasonable manner the
facilities, controls, and to have access to and to copy and verify all records
pertinent to the application;

A nonclinical laboratory study that is described in the PMA and that is
essential to show that the device is safe for use under the conditions
prescribed, recommended, or suggested in its proposed labeling, was not
conducted in compliance with the good laboratory practice regulations and
no reason for the noncompliance is provided or, if it is, the differences
between the practices used in conducting the study and the good
laboratory practice regulations do not support the validity of the study; or

Any clinical investigation involving human subjects described in the
PMA, subject to the institutional review board regulations or informed
consent regulations, was not conducted in compliance with those
regulations such that the rights or safety of human subjects were not
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adequately protected.

The Department will issue any order denying approval of the PMA in accordance
with § 10604. The order will inform the applicant of the deficiencies in the PMA,
including each applicable ground for denial under 21 U.S.C. § 360e(d)(2) and the
regulations under this section, and, where practical, will identify measures
required to place the PMA in approvable form. The order will include a notice of
an opportunity to request review under 21 U.S.C. § 360e(d)(4).

The Department will determine the safety and effectiveness of a device in
deciding whether to approve or deny approval of a PMA. DOH may use
information other than that submitted by the applicant in making such
determination.

The Department will give the public notice of an order denying approval of the
PMA. The notice will be placed on the Department's website and it will state that
a detailed summary of information respecting the safety and effectiveness of the
device, including information about any adverse effects of the device on health, is
available on the website and has been placed on public display and that copies are
available upon request. The Department will publish after each quarter a list of the
denials announced in that quarter. When a notice of denial of approval is made
publicly available, data and information in the PMA file will be available for
public disclosure under § 10602.

A request for copies of the current PMA approvals and denials document and
copies of summaries of safety and effectiveness shall be sent in writing to the
Department.

The Department will issue an order denying approval of a PMA after an
approvable or not approvable letter has been sent and the applicant:

(a) Submits a requested amendment but any ground for denying approval of
the application under 21 U.S.C. § 360e(d)(2) still applies; or

(b)  Notifies the Department in writing that the requested amendment will not
be submitted; or

(©) Files a petitions for reconsideration under 21 U.S.C. § 360e (d)(3).

WITHDRAWAL OF APPROVAL OF A PREMARKET APPROVAL
APPLICATION

The Department may issue an order withdrawing approval of a PMA if, from any
information available to the agency, the Department determines that:
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(a) Any of the grounds under 21 U.S.C. §§ 360e(e)(1) (A)-(G) applies;

(b) Any post-approval requirement imposed by the PMA approval order or by
regulation has not been met;

(c) A nonclinical laboratory study that is described in the PMA and that is
essential to show that the device is safe for use under the conditions
prescribed, recommended, or suggested in its proposed labeling, was not
conducted in compliance with the good laboratory practice regulations and
no reason for the noncompliance is provided or, if it is, the differences
between the practices used in conducting the study and the good
laboratory practice regulations do not support the validity of the study; or

(d) Any clinical investigation involving human subjects described in the
PMA, subject to the institutional review board regulations in § 10630 or
informed consent regulations, was not conducted in compliance with those
regulations such that the rights or safety of human subjects were not
adequately protected.

The Department may seek advice on scientific matters from any appropriate
Department advisory committee in deciding whether to withdraw approval of a
PMA.

The Department may use information other than that submitted by the applicant in
deciding whether to withdraw approval of a PMA.

Before issuing an order withdrawing approval of a PMA, the Department will
issue the holder of the approved application a notice of opportunity for an
informal hearing under 21 C.F.R., part 16.

If the applicant does not request a hearing or if after the hearing is held the agency
decides to proceed with the withdrawal, the Department will issue to the holder of
the approved application an order withdrawing approval of the application. The
order will be issued under § 10604, will state each ground for withdrawing
approval, and will include a notice of an opportunity for administrative review
under 21 U.S.C. § 360e (e)(2).

The Department will give the public notice of an order withdrawing approval of a
PMA. The notice will be published and will state that a detailed summary of
information respecting the safety and effectiveness of the device, including
information about any adverse effects of the device on health, has been placed on
public display and that copies are available upon request. When a notice of
withdrawal of approval is published, data and information in the PMA file will be
available for public disclosure in accordance with § 10602.
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TEMPORARY SUSPENSION OF APPROVAL OF A PREMARKET
APPROVAL APPLICATION

This section describes the procedures that the Department will follow in
exercising its authority under 21 U.S.C. § 360c(e)(3). This authority applies to
the original PMA, as well as any PMA supplement(s), for a medical device.

The Department will issue an order temporarily suspending approval of a PMA if
the Department determines that there is a reasonable probability that continued

distribution of the device would cause serious, adverse health consequences or
death.

If the Department believes that there is a reasonable probability that the continued
distribution of a device subject to an approved PMA would cause serious, adverse
health consequences or death, the Department may initiate and conduct a
regulatory hearing to determine whether to issue an order temporarily suspending
approval of the PMA.

Pursuant to 21 C.F.R. part 16, the Department will initiate and conduct any
regulatory hearing necessary for determining whether to issue an order
temporarily supporting approval of a PMA. If the Department believes that
immediate action to remove a dangerous device from the market is necessary to
protect the public health, the agency may, in accordance with 21 C.F.R.

§ 16.60(h), waive, suspend, or modify any 21 C.F.R. part 16 procedure, pursuant
to 21 CFR § 10.19.

The Department will deem the PMA holder's failure to request a hearing within
the timeframe specified by DOH in the notice of opportunity for hearing to be a
waiver.

If the PMA holder does not request a regulatory hearing or if, after the hearing,
and after consideration of the administrative record of the hearing, the Department
determines that there is a reasonable probability that the continued distribution of
a device under an approved PMA would cause serious, adverse health
consequences or death, the agency shall, under the authority of 21 U.S.C.

§ 360e(e)(3) of the act, issue an order to the PMA holder temporarily suspending
approval of the PMA.

Permanent withdrawal of approval of the PMA. If the Department issues an order
temporarily suspending approval of a PMA, the agency shall proceed
expeditiously, but within sixty (60) days, to hold a hearing on whether to
permanently withdraw approval of the PMA in accordance with 21 U.S.C.

§ 360e(e)(1) and procedures set out in § 10613.

GENERAL
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A device may not be manufactured, packaged, stored, labeled, distributed, or
advertised in a manner that is inconsistent with any conditions to approval
specified in the PMA approval order for the device.

POST-APPROVAL REQUIREMENTS

The Department may impose post-approval requirements in a PMA approval
order or regulation at the time of approval of the PMA or by regulation
subsequent to approval. Post-approval requirements may include as a condition to
approval of the device:

(a) Restriction of the sale, distribution, or use of the device as provided by 21
U.S.C. §§ 360e(d)(1)(B)(ii) or 360j(e);

(b) Continuing evaluation and periodic reporting on the safety, effectiveness,
and reliability of the device for its intended use. The Department will
state in the PMA approval order the reason or purpose for such
requirement and the number of patients to be evaluated and the reports
required to be submitted;

(c) Prominently display on the labeling of a device and in the advertising of
any restricted device of warnings, hazards, or precautions important for
the device's safe and effective use, including patient information (for
example, information provided to the patient on alternative modes of
therapy and on risks and benefits associated with the use of the device);

(d) Inclusion of identification codes on the device or its labeling, or in the
case of an implant, on cards given to patients if necessary to protect the
public health;

(e) Maintenance of records that will enable the applicant to submit to the
Department information needed to trace patients if such information is
necessary to protect the public health. The Department will require that the
identity of any patient be disclosed in records maintained under this
paragraph only to the extent required for the medical welfare of the
individual, to determine the safety or effectiveness of the device, or to
verify a record, report, or information submitted to the agency;

) Maintenance of records for specified periods of time and organization and
indexing of records into identifiable files to enable DOH to determine
whether there is reasonable assurance of the continued safety and
effectiveness of the device;

(g) Submission to the Department at intervals specified in the approval order
of periodic reports containing the information required by § 10617.2;
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(h) Batch testing of the device; or

@) Such other requirements as the Department determines are necessary to
provide reasonable assurance, or continued reasonable assurance, of the
safety and effectiveness of the device.

An applicant shall grant to the Department access to any records and reports
required under the provisions of this chapter, and shall permit authorized
Department employees to copy and verify such records and reports and to inspect
at a reasonable time and in a reasonable manner all manufacturing facilities to
verify that the device is being manufactured, stored, labeled, and shipped under
approved conditions.

Failure to comply with any post-approval requirement constitutes a ground for
withdrawal of approval of a PMA.

REPORTS

The holder of an approved PMA shall comply with the requirements in Chapter
104 and with any other requirements applicable to the device by other regulations
in this section or by order approving the device.

Unless the Department specifies otherwise, any periodic report shall:

(a) Identify changes described in § 10608.1 and changes required to be
reported to the Department under § 10608.2; and

(b)  Contain a summary and bibliography of the following information not
previously submitted as part of the PMA:

(D) Unpublished reports of data from any clinical investigations or
nonclinical laboratory studies involving the device or related
devices and known to or that reasonably should be known to the
applicant;

2) Reports in the scientific literature concerning the device and
known to or that reasonably should be known to the applicant. If,
after reviewing the summary and bibliography, the Department
concludes that the agency needs a copy of the unpublished or
published reports, the Department will notify the applicant that
copies of such reports shall be submitted; or

3) Identify changes made pursuant to an exception or alternative
under 21 C.F.R. § 801.128 or 21 C.F.R. § 809.11.

PURPOSE AND SCOPE
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The purpose of this section is, to the extent consistent with the protection of the
public health and safety and with ethical standards, to encourage the discovery
and use of devices intended to benefit patients in the treatment or diagnosis of
diseases or conditions that affect or are manifested in fewer than four thousand
(4,000) individuals in the United States per year. This section provides procedures
for obtaining:

(a) Humanitarian use device (HUD) designation of a medical device; and

(b) Marketing approval for the HUD notwithstanding the absence of
reasonable assurance of effectiveness that would otherwise be required.

Although a HUD may also have uses that differ from the humanitarian use,
applicants seeking approval of any non-HUD use shall submit a PMA as required
in § 10606 or a premarket notification as required in Chapter 105.

Obtaining marketing approval for a HUD involves two (2) steps:
(a) Obtaining designation of the device as a HUD from DOH, and
(b) Submitting a humanitarian device exemption (HDE) to the Department.

A person granted an exemption shall submit periodic reports as described in
§ 10632.1.

The Department may suspend or withdraw approval of an HDE after providing
notice and an opportunity for an informal hearing.

DESIGNATION OF HUMANITARIAN USE DEVICES STATUS

Prior to submitting an HDE application, the applicant shall submit a request for
humanitarian use devices (HUD) designation to the Department. The request
shall contain the following:

(a) A statement that the applicant requests HUD designation for a rare disease
or condition or a valid subset of a disease or condition which shall be
identified with specificity;

(b)  The name and address of the applicant, the name of the applicant's primary
contact person or resident agent, including title, address, and telephone
number;

(©) A description of the rare disease or condition for which the device is to be
used, the proposed indication or indications for use of the device, and the
reasons why such therapy is needed. If the device is proposed for an
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(d)

(e)

indication that represents a subset of a common disease or condition, a
demonstration that the subset is medically plausible should be included;

A description of the device and a discussion of the scientific rationale for
the use of the device for the rare disease or condition; and

Documentation, with appended authoritative references, to demonstrate
that the device is designed to treat or diagnose a disease or condition that
affects or is manifested in fewer than four thousand (4,000) people in the
United States per year. If the device is for diagnostic purposes, the
documentation must demonstrate that fewer than four thousand (4,000)
patients per year would be subjected to diagnosis by the device in the
United States. Authoritative references include literature citations in
specialized medical journals, textbooks, specialized medical society
proceedings, or governmental statistics publications. When no such studies
or literature citations exist, the applicant may be able to demonstrate the
prevalence of the disease or condition in the United States by providing
credible conclusions from appropriate research or surveys.

Within forty-five (45) days of receipt of a request for HUD designation, the
Department will take one (1) of the following actions:

(a)

(b)

(©

Approve the request and notify the applicant that the device has been
designated as a HUD based on the information submitted;

Return the request to the applicant pending further review upon
submission of additional information. This action will ensue if the request
is incomplete because it does not on its face contain all of the information
required under § 10619.1(a). Upon receipt of this additional information,
the review period may be extended up to forty five (45) days; or

Disapprove the request for HUD designation based on a substantive
review of the information submitted. The Department may disapprove a
request for HUD designation if:

Q) There is insufficient evidence to support the estimate that the
disease or condition for which the device is designed to treat or
diagnose affects or is manifested in fewer than four thousand
(4,000) people in the U.S. per year;

2) The Department determines that, for a diagnostic device, four
thousand (4,000) or more patients in the United States would be
subjected to diagnosis using the device per year; or

3) The Department determines that the patient population defined in
the request is not a medically plausible subset of a larger
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population.
The Department may revoke a HUD designation if the agency finds that:

(a) The request for designation contained an untrue statement of material fact
or omitted material information; or

(b) Based on the evidence available, the device is not eligible for HUD
designation.

The applicant shall submit two (2) copies of a completed, dated, and signed
request for HUD designation to the Department.

ORIGINAL APPLICATIONS

The applicant or an authorized representative shall sign the HDE. If the applicant
does not reside or have a place of business within the U.S., the HDE shall be
countersigned by an authorized representative residing or maintaining a place of
business in the U.S. and shall identify the representative's name and address.

Unless the applicant justifies an omission in accordance with § 10620.4, an HDE
shall include:

(a) A copy of or reference to the Department’s determination (in accordance
with § 10619) that the device qualifies as a HUD;

(b) An explanation of why the device would not be available unless an HDE
were granted and a statement that no comparable device (other than
another HUD approved under this section or a device under an approved
IDE) is available to treat or diagnose the disease or condition. The
application also shall contain a discussion of the risks and benefits of
currently available devices or alternative forms of treatment in the United
States; and

(©) An explanation of why the probable benefit to health from the use of the
device outweighs the risk of injury or illness from its use, taking into
account the probable risks and benefits of currently available devices or
alternative forms of treatment. Such explanation shall include a
description, explanation, or theory of the underlying disease process or
condition, and known or postulated mechanism(s) of action of the device
in relation to the disease process or condition.

All of the information required to be submitted under § 10606.2(b), except that:

(a) In lieu of the summaries, conclusions, and results from clinical
investigations required under §§ 10606.2(c)(5)(B), (c)(6), and (£)(2), the
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applicant shall include the summaries, conclusions, and results of all
clinical experience or investigations (whether adverse or supportive)
reasonably obtainable by the applicant that are relevant to an assessment
of the risks and probable benefits of the device; and

(b) In addition to the proposed labeling requirement set forth in § 10606.2(1)
the labeling shall bear the following statement:

“Humanitarian Device. Authorized by District of Columbia law for use in
the [treatment or diagnosis] of [specify disease or condition]. The
effectiveness of this device for this use has not been demonstrated.”; and

(©) The amount to be charged for the device and, if the amount is more than
two hundred fifty dollars ($250), a report by an independent certified
public accountant, made in accordance with the Statement on Standards
for Attestation established by the American Institute of Certified Public
Accountants, or in lieu of such a report, an attestation by a responsible
individual of the organization, verifying that the amount charged does not
exceed the costs of the device's research, development, fabrication, and
distribution. If the amount charged is two hundred fifty dollars ($250) or
less, the requirement for a report by an independent certified public
accountant or an attestation by a responsible individual of the organization
is waived.

If the applicant believes that certain information required under § 10620.2 is not
applicable to the device that is the subject of the HDE, and omits any such
information from its HDE, the applicant shall submit a statement that identifies
and justifies the omission. The statement shall be submitted as a separate section
in the HDE and identified in the table of contents. If the justification for the
omission is not accepted by the agency, the Department will so notify the
applicant.

Copies of all original HDE amendments and supplements, as well as any
correspondence relating to an HDE, must be sent or delivered to the Department.

HUMANITARIAN DEVICE EXEMPTION AMENDMENTS AND
RESUBMITTED HUMANITARIAN DEVICE EXEMPTIONS

An HDE or HDE supplement may be amended or resubmitted upon an applicant's
own initiative, or at the request of DOH, for the same reasons and in the same
manner as prescribed for PMAs in § 10607, except that the timeframes set forth in
§ 10607.3(a) and § 10607.4 do not apply.

If the Department requests an HDE applicant to submit an HDE amendment, and
a written response to the Department's request is not received within seventy-five
(75) days of the date of the request, the Department will consider the pending

137
010387



DISTRICT OF COLUMBIA VOL. 60 - NO. 30 JULY 12, 2013

10622

10622.1

10623

10623.1

10623.2

10624

10624.1

HDE or HDE supplement to be withdrawn voluntarily by the applicant.
Furthermore, if the HDE applicant, on its own initiative or at the Department’s
request, submits a major amendment as described in § 10607.3(a), the review
period may be extended up to seventy-five (75) days.

SUPPLEMENTAL APPLICATIONS

After the Department’s approval of an original HDE, an applicant shall submit
supplements in accordance with the requirements for PMAs under § 10608,
except that a request for a new indication for use of a HUD shall comply with
requirements set forth in § 10623. The timeframes for review of, and the
Department’s action on, an HDE supplement are the same as those provided in
§ 10625 for an HDE.

NEW INDICATIONS FOR USE

An applicant seeking a new indication for use of a HUD approved under this
section shall obtain a new designation of HUD status in accordance with § 10619
and shall submit an original HDE in accordance with § 10620.

An application for a new indication for use made under § 10620 may incorporate
by reference any information or data previously submitted to the Department
under an HDE.

FILING A HUMANITARIAN DEVICE EXEMPTION

The filing of an HDE means that the Department has made a threshold
determination that the application is sufficiently complete to permit substantive
review. Within thirty (30) days from the date an HDE is received by the
Department, the agency will notify the applicant whether the application has been
filed. The Department may refuse to file an HDE if any of the following applies:

(a) The application is incomplete because it does not on its face contain all the
information required under § 10620.2;

(b) The Department determines that there is a comparable device available
(other than another HUD approved under this section or a device under an
approved IDE) to treat or diagnose the disease or condition for which
approval of the HUD is being sought;

(c) The application contains an untrue statement of material fact or omits
material information; or

(d) The HDE is not accompanied by a statement of either certification or
disclosure, or both, as required by 21 C.F.R., part 54.
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The provisions contained in §§ 10610.2, 10610.3, and 10610.4 regarding
notification of filing decisions, filing dates, the start of the seventy-five (75) day
review period, and applicant's options in response to the Department’s refusal to
file decisions shall apply to HDEs.

TIME FRAMES FOR REVIEWING A HUMANITARIAN DEVICE
EXEMPTION

Within seventy-five (75) days after receipt of an HDE that is accepted for filing
and to which the applicant does not submit a major amendment, the Department
will send the applicant an approval order, an approvable letter, a not approvable
letter (under § 10626), or an order denying approval (under § 10627).

PROCEDURES FOR REVIEW OF A HUMANITARIAN DEVICE
EXEMPTION

The Department will begin substantive review of an HDE after the HDE is
accepted for filing under § 10624. The Department may refer an original HDE
application to a panel on its own initiative, and shall do so upon the request of an
applicant, unless the Department determines that the application substantially
duplicates information previously reviewed by a panel. If the HDE is referred to a
panel, the agency shall follow the procedures set forth under § 10611, with the
exception that the Department will complete its review of the HDE and the
advisory committee report and recommendations within seventy-five (75) days
from receipt of an HDE that is accepted for filing under § 10624 or the date of
filing as determined under § 10621, whichever is later. Within the later of these
two timeframes, the Department will issue an approval order under § 10626.2, an
approvable letter under § 10626.3, a not approvable letter under § 10626.4, or an
order denying approval of the application under § 10627.1.

The Department will issue to the applicant an order approving an HDE if none of
the reasons in § 10627 for denying approval of the application applies. The
Department will approve an application on the basis of draft final labeling if the
only deficiencies in the application concern editorial or similar minor efficiencies
in the draft final labeling. Such approval will be conditioned upon the applicant
incorporating the specified labeling changes exactly as directed and upon the
applicant submitting to the Department a copy of the final printed labeling before
marketing. The notice of approval of an HDE will be published by the
Department in accordance with the rules and policies applicable to PMAs
submitted under § 10606. Following the issuance of an approval order, data and
information in the HDE file will be available for public disclosure in accordance
with § 10602.2 through § 10602.10, as applicable.

The Department will send the applicant an approvable letter if the application
substantially meets the requirements of this section and the agency believes it can
approve the application if specific additional information is submitted or specific
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conditions are agreed to by the applicant. The approvable letter will describe the
information the Department requires to be provided by the applicant or the
conditions the applicant is required to meet in order to obtain approval. For
example, the Department may require as a condition to approval:

(a) The submission of certain information identified in the approvable letter
(such as, final labeling);

(b) Restrictions imposed on the device under 21 U.S.C. § 360j(e);
(c) Post-approval requirements; and

(d) A Department inspection that finds the manufacturing facilities, methods,
and controls in compliance with Chapter 106 and, if applicable, that
verifies records pertinent to the HDE.

The Department will send the applicant a not approvable letter if the agency
believes that the application may not be approved for one (1) or more of the
reasons given in § 10627. The not approvable letter will describe the deficiencies
in the application and, where practical, will identify measures required to place
the HDE in approvable form. The applicant may respond to the not approvable
letter in the same manner as permitted for not approvable letters for PMAs under
§ 10611.9, with the exception that if a major HDE amendment is submitted, the
review period may be extended up to seventy-five (75) days.

The Department will consider an HDE to have been withdrawn voluntarily if:

(a) The applicant fails to respond in writing to a written request for an
amendment within seventy-five (75) days after the date DOH issues such
request;

(b) The applicant fails to respond in writing to an approvable or not
approvable letter within seventy-five (75) days after the date the
Department issues such letter; or

(©) The applicant submits a written notice to the Department that the HDE has
been withdrawn.

DENIAL OF APPROVAL OR WITHDRAWAL OF APPROVAL OF A
HUMANITARIAN DEVICE EXEMPTION

The Department may deny approval or withdraw approval of an application if the
applicant fails to meet the requirements of 21 U.S.C. § 360j(m) or of any
condition of approval imposed by an IRB or by the Department, or any post-
approval requirements imposed under § 10631. In addition, the Department may
deny approval or withdraw approval of an application if, upon the basis of the
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information submitted in the HDE or any other before the agency, the Department
determines that:

(a)

(b)

©

(d)

()

®

€9)

()

(i)

There is a lack of a showing of reasonable assurance that the device is safe
under the conditions of use prescribed, recommended, or suggested in the
labeling thereof;

The device is ineffective under the conditions of use prescribed,
recommended, or suggested in the labeling thereof;

The applicant has not demonstrated that there is a reasonable basis from
which to conclude that the probable benefit to health from the use of the
device outweighs the risk of injury or illness, taking into account the
probable risks and benefits of currently available devices or alternative
forms of treatment;

The application or a report submitted by or on behalf of the applicant
contains an untrue statement of material fact, or omits material
information;

The device's labeling does not comply with the requirements in Chapter
103;

A nonclinical laboratory study that is described in the HDE and that is
essential to show that the device is safe for use under the conditions
prescribed, recommended, or suggested in its proposed labeling, was not
conducted in compliance with the good laboratory practice regulations and
no reason for the noncompliance is provided or, if it is, the differences
between the practices used in conducting the study and the good
laboratory practice regulations do not support the validity of the study;

Any clinical investigation involving human subjects described in the HDE,
subject to the institutional review board regulations in § 10631 or the
informed consent regulations in 21 C.F.R., part 50, was not conducted in
compliance with those regulations such that the rights or safety of human
subjects were not adequately protected;

The applicant does not permit an authorized Department employee an
opportunity to inspect at a reasonable time and in a reasonable manner the
facilities and controls, and to have access to and to copy and verify all
records pertinent to the application; or

The device's HUD designation should be revoked in accordance with
§ 10619.3.
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10627.2

10627.3

10627.4

10628

10628.1

10629

10629.1

10629.2

10629.3

If the Department issues an order denying approval of an application, the agency
will comply with the same notice and disclosure provisions required for PMAs
under §§ 10612.2 and 10612.4, as applicable.

The Department will issue an order denying approval of an HDE after an
approvable or not approvable letter has been sent and the applicant. The
following also applies:

(a) Submits a requested amendment but any ground for denying approval of
the application under § 10627.1 still applies;

(b) Notifies the Department in writing that the requested amendment will not
be submitted; or

(©) Petitions for review under 21 U.S.C. § 360e(d)(3) by filing a petition in
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