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* OFFERED BY MRS. CHRISTENSEN OF THE VIRGIN ISLANDS,

MR. INSLEE OF WASHINGTON,
MR. WALDEN OF OREGON AND
MR. UPTON OF MICHIGAN

[AINS-EC_ 0011

Strike each of subsections (a) through (f) of the sec-

tion 1181 of the Social Security Aet, added by section

1401 (relating to comparative effectiveness research), and

insert the following (and redesignate ay subsequent sub-

section appropriately):

1 “(a) DEFINITIONS.—In this seetion:
2. “(1) BOARD.—The term ‘Board’ means the
3 Board of Governors established uﬁder subse‘(‘ztion ().
4 “(2) COMPARATIVE CLINICAL EFFECTIVE-
5 NESS RESEARCH.——
6 “(A) IN GENERAL—The term ‘compara-
7. tive clinical effectiveness research’ means re-
8 search evaluating and comparing the clinical ef-
9 fectiveness, risks, and benefits of 2 or more
10 medical treatments, serviees, and items de-
i1 écribed in subparagraph (B).
12 “(B) MEDICAL TREATMENTS, SERVICES,
13 AND ITEMS DESCRIBED.—The medical treat-
14 ments, Selﬁces, and items described m this sub-
f:AVHLC\071909971909.028.xml (445365I1.)
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paragraph are health care interventions, proto-
cols for treatment, procedures, medical devices,
diagnostic tools, pharmaceuticals (including
drugs and biologicals), and any other processes
or items being used in the treatment and diag-
nosis of, or prevention of illness or injury in,
patients.

“(3) COMPARATIVE EFFECTIVENESS RE-
SEARCH.—The term ‘eomparatiﬁe effectiveness re-
search’ means research evaluating and comparing
the implications and outeomes of 2 or more health
care strategies to address a particular medical condi-
tion.

“(4) CONFLICTS oF INTEREST.—The term
fconﬂicts of interest’ means associations, iﬁcluding
financial and personal, that may be reasonably as-
sumed to have the potential to bias an individual’s
decisions in matters related to the Institute or the
conduct of activities under this section. | »

“(5) INSTITUTE.—The term ‘Institute’
means the Health Care Comparative Effectiveness
Research Institute established wunder subsection
(b)(1).

“(b) HEALTH CARE COMPARATIVE EFFECTIVENESS

25 RESEARCH INSTITUTE.—

fAVHLC\071909\07 1909.028.xml (44536511)
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3
“(1) ESTABLISHMENT.—There is author-

ized to be established a nonprofit corporation, to be
known as the ‘Health Care Comparafive Effective-
ness Research Institute’ which is neither an agency
nor establishment of the United States Government.
“(2) APPLICATION oF PROVISIONS.—The In-
stitute shall be subject to the provisions of this sec-
tion, and, to the extent consistent with this section,
to the District of Columbia Nonprofit Corporation
Act. |

“(3) FUNDING OF COMPARATIVE EFFECTIVE-

NESS RESEARCH.—For fiscal year 2009 and each

subsequent fiscal year, amounts in the Combarative
Effectiveness Research Trust Fund (referred to in
this section as the \CERTF’) under section 9511 of
the Internal Revenue Code of 1986 shall be avail-
able, without ﬁlrﬁher apprOpriation, to the Institute
to carry out this section.

“(¢) PURPOSE.—The purpose of the Institute is to

improve health care delivered to individuals in the United
States by advancing the quality and thoroughness of evi-
dence concerning the manner in which diseases, disorders,
and other health conditions can effectively and appro-
priately be prevented, diagnosed, treated, and managed

clinically through research and evidence synthesis, and the

f:\VHLC\071909\071909.028.xml| (445365!1)
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1 dissemination of research findings with respect to the rel-
2 ative outcomes, effectiveness, and appropriateness of the
3 medical treatments, services, and items described in sub-
4 section (a)(2)(B).

5 “(d) DUTIES.—

6 “(1) IDENTIFYING RESEARCH PRIORITIES
7 AND ESTABLISHING RESEARCH PROJECT AGENDA.—
8 “(A) IDENTIFYING RESEARCH PRIOR-
9 ITIES.—The Institute shaH identify national
10 priorities for comparative clinical effectiveness .
11 research, taking into account factors, includ-
12 ing—

13 “(i) disease incidence, prevalence, and
14 burden in the United States;

15 “(i1) evidence gaps In terms of clinical
16 outcomes;

17 “(ui) practice variations, including
18  variations in delivery and outeomes by ge-
19 ~ ography, treatment site, provider type, and -
20 racial and ethnic background and gender;
21 “(iv) the potential for new evidence
22 concerning certain categories of health Qafe
23 services or treatments to improve patient
24 health and well-being, and the quality of
25 care; and |

fAVHLC\071909\071 909.028.xm|" (445365!1)
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“(v) the effect or potential for an ef-

fect on health expenditures associated with

a health condition or the use of a par-
ticular medical treatment, service, or item.

“(B) ESTABLISHING RESEARCH

PROJECT AGENDA.—

“G1) In GENERAL.—The Institute shall

establish and update a research project |

agenda to address the priorities identified

under subparagraph (A), taking into con-
sideretion the types of research that might
address each priority and the relative value
(determined based on the cost of con-
ducting such research compared to the po-

tential usefulness of the information pro-

~duced by such research) associated with

such different types of research, and such
other factors as the Institute determines
appropriate.

“(11) CONSIDERATION OF NEED TO
CONDUCT A SYSTEMATIC REVIEW.—In es-
tablishing and wupdating the research
project agenda under clause (i), the Insti-
tute shall consider the need to conduct a

systematic review of existing research (in-

(44538511)
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cluding research on comparative effective-
ness conducted with funds provided under
division A of Public Law 111-5) before
providing for the eonduct of new researéh
under paragraph (2)(A).

“(2) CARRYING OUT RESEARCH PROJECT

AGENDA.—

“(A) COMPARATIVE CLINICAL EFFEC--
TIVENESS RESEARCH.—In carrying out the re-
search project agenda established under para-
graph (1)(B), the Institute shall provide for the
conduct of appropriate research and .the' syn-
thesis of evidence, in accordance with the meth—
odological standards adopted under paragraph
(9), using methbds, including the following:

“(1) Systematic reviews and assess-
ments of existing research and evidence.

“(1) Clinical research, such as ran-
domized controlled trials and observational
studies.

“(i11) Any other methodologies rec-'
ommended by the methodology committee |
established under paragraph (6) that are
adoptéd by the Board under paragraph

(9).

(445365!1)
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“(B) CONTRACTS WITH FEDERAL AGEN-

CIES AND INSTRUMENTALITIES.—

“(i) IN GENERAL.—The Institute may
enter into contracts with agencies and in-
strumentalities of the Federal Government
that have experience in conducting com-
parative clinical effectiveness research,
such as the Agency for Healthcare Re-
search and Quality and the National Cen-
ter on Minority Health and Health Dis-
parities at the National Institutes of
Health, for the managément and conduct
of research in accordance with the research
project agenda established under para-
graph (1)(B), to the extent that such con-
tracts are authorized under the governing
statutes of such agencies and'instru'mentai—
ities.

“(i1) CONTRACTS WITH OTHER EN-
TITIES.—The Institute may enter into con-
tracts with appropriate private sector re-
search or study-conducting entities for the
conduet of research described 1n clause (1).

“()) CONDITIONS FOR  CON-

TRACTS.—A contract entered into under

(445365M1)
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1 this subparagraph shall require that the
2 agency, instrumentality, or other entity—
3 “(I) abide by the transparency
4 and conflicts of -interest requirements
5 | that apply to the Institute with re-
6 spect to the research managed or con-
7 ducted under such contract;

8 “(I1) comply with the methodo-
9 logical standards adopted under para-
10 graph (9) with respect to such re-
11 search; and

12 | “(III) take 1into consideration
13 public éomments on the study design
14 that are transmitted by the Institute
15 to the agency, instmmeﬁtality, or
16 other entity under subseetion (1)(1)
17 ‘during the finalization of the study
18 design and transmit responses to such
19 comments to the Institute, which will
20 publish such comments, responses,
21 and finalized study design in accord-
22 ance with paragraph (7)(C) prior to
23 the conduct of such research.

24 “(iv) COVERAGE oF COPAfMENTS
25 OR COINSURANCE.—A contract entered

FAVHLC\071909\071909.028.xml  (44536511)
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into under this subparagraph may allow
for the coverage of copayments or co-insur-
ance, or allow for other appropriate meas-
uré‘s, to the extent that such coverage or
other measures are necessary to preserve
the validity of a research project, such as
in the case where the research projéct
must be blinded.

“(C) REVIEW ANb UPDATE OF EVI-
DENCE.—The Institute shall review and update
evidence on a periodic basis, in order to take
iﬁto account new research and evolving evidence
as they become available, as appropriate.

(D) TAKING INTO ACCOUNT POTENTIAL
DIFFERENCES.—Research shall—

“(i) be designed, as appropriate, to
take into account the potential for dif-
ferences in the effectiveness of health care

" treatments, sérvices, and items as used -
with various subpopulations, such as racial
and ethnic minorities, women, different age
groups, and individuals with different

comorbidities; and

(44536511)
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“(i1) include women and racial and
ethnic minorities as subjects In the re-
search as feasible and appropriate.

“(3) DATA COLLECTION.—

“(A) IN GENERAL.—The Secretary shall,
with appropriate safeguards for privacy, make
available to the Institute such data collected by
the Centers for Medicare & Medicaid Serﬁces
uhder the programs under tjtles XVIII, XIX,
and XXI as the Institute may require to carry
out this section. The Institute may also request
and, if such request is granted, obtain data
from Federal, State, or priyate entities.

“(B) USE OF DATA.—The Institute shall
only use data brovided to the Institute under
subparagraph (A) in accordance with laws and
regulations governing the release and use of
such data, including applicable confidentiality
and privacy standards.

“(4) APPOINTING ADVISORY PANELS.—

“(A) IN GENERAL.—The Institute may ap-
point permanent or ad hoc advisory panels as
determined appropriate by the Institute to as-
sist in the establishment and carrying’ out of

the research project agenda under paragraphs

(445365/1)
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(1) and (2), respectively. Panels may advise or
guide the Institute in matters such as identi-
fying gaps in and updating medical evidence
and idehtitying research priorities and potential
study designs in order to ensure that the infor-
mation produced from such research is clinical}y
relevant to decisions made by clinicians and pa-
tients at the point of care and may provide ad-
vice throughout the conduct of research. -

“(B) COMPOSITION.—An advisory panel
appointed under subparagraph (A) shall include
representatives of clinicians and patients and
may include experts in scientific and health
services research, health services delivery, and
the manufaeturé of health items who have expe-
rience in the relevant topie, project, or category
‘for which the panel is established.

“(5) ESTABLISHING METHODOLOGY COM-

MITTEE.—

“(A) IN GENERAL.—The Institute shall es-
tablish a standing methodology commitfee to
carry out the funcﬁons described in subpara-
graph (C).

“(B) APPOINTMENT AND COMPOSI-

TION.—Members shall be appointed to the

(44536511)
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methodology committee established under sub-

‘paragraph (A) by the Comptroller ‘General of

the United States. Members appointed to the

methodology committee shall be experts in their

. scientifie field, such as health services research,

health disparity research, clinical research, com-
parative effectiveness research, biostatistics,
5nd research \methodologies. Stakeholders with
such expertise may be appointed to the method-
ology committee.

~“(C) FUNCTIONS.—Subject to subpara-
graph (D), the methodology committee shall
work to develop and improve the science of
comparative effectiveness research byn under-
taking the folloﬁng activities:

(1) Not later than 1 year after the
date on which the members of the method-
ology committee are appbinted under sub-
paragraph (B), developing and periodically
updating methodolog'ical standards regard-
ing outcomes measures, risk adjustment,
statistical protocols, evaluaﬁon of evidence,
conduct. of research, and other aspeets of
research and assessment to be used when

conducting research on comparative clinical

(4453651)
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effectiveness (and procedures for the use of
such standards) in order to help ensure ac-
curate and effective comparisons. Such
standards shall also includé methods by
which new inforﬁlation, data, or advances
in 'technolog’y are considered and incor-
porated into ongoing research projects by
the Institute, as appropriate. Tn developing
and updating methodolog'iczﬂ standards
under this clause, the methodology com-
mittee shall ensure that suéh standards are
scientifically based.

“(ii) Not later than 2 years after such

date, examining the following:

“(I) Methods by which various
aspects of the health care delivery Sys-
tem (such as benefit design ahd per-
formance, and health services orgzini-
zation, management, and delivery)
could be assessed and compared for
their relative effectiveness, benefits,
risks, advantages, and disadvantages
in a écientiﬁcally valid and standard-

ized way.

(445365!1)
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“(II) Methods by which cost-ef-

fectiveness and value could be as-

sessed in a scientifically valid and

standardized way.
“(D) CONSULTATION AND CONDUCT OF |
EXAMINATIONS.— ,

“1) In GENERAL.-——SubjeCt to clause
(iii), in undertaking the activities described
in subparagraph (C), the methodology
committee shall—

“(I) consult or contract with 1 or
more of the entities described in
clause (i1); and |

“(II) consult with stakgholders
and other entities knowledgeable in
relevant fields, as appropriate.

“(ii) ENTITIES DESCRIBED.—The
following éntifies are described in this
clause:

“(I) The Institute of Medicine of
the National Academies.

“(I1) The Agency for Healtheare -
Research and Quality.

“(III) The National Center on
Minority Health and Health Dispari-

(44536511)
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ties and other Centers or Institutes at

the National Institutes of Health.

“(m) CONDUCT OF EXAMINA-
TIONS.—The methodology commit:cee shall
contract with the Institute of Medicine of
the National Academies for the conduet of
the examinations described in subclauses
(I) and (IT) of subparagraph (C)(ii). -

“(E) REPORTS.— The methodology com-
mittee shall submit reports to the Board on the
committee’s performance of the functions de-
seribed in subparagraph (C). Repofts submitted
under the preceding sentence with respeet fo
the fuﬁetions described in clause (i) Vaof such
subparagraph éhail contain .recommendations—

“(i) for the Institute to adopt meth-
odological standards developed and wup-
dated by the methodology committee under
such subparagraph; and A.

“Gi) for such other action as the
methodology committee determines is nee-
essary to comply with such methodological
standards.

“(6) PROVIDING FOR A PEER-REVIEW PROC-

ESS.—

(44536511)
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“(A) IN GENERAL.—The Institute shall en-
sure that there is a process for peer review of
the research conducted wunder this seetion.r
Under such process— (i) evidence from re-

search conducted under this section shall be re-

“viewed to assess scientific integrity and adher-

ence 0 rﬁethodol_ogi@al standards adopted under
paragraph (8); and (i) a list of the names of

individuals contributing to any peer-review

| process during the preceding year or years shall

be made pliblic and included in annual reports
in accordance with paragraph (10)(D).

“(B) COMPOSITION.—Such peer-review
process shall have been designed in a manner so
as to avoid bias and confliets of interest on the
part of the reviewers and shall be composed of
experts in the scientific field relevant to the re-
search under review.

“(C) USE OF EXISTING PROCESSES.—In
the case where the Institute enters into a con—"
tract or other agreement with another entity for
the conduct or management of research under
this section, the Institute may utilize the peer-

review process of such entity if such process

(44536511)
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meets the requirements under subparagraphs

(A) and (B).

(7) DISSEMINATION OF RESEARCH FIND-

INGS.—

“A) IN GENERAL.—The Institute shall
disseminate research findings to clinicians, pa-
tients, and the general public in accordance
with the dissemination protocols and strategies
adopted under paragraph (8). Research findings
disseminated—

“(1) shall convey findings of research
so that they are comprehensible and useful
to patients and providers in making 4health
care decisions;

“(1) shall discuss findings and other
considerations specific to certain  sub-
populations, risk  factors, and
comorbidities, as appropriate;

“(311) 'Vshall include considefations such
as limitations of research and what further
research may be needed, as appropriate;v

“(iv) shall not include practice guide-
lines or policy recommendations; and

“(v) shall not include any data the

dissemination of which would violate the

(445365]1)
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privacy of research participants or violate
any confidentiality agreements made with
.respect to the use of data under this sec-
tion.

“(B) DISSEMINATION PROTOCOLS AND’
STRATEGIES.—The Institute shall develop pro-
toeols and strateg'ies for the appropriate dis-
semination of research findings in order to en-
sure effective communication of such findings
and the use and incorporation of such findings
into relevant activities for the purpose of in-
forming higher quality and more effective and
efficient decisions regarding‘ medical treat-
ments, services, and items. In developing and
adopting such iorotocols and strategies, the In-
stitute shall consult with stakeholders con-

cerning the types of dissemination that will be

~ most useful to the end users of the information

and may provide for the utilization of multiple
formats for conveying findings to different audi-
ences. | _

“(C) PUBLIC AVAILABILITY.—The Insti-
tute shall make available to the public and dis-
close through the official public Internet website

of the Institute, and through other forums and

(44536511)
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1 media the Institute determines appropriate, the
2 following:

3 “(1) The process and methods for the
4 conduet of research under this section, in-
5 cluding— |

6 “(I) the identity of the entity
7 condueting such research;

8 “1I) any links the entity has to
9 industry (including such links that are
10 ‘not directly tied to the particular re-
11 search being cbnducted under this sec-
12 tion); '.

13 “(ITT) draft stody designs (in-
14 cluding research questions and the fi-
i5 nalized study design, together with
16 public comments on such study design
17 and responses to such comments);

18 “(IV) research protocols (includ-
19 ing measures taken, methods of re-
20 search, methods of analysis, research
21 results, and such other information as
22 the Institute determines appropriate);
23 (V) the identity of investigators
24 conducting such research and any

FAVHLC\071909\071900.028.xml  (44536511)
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1 conflicts of interest of such investiga-
2 tofs; and |

3 “(VI) any progress repolrts the
4 Institute determines appropriate.

5 “(i1) Public comments submitted dur-
6 ing each of the public comment periods
7 under subsection (1)(1).

8 “(ii)) Bylaws, processes, and pro-
9 ceedings of the Institute, to the extent

“ 10 practicable and as the Institute determines

11 appropriate.

12 “(iv) Not later than 90 days after re-
13 ceipt by the Institute of a relevant report
14 or research Afindings, appropriate informa- |
15 tion contained in such report or findings.
16 . “(v) All reports, findings, resﬁlts, and
17 studies conducted by or through the Insti-
18 tute. The Institute shall obtain and incor-
19 porate public feedback through media
20 (such as an Internet website) on the infor-
21 mation disclosed.
22 “(D) FUNDING.—At least 5 percent of
23 the funds made available each fiscal year under
24 the CERTF shall be expended on activities
25 under this paragraph.

fAVHLC\071909\071909.028.xml (44536511)

July 19, 2009 (1:53 p.m.)



F:AP1I\NHINTRICOMM\AMDS\CHRIVI22_001.XML

1 “(E) DEFINITION OF RESEARCH FIND-
2 INGS.—In this paragraph, the term ‘research
3 findings’ means the results of a study, ap-
4 praisal, or assessment. |
5 “(8) ADOPTION.—Subject to subsection
6 (i)(1), the Institute shall adopt the national prior-
7 ities identified under paragraph (1)(A), the research
8 project agenda established under paragraph (1)(B),
9 the methodological standards developed and updated
10 by the methodology committee under paragraph -
11 (5)(C)(1), any peer-review process provided under
12 paragraph (6), and dissemination protocols and
13 strategies developed under paragraph (7)(B) by.ma-
14 jority vote. In the case where the Institute does not
15 ‘ adopt such national-priorities, research project agen-
| 16 da, methodological standards, peer-review process, or
17 dissemination protocols and strategies in accordance
18 with the preceding sentence, the national priorities,
19 research project agenda, methodological standards,
20 peer-review process, or dissemination protocols and
21 strategies shall be referred tb the appropriate staff
22 or entity within the Institute (or, in the case of the
23 methodological standards, the methodology com-
24 mittee) for further review.
fAVHLG\0719091071909.028.xml| (445365|1) 8
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“(9) COORDINATION OF RESEARCH AND RE-
'SOURCES AND BUILDING CAPACITY FOR RE-

SEARCH.—

“(A) COORDINATION oF RESEARCH
AND RESOURCES.—The Institute shall eoordi-
nate research conducted, commissioned, or oth-
erwise funded under this section with compara-
tive clinieal» effectiveness and other relevant re-
search and related efforts conducted by publie
and private agencies and organizations in order
to ensure the most efficient use of the Insti-
tute’s resources and that research is not duph- .

cated unnecessarily.

“B) INCLUSION IN ANNUAL RE-

" pORTS.—The Institute shall report on any co-

ordination and . capacity building conducted
under this paragraph in annual reports in ac-
cordance with paragraph (10)(E).

“(10) ANNUAL REPORTS.— The Institute

shall submit an annual report to Congress and the
President, and shall make the annual report avail-

able to the public. Such report shall contain—

“(A) a description of the activities con-
ducted under this section during the preceding

year, including the use of amounts appropriated

(44536511)
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23
or credited to the CERTE under section

9511(b) of the Internal Revenue Code of 1986
to carry out this section, research projects com-
pleted and underway, and a summary of the
findings of such projects;

“(B) the research project agenda and
budget of the Institute for the following year;

“(C) a description of research priorities
identified under paragraph (1)(A), dissemina-
tion protocols and strategies developed by the
Institute under paragraph (7)(B), and meth-
odological standards developed and updated by
the methodology committee under paragraph
(6)(C)(i) that are adopted under paragraph (8)
during the preeéding year;

“(D) the names of individuals contributing
to any peer-review process provided under para-

graph (6) during the preceding year or years, in

a manner such that those individuals cannot be

identified with a particular research project;
“(E) a description of efforts by the Insti-
tute under paragraph (9) to—
“@1) coordinate the research con-
dueted, commissioned, or otherwise funded

‘under this section and the resources of the

{445365/1)
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1 Institute with research and related efforts
2 conducted by other private and public enti-
3 ties; and
4 | “@1) build capacity for comparative
5 clinical effectiveness research and other
6 relevant researéh and related efforts
7 through approp;'iate aetivitieé; and
8 “(F) any other relevant information (in-
9 cluding information on the membership of the
10 Board, advisory panels -appointed under para-
11 graph (4), the methodology commiittee estab-
12 lished under paragraph (6), and the executive
13 staff of the Institute, any conflicts of interest
14 with respect to the members of such Board, ad-
15 visory panels, and methodology committee, or
16 with respect to any individuals selected for em-
17 ployment as executive staff of the Institute, and
18 any bylaws adopted .by the Board during the
19 preceding year).

20 “(11) CONFLICTS OF INTEREST~—The Insti-
21 tute shall— |
22 “(A) in appointing members to an advisory
23 panel under subsection (d)(4) and the method-
24 ology committee under subsection (d)(5), and in
25 ‘selecting individuals to contribute to any peer-

{AVHLC\071909\071909.028.xmi (445365|1)
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review process under subsection (d)(6) and for
employment as executive staff of the Institute,
take into consideration any conflicts of interest

of potential appointees, participants, and staff;

. and

“(B) include a description of any such con-
flicts of interest and conflicts of interest of
Board members in the annual report under sub-
section (d)(10), except that, in the case of indi- |
viduals contributing to any such peer review
process, such description shall be in a manner
such that those individuals cannot be identified

with a particular research project.

“(e) ADMINISTRATION.—

“1) In GENEﬁAL.—Subject. to paragraph (2),

the Board shall carry out the duties of the Institute.
““(2) NONDELEGABLE DUTIES.—The activi-

ties described in subsections (b)(3)(D), (d)(1), and -
- (d)(8) are nondelegable.

“(f) BOARD OF GOVERNORS.—

“(1) IN GENERAL.—The Institute shall have a

Board of Governors, which shall consist of the fol-

lowing members:

“(A) The Secretary of Health and Human

Services (or the Secretary’s designee).

(44536511)
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i “(B) The Director of the Agency for
2 Healthcare Research and Quality (or the Direc-
>3 tor’s designee).

4 “(C) The Director of the National Insti-
3 tutes of Health (or the Director’s designee).

6 “‘(D) 20 members appointed by the Comp-
7. troller General of the .United States not later
8 than 6 months after the date of enactment of
9 _this section, as follows:

10 “(i) 3 members representing patients
11 and health care consumers.

12 _ “(ii.) 3 members representing prac-
13 ticing physicians, including surgeons.

14 “(iii)) 3 members representing agen-
15 cies that administer public programs, as
16 follows:

17 “(I) 1 member representing the
18 “Centers for Medicare & Medicaid
19 Services who has experience in admin-
20 istering the program under title
21 XVIIL.

22 “(II) 1 member representing . -
23 agencies thaf administer State health
24 programs (who may represent the
25 ) Centers for Medicare & Medicaid

FAVHLC\071909\071809.028.xmi | (44536511)
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Services and have experience in ad-
ministering the program under title
XIX or the program under title XXI
or be a governor of a State).

“(IIT) 1 member representing
agencies that administer other Fed-
eral health programs. (such as a
health program of the' Department of
Defense under chapter 55 of title 10,
United- States Code, the Federal em-
ployees health benefits program under
chapter 89 df title 5 of such Code, a
health program 6f the Department_ of
Veterans Affairs uﬁder chapter 17 of
title- 38 of such Code, or a medical
care program of the Indian Health
Service or of a tribal organization). *

“(iv) 3 members representing private

payers, of whom at least 1 member shall

represent health insurance issuers and at

least 1 member shall represent employers

who self-insure employee benefits.

- “(v) 3 members representing pharma-

ceutical, device, and technology manufac-

turers or developers.

(44536511)
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“(vi) 1 member representing nonprofit
organizations involved in health services re-
search.

“(viil) 1 member representing organi-
zations that focus on quality measm:ément
and improvement or decision sﬁpport.

“(viil) 1 member representing inde-
pendent health services researchers. ’

‘;(ix) 2 members representing organi-
zations with proven expertise in racial and
ethnic minority health research..

“(2) QUALIFICATIONS.—

“(A) DIVERSE REPRESENTATION OF
PERSPECTIVES.—-he Board shall represent a
broad range of perspectives and collectively.
have scientific expertise in clinical practice and
clinical health sciences research, including epi-
demiology, decisions sciences, health economics,
and statistics.

“(B) CONFLICTS OF INTEREST.——

“) In GENERAL.—In ‘appointing
members of the Board under paragraph
(1)(D), the Comptroller General of the
United States shall take into consideration

any conflicts of interest of potential ap-

| (4453651)
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pointees. Any conflicts of interest of mem-
bers appointed to the Board under para-
graph (1) shall be disclosed in accordance
with subsection (d)(7).

“(ii) RECUSAL.—A member of the
Board shall be recused from participating
with respect to a particular research
project or other matter considered by.the
Board in carrying out its research projéct
agenda under subsection (d)(2) in the case
where the member (or an immediate family
member of sﬁch member) has a financial
or personal interest directly related to the
research project or the matter that could

affect or be affected by such participation.

“(3) TERMS.— —

“(A) IN GENERAL.—A member of the

Board appointed under paragraph (1)(D) shall
be appointed for a term of 6 years, except with
respect to the members first appointed under

- such paragraph—

““(1) 6 shall be appointed for a term of
6 years;
“(i1) 6 shall be appointed for a term

of 4 years; and

(44536511)
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1 “(i11) 6 shall be appointed for a term
2 of 2 years.
3 “(B) LIMITATION.—No individual shall
4 be appointed to the Board under paragraph
5 (1)(D) for more than 2 terms.
6 “C) EXPIRATION OF TERM.— Any
7 member of the Board whose term has expired
8 may serve until such member’s successor has
9k taken office, or until the end of the calendar
10 year in which such member’s term has expired,
11 whichever is earlier.
12 “(D) VACANCIES.—
13 “(iy IN GENERAL.—Any member ap-
14 pointed to fill a vacancy prior to the expi-
15 ration of ~the term for which such mem-
16 ber’s predecessor was appointed shall be
17 appointed for the remainder of such term.
18 (i) VACANCIES NOT TO AFFECT
19 POWER OF BOARD.—A vacancy on the
20 Board shall not affect its powers, but, shall
21 be filled in the same manner as the (_)figi-
22 nal appointment was made. °
23 “(4) CHAIRPERSON AND VICE-CHAIR-
24 PERSON.—

fAVHLC\071909\071909.028.xm! (445365I1)
July 19, 2009 (1:53 p.m.) .
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“(A) IN GENERAL.—From among the
members of the Board appointed under para-
graph (1)(D), the Comptroller General of the
United States shall designate a member who is
a physician with national research credentials
as Chairperson of the Board and another mem-
ber as Vice-Chairperson of the Board. '

“(B) TERM.—The members so designated
shall serve as Chairperson and Vice-Chair-

person of the Board for a period of 3 years.

“(5) COMPENSATION.—

»“(A) IN GENERAL.—A member of the
Board shall be entitled to compensation-at the
per diem equivalent of the 'rate provided for
level IV of the Executive Schedule under section
5315 of title 5, United States Code.

“(B) TRAVEL EXPENSES.—hile -away
from home or regular place of business in the
performance of duties for the Board, each mem- -
ber of the Board may receive reasonable travel,
subsistence, and other necessary expenses.

““(6) DIRECTOR AND STAFF; EXPERTS AND

CONSULTANTS.—The Board may—

“(A) employ and fix the compensation of

an executive director and such other personnel

(445365/1)
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as may be necessary to carry out the duties of
the Institute;

‘“B) seek such assistance and support as
may be required in the performance of the du-
ties of the Institute from appropriate depart-
ments and agencies of the Federal Government;

“(C) enter into contracts or make other ar-
rangements and make such payments as may
be necessary for performance of the duties of
the Institute;

“(D) provide travel, subsistence, and per
diem compensation for individuals performing
the duties of the Institute, including members
of any advisory panel appointed under sub-
section (d)(4),\ members of the methodology
committee established under subsection (d)(5),
and individuals selected to contribute to any
peer-review process under subsection (d)(6);
and

““(E) preseribe such rules, regulations, and
bylaws as the Board determines necessary with
respect to the internal organization and oper-
ation of the Institute. |

“(7) MEETINGS AND HEARINGS.—The Board

shall meet and hold hearings at the call of the

(445365/1)
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1 Chairperson or a majority of its members. In the
2 case where the Board is meeting- on matters not re-
3 lated to personnel, Board meetings shall be open to
4 the public and advertised. |

5 “(8) QUORUM.— A magjority of the members.
6 of the Board shall constitute a quorum for pﬁrposes
7 of conducting the duties of the Institute, but a lesser
8 number of members may meet and hold hearings.

9 “(g) FINANCIAL OVERSIGHT.—

10 “(1) CONTRACT rOR AUDIT.—The Institute
11 shall provide for the conduct of financial audits of
12 the Institute on an annual basis by a private entity
13 vvith expertise in conducting financial audits.

14 “(2) REVIEW OF AUDIT AND REPORT TO CON-
15 GRESS.—The Comﬁtroller General of the United
16 States shall— |
17 “(A) review the results of the audits eoh—
18 ducted under paragraph (i) ; and
19 “(B) submit a report to Congress con—i
20 taining the results of such audits énd review.
"2"& “(h) GOVERNMENTAL OVERSIGHT.—
22 “(1) REVIEW AND REPORTS.—
23 “(A) IN GENERAL.—The Conﬁptroller Gen-
24 eral of the United States shall review the fol-
25 10Wi_11g:

f:A\VHLC\071909Y071809.028.xml (44536511)
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“(1) Processes established by the In-

stitute, including those with respect to the
identification of research priorities under
subsection (d)(1)(A) and the conduct of re-
search projects under this section. Such re-
view shall determine whether information
produced by such research projects—

“(I) is objective and credible;

“(II) 1is produced in a manner
consistent with the requirements
under this section; and

“(III) 1is developed through a
transparent process.

““(i1) The overall .effelct of the 1nstitute
and the effectiveness of activities con-
ducted under this section, including an as-
sessment, of—

“(I) the utilization of the find-
ings of research conducted under this
section by health care decision mak-
ers; and

“(II) the effect of the Institute
and such activities on innovation and
on the health economy of the United

States:.

(44536511
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“(B) REPORTS.— Not later than 5 years
after the date of enactment of this section, and
not less frequently than every 5 years there-
after, the Comptroller General of the United
States shall submit a report to Congress con-
tainmg the results of the review conducted
under subparagraph (A), together ‘With rec-
ommendations for such legislation and adminis-
trative action as the Comptroller General detef—
mines appropriate.
“(2) FUNDING ASSESSMENT.—
~ “(A) IN GENERAL—The Comptroller Gen-
eral of the United States shall assess the ade-
quacy and use of funding for the Institute and
activities conducted under this section under
the CERTF under section 9511 of the Internal
Revenue Code of 1986. Such assessment shall
include a determination as to whether, based on
the utihzation of findings by public and private
payers, each of the following are appropriate
sources of funding for the Institute, including a
determination of whether such sources of fund-
ing should be continued or adjusted:
“(1) The amounts appropriated under

subparagraphs (A), (B), (C), (D)(i), and

(44536511) -
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(B)(1i) of subsection (b)(1) of such section

9511.

“G1) Private sector contributions
under subparagraphs (D)(i) and (E)(i) -of
such subsection (b)(1).

“(B) REPORT.—Not later than 8 years
after the date of enactment of this section, the
Comptroller General of the United States shaH
submit a report to Congress containing the re-
sults of the assessment conducted under sub-
paragraph (A), together with recommendations
for such legislation and administrative action as
the Comptroller General determines appro-

priate.

“(1) PuBLic COMMENT PERIODS.—

“(1) IN GENERAL.—The Institute shall provide

for a public comment period of not less than 30 and

not more than 60 days at the following times:

“(A) Prior to the adoption of the national
priorities identified under subsection (d)(1)A),
the research project agenda established under

subsection (d)(1)(B), the methodological stand-

- ards developed and updated by the methodology

committee under subsection ((:1)(5)(C)(i), the

peer-review process generally provided under

(44536511)
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1 subsection (d)(6), and dissemination protocols
2 and strategies developed by the Institute under
3 subsection (d)(7)(B) in accordance with sub-
4 section (d)(8).
5 “(B) Prior to the finalization of individual
6 study designs.
7 “(2) TRANSMISSION OF PUBLIC COMMENTS
8 ON STUDY DESIGN .—The‘ Institute shall transmit
9 - - public comments submitted during the public com-
10 ment period deseribed in paragraph (1)(B) to the -
11 entity conducting research with respect to which the
12 individual study design is being finalized.
13 “(3) RULES.—
14 “(1) GIFTS.—The Institute, or the Board and
15 staff of the Institutie acting on behalf of the Insti-
16 tute, may not accept gifts, bequeaths, or donétions
17 of services or property.
18 “(2) ESTABLISHMENT AND PROHIBITION
19 ON ACCEPTING OUTSIDE FUNDING OR CONTRIBS-
20 TIONS.—The Institute may not—
21 ““(A) establish a corporation other than as
22 provided under this section; or
23 “(B) accept any funds or contributions
24 other than as provided under this part. |
25 “(k) RULES OF CONSTRUCTION.—
£\VHLC\071909Y071909.028.xmi (44536511)
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1 “(1) COVERAGE.—Nothing in this section
2 | shall be construed%
3 “(A) to permit the Institute to mandate
4 coverage, reinibursement, or other policies for
5 -any public or private payer; or |
6 “(B) as preventing the Secretary from cov-
7 ering the routine costs of clinical care received
8 by an individual entitled to, or enrolled for, ben-
9 efits under title XVIII, XIX, or XXI in the case
10 where such individual is participating in a clin-
11 ical trial and such costs would otherwise be cov-
12 ered under such title vvith respect to the bene-
13 ficiary.
14 “(2) REPORTS AND FINDINGS.—None of the
15 reports submitted ﬁnder this section or research
16 findings disseminated by the Institute shall be con-
17 strued as mandates, guidelines, or recommendatiohs
18  for payment, coverage, or treatment.
19 | “(3) PHYSICIAN ouT.—None of the reports.
20 submitted under this section or research findings
2] disseminated by the Ihstitute shall be construed to
22 prevent the physician and patient to ultimately de-
23 termine what is best for the patient involved given
24 the individual circumstances of different patients.”.

Add at the end of section 1181, the following:
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(¢) COORDINATION WITH PROVIDER KDUCATION

[E—

AND TECHNICAL ASSISTANCE.—Section 1889(a) of the
Social Security Act (42 U.S.C. 1395zz(a)) is amended by
inserting “aﬁd to enhanée the undersfanding of and utili-
zation by providers of s.ervices and suppliers of research
findings disseminated by the Health Care Comparative Ef-

fectiveness Research Institute established under section

o =), L~ R UL B\

1181” before the period at the end.
_
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