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HIV ORGAN POLICY EQUITY ACT

JuLy 30, 2013.—Committed to the Committee of the Whole House on the State of
the Union and ordered to be printed

Mr. UPTON, from the Committee on Energy and Commerce,
submitted the following

REPORT

[To accompany H.R. 698]

[Including cost estimate of the Congressional Budget Office]

The Committee on Energy and Commerce, to whom was referred
the bill (H.R. 698) to amend the Public Health Service Act to estab-
lish safeguards and standards of quality for research and trans-
plantation of organs infected with human immunodeficiency virus
(HIV), having considered the same, report favorably thereon with-
out amendment and recommend that the bill do pass.
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PURPOSE AND SUMMARY

H.R. 698, the HIV Organ Policy Equity Act, was introduced on
February 14, 2013, by Rep. Lois Capps (D-CA) and subsequently
referred to the Committee on Energy and Commerce.

The legislation would amend the Public Health Service Act to lift
the ban on the transplantation of organs infected with the human
immunodeficiency virus (HIV). The legislation also would require
the establishment of standards for the research and transplan-
tation of organs infected with HIV.

BACKGROUND AND NEED FOR LEGISLATION

Congress passed the National Organ Transplant Act (NOTA) in
1984 to guide organ donation and transplantation. In 1988, NOTA
was amended to include a ban on the transplantation of organs in-
fected with HIV.

Today, medical advances in HIV treatment have improved and
extended the lives of HIV patients, but also have increased the
need for organ donations. Research is needed to fully evaluate the
safety and efficacy of organ transplantation between individuals
with HIV.

H.R. 698, the “HIV Organ Policy Equity Act,” would lift the ban
on acquiring HIV infected organs and conduct research to set
standards for their use in transplantation provided that such
standards ensure that HIV-infected organs are transplanted only
into individuals who are already infected with the HIV virus. The
legislation also would direct the Secretary of the Department of
Health and Human Services (HHS) to develop and implement
standards for research on the transplantation of HIV-infected or-
gans. The Secretary would annually review the results of this re-
search and, if warranted, direct the Organ Procurement and Trans-
plantation Network (OPTN) to revise its quality standards related
to the transplantation of HIV-infected organs. In addition, the leg-
islation would amend the Federal criminal code to specify that an
HIV-infected organ donation does not violate the prohibition in
Federal law if the donation is made consistent with this legislation.

HEARINGS

The Committee on Energy and Commerce has not held hearings
on the legislation.

COMMITTEE CONSIDERATION

On July 17, 2013, the full Committee met in open markup ses-
sion and approved H.R. 689 by unanimous consent.

COMMITTEE VOTES

Clause 3(b) of rule XIII of the Rules of the House of Representa-
tives requires the Committee to list the record votes on the motion
to report legislation and amendments thereto. A motion by Mr.
Upton to order H.R. 698, reported to the House, without amend-
ment, was agreed to be a unanimous consent. There were no record
votes taken in connection with ordering H.R. 698 reported.
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COMMITTEE OVERSIGHT FINDINGS

Pursuant to clause 3(c)(1) of rule XIII of the Rules of the House
of Representatives, the Committee has not held oversight or legis-
lative hearings on this legislation.

STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES

The goal of the legislation is to study and set standards of qual-
ity for research and transplantation of organs infected with HIV.

NEW BUDGET AUTHORITY, ENTITLEMENT, AND TAX EXPENDITURES

In compliance with clause 3(c)(2) of rule XIII of the Rules of the
House of Representatives, the Committee finds that H.R. 698, the
“HIV Organ Policy Equity Act,” would result in no new or in-
creased budget authority, entitlement authority, or tax expendi-
tures or revenues.

EARMARK, LIMITED TAX BENEFITS, AND LIMITED TARIFF BENEFITS

In compliance with clause 9(e), 9(f), and 9(g) of rule XXI of the
House of Representatives, the Committee finds that H.R. 698, the
“HIV Organ Policy Equity Act,” contains no earmarks, limited tax
benefits, or limited tariff benefits.

COMMITTEE COST ESTIMATE

The Committee adopts as its own the cost estimate prepared by
the Director of the Congressional Budget Office pursuant to section
402 of the Congressional Budget Act of 1974.

CONGRESSIONAL BUDGET OFFICE ESTIMATE

Pursuant to clause 3(c)(3) of rule XIII of the Rules of the House
of Representatives, the following is the cost estimate provided by
the Congressional Budget Office pursuant to section 402 of the
Congressional Budget Act of 1974:

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,
Washington, DC, July 19, 2013.
Hon. FRED UPTON,
Chairman, Committee on Energy and Commerce,
House of Representatives, Washington, DC.

DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-
pared the enclosed cost estimate for H.R. 698, the HIV Organ Pol-
icy Equity Act.

If you wish further details on this estimate, we will be pleased
to provide them. The CBO staff contact is Lisa Ramirez-Branum.

Sincerely,
Douglas W. Elmendorf.
Enclosure.
H.R. 698—HIV Organ Policy Equity Act

H.R. 698 would amend provisions of the Public Health Service
Act that authorize the Secretary of the Department of Health and
Human Services (HHS) to establish guidelines and quality stand-
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ards for conducting research relating to donated organs and for ac-
quiring and procuring such organs.

The bill would remove a provision in current law that prohibits
the acquisition and procurement of donated organs that are in-
fected with the virus that causes acquired immune deficiency syn-
drome. H.R. 698 also would require the Secretary of HHS to de-
velop guidelines for conducting research relating to organ trans-
plants from donors who are infected with the human immuno-
deficiency virus (HIV). The Secretary would be required to annu-
ally review the results of the research to determine whether the re-
sults warrant revising the quality standards for acquiring and pro-
curing donated organs. Finally, the bill would authorize the Sec-
retary to establish standards for acquiring and procuring donated
organs that are infected with HIV, provided that any such stand-
ards ensure that an organ infected with HIV may be transplanted
only into individuals who are infected with HIV before receiving
such organ.

To implement H.R. 698, CBO estimates that HHS would incur
administrative costs of less than $500,000 annually and about $1
million over the 2014-2018 period. Any such costs would be subject
to the availability of appropriated funds. Pay-as-you-go procedures
do not apply to this legislation because it would not affect direct
spending or revenues.

The bill contains no intergovernmental or private-sector man-
dates as defined in the Unfunded Mandates Reform Act.

On May 22, 2013, CBO transmitted a cost estimate for S. 330,
the HIV Organ Policy Equity Act, as reported by the Senate Com-
mittee on Health, Education, Labor, and Pensions on March 20,
2013. The two pieces of legislation are similar.

H.R. 698 would require the Secretary to issue guidelines, and re-
view research more quickly than as required under S. 330. How-
ever, CBO estimates that administrative costs would be roughly
the same—about $1 million over five years—for implementation of
either H.R. 698 or S. 330.

The staff contact for this bill is Lisa Ramirez-Branum. The esti-
mate was approved by Peter H. Fontaine, Assistant Director for
Budget Analysis.

FEDERAL MANDATES STATEMENT

The Committee adopts as its own the estimate of Federal man-
dates prepared by the Director of the Congressional Budget Office
pursuant to section 423 of the Unfunded Mandates Reform Act.

DUPLICATION OF FEDERAL PROGRAMS

No provision of H.R. 698, the “HIV Organ Policy Equity Act,” es-
tablishes or reauthorizes a program of the Federal Government
known to be duplicative of another Federal program, a program
that was included in any report from the Government Account-
ability Office to Congress pursuant to section 21 of Public Law
111-139, or a program related to a program identified in the most
recent Catalog of Federal Domestic Assistance.
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DISCLOSURE OF DIRECTED RULE MAKINGS

The Committee estimates that enacting H.R. 698, the “HIV
Organ Policy Equity Act,” would not direct specific rule making
within the meaning of 5 U.S.C. 551.

ADVISORY COMMITTEE STATEMENT

No advisory committees within the meaning of section 5(b) of the
Federal Advisory Committee Act were created by this legislation.

APPLICABILITY TO LEGISLATIVE BRANCH

The Committee finds that the legislation does not relate to the
terms and conditions of employment or access to public services or
accommodations within the meaning of section 102(b)(3) of the Con-
gressional Accountability Act.

SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short title
This Act may be cited as the “HIV Organ Policy Equity Act.”

Section 2. Amendments to the Public Health Service Act

Section 2 would strike language in the Public Health Service Act
that prohibits the acquisition of HIV-infected organs. It also would
clarify that the Organ Procurement and Transplantation Network
(OPTN) may adopt and implement standards with respect to HIV-
infected organs, provided such standards ensure that HIV-infected
organs are transplanted only into individuals who are already in-
fected with the HIV virus.

In addition, this section would direct the HHS Secretary, not
later than one year after enactment, to develop and publish guide-
lines for research on the transplantation of HIV-infected organs.
The OPTN would revise its standards of quality for HIV-infected
organs, and the Secretary would revise relevant regulations based
on these guidelines. Not later than two years after the date of en-
actment, and annually thereafter, the Secretary would review the
results of the research to determine if the OPTN quality standards
on the transplantation of HIV-infected organs should be further re-
vised. If such a finding is made, the Secretary is required to direct
the OPTN to make such revisions.

Section 3. Conforming Amendment to Title XVII of the United
States Code

This section would amend the Federal criminal code to specify
that an HIV-infected organ donation does not violate the prohibi-
tion in Federal law if the donation is made consistent with this leg-
islation.

CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

In compliance with clause 3(e) of rule XIII of the Rules of the
House of Representatives, changes in existing law made by the bill,
as reported, are shown as follows (existing law proposed to be omit-
ted is enclosed in black brackets, new matter is printed in italic,
existing law in which no change is proposed is shown in roman):
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PUBLIC HEALTH SERVICE ACT

* k & & * k &

TITLE III—GENERAL POWERS AND DUTIES OF PUBLIC
HEALTH SERVICE

* * * * * * *

PART H—ORGAN TRANSPLANTS

ORGAN PROCUREMENT ORGANIZATIONS
SEC. 371. (a) * * *

(b)(1) * * *

* * * * * * *
(3) An organ procurement organization shall—

* * * * * * *

(C) arrange for the acquisition and preservation of donated
organs and provide quality standards for the acquisition of or-
gans which are consistent with the standards adopted by the
Organ Procurement and Transplantation Network under sec-
tion 372(b)(2)(E), [including arranging for testing with respect
to preventing the acquisition of organs that are infected with
the etiologic agent for acquired immune deficiency syndromel
including arranging for testing with respect to identifying or-
gans that are infected with human immunodeficiency virus

(HIV),

* * & * * * &

ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK

SEC. 372. (a) * * *

(b)(1) * * *

(2) The Organ Procurement and Transplantation Network
hall—
sha (A) L

* * * * * * *

(E) adopt and use standards of quality for the acquisition
and transportation of donated organsl, including standards for
preventing the acquisition of organs that are infected with the
etiologic agent for acquired immune deficiency syndromel,

* * *k & * * *k

(3) CLARIFICATION.—In adopting and using standards of
quality under paragraph (2)(E), the Organ Procurement and
Transplantation Network may adopt and use such standards
with respect to organs infected with human immunodeficiency
virus (HIV), provided that any such standards ensure that or-
gans infected with human immunodeficiency virus may be
transplanted only into individuals who are infected with such
virus before receiving such organ.

* * *k & * * *k
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SEC. 377E. GUIDELINES, STANDARDS, AND REGULATIONS WITH RE-
SPECT TO ORGANS INFECTED WITH HIV.

(a) IN GENERAL.—Not later than 1 year after the date of the en-
actment of the HIV Organ Policy Equity Act, the Secretary shall de-
velop and publish guidelines for the conduct of research relating to
transplantation of organs from donors infected with human im-
munodeficiency virus (in this section referred to as “HIV”).

(b) CORRESPONDING CHANGES TO STANDARDS AND REGULATIONS
APPLICABLE TO RESEARCH.—Not later than 1 year after the date of
the enactment of the HIV Organ Policy Equity Act, to the extent de-
termined by the Secretary to be necessary to allow the conduct of re-
search in accordance with the guidelines developed under subsection
(a)—

(1) the Organ Procurement and Transplantation Network
shall revise the standards of quality adopted under section
372(b)(2)(E); and

(2) the Secretary shall revise section 121.6 of title 42, Code of
Federal Regulations (or any successor regulations).

(¢c) REVISION OF STANDARDS AND REGULATIONS GENERALLY.—Not
later than 2 years after the date of the enactment of the HIV Organ
Policy Equity Act, and annually thereafter, the Secretary, shall—

(1) review the results of scientific research in conjunction with
the Organ Procurement and Transplantation Network to deter-
mine whether the results warrant revision of the standards of
quality adopted under section 372(b)(2)(E) with respect to do-
nated organs infected with HIV and with respect to the safety
of cross-strain transplantation;

(2) if the Secretary determines under paragraph (1) that such
results warrant revision of the standards of quality adopted
under section 372(b)(2)(E) with respect to donated organs in-
fected with HIV and with respect to cross-strain transplan-
tation, direct the Organ Procurement and Transplantation Net-
work to revise such standards, consistent with section 372 and
in a way that ensures the changes will not reduce the safety of
organ transplantation; and

(3) in conjunction with any revision of such standards under
paragraph (2), shall revise section 121.6 of title 42, Code of Fed-
eral Regulations (or any successor regulations) for consistency
with such standards.

* * & & * * &

TITLE 18, UNITED STATES CODE

* * *k & * * *k

PART I—CRIMES

* * & * * * *

CHAPTER 51—HOMICIDE

* * *k & * * *k
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§1122. Protection against the human immunodeficiency
virus

(a) kosk sk
% * * % % * *

(d) EXCEPTION.—An organ donation does not violate this section
if the donation is in accordance with all applicable guidelines and
regulations of the Secretary made under section 377E of the Public
Health Service Act.

* * * * * * *
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July 22,2013

The Honorable Fred Upton

Chairman

Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, D.C. 20515

Dear Chairman Upton,

I am writing with respect to H.R. 698, the “HIV Organ Policy Equity Act,” which the
Committee on Energy and Commerce reported favorably on July 17, 2013, As a result of your
having consulted with us on provisions in H.R. 698 that fall within the Rule X jurisdiction of the
Committee on the Judiciary, I agree to discharge our Committee from further consideration of
this bill so that it may proceed expeditiously to the House floor for consideration.

The Judiciary Committee takes this action with our mutual understanding that by
foregoing consideration of H.R. 698 at this time, we do not waive any jurisdiction over subject
matter contained in this or similar legislation, and that our Committee will be appropriately
consulted and involved as the bill or similar législation moves forward so that we may address
any remaining issues in our jurisdiction. Our Committee also reserves the right to seek
appointment of an appropriate number of conferees to any House-Senate conference involving
this or similar legislation, and asks that you support any such request,

1 would appreciate a response to this letter confirming this understanding with respect to
H.R. 698, and would ask that a copy of our exchange of letters on this matter be included in the
Congressional Record during Floor consideration of HR. 698,

Sincerely,

ot Goodlatie
Chairman
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Hon. Fred Upton
July 22, 2013
Page 2

cc: The Honorable John Conyers, Jr.
The Honorable Henry Waxman
The Honorable John Boehner, Speaker
Mr. Thomas J. Wickham, Jr., Parliamentarian
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FRED UPTON, MICHIGAN HENRY A, WAXMAN, CALIFORNIA
CHAIRMAN RANKING MEMBER

ONE HUNDRED THIRTEENTH CONGRESS

Congress of the United States

PBouge of Repregentatives

COMMITTEE ON ENERGY AND COMMERCE

2125 Ravsurn House Orrice Buioing
Wasmingron, DC 20515-6115

Majority {202} 226-2927
Minority {202} 226-2641

July 23,2013

The Honorable Bob Goodlatte
Chairman

Committee on the Judiciary

2138 Rayburn House Office Building
Washington, D.C. 20515

Dear Chairman Goodlatte,

Thank you for your letter regarding H.R. 698, the “HIV Organ Policy Equity Act.” As
you noted, there are provisions of the bill that fall within the Rule X jurisdiction of the

Committee on the Judiciary.

1 appreciate your willingness to forgo action on H.R. 698, and I agree that your decision
is not a waiver of any of the Committee on the Judiciary’s jurisdiction over the subject matter
contained in this or similar legislation, and that the Committee will be appropriately consulted
and involved as the bill or similar legislation moves forward to address any remaining issues in
the Committee’s jurisdiction. In addition, I understand the Committee reserves the right to seek
the appointment of conferees to any House-Senate conference involving this or similar
legislation, for which you will have my support.

1 will include a copy of your letter and this response in the Congressional Record during
consideration of H.R. 698 on the House floor.

Sincerely,

24

Fred Upton
Chairman

O
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