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The Committee on Energy and Commerce, to whom was referred
the bill (H.R. 6164) to amend title IV of the Public Health Service
Act to revise and extend the authorities of the National Institutes
of Health, and for other purposes, having considered the same, re-
port favorably thereon without amendment and recommend that
the bill do pass.
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PURPOSE AND SUMMARY

The purpose of H.R. 6164 is to reauthorize the National Insti-
tutes of Health.

BACKGROUND AND NEED FOR LEGISLATION

The National Institutes of Health (NIH) is the Federal govern-
ment’s principal medical research agency. Its mission is to advance
research in pursuit of fundamental knowledge that will lead to bet-
ter health outcomes for all. Funding for the NIH represents nearly
half of the discretionary budget of the Department of Health and
Human Services.

The last reauthorization of the NIH occurred 13 years ago, when
the “National Institutes of Health Revitalization Act of 1993” was
signed into law (P.L. 103-43), authorizing several NIH research
programs for fiscal years 1994-1996. In 1996, the Senate passed S.
1897, the “National Institutes of Health Revitalization Act of
1996,” but the House did not take action. Beginning in fiscal year
1999, Congress committed to doubling the budget of the NIH over
a five-year period in the absence of an existing authorization.

In the 108th Congress, more than 100 bills were introduced in
the House of Representatives to change some function of the NIH.
Many of the bills introduced focused on a specific disease, disorder,
or adverse health condition. Often the bill sponsors indicated that
the need for such legislation was to direct NIH to do more in the
respective area of research. However, without a comprehensive re-
porting system to accurately evaluate the level and degree of effort
in these areas at NIH, the Committee on Energy and Commerce
was left with an impossible task of determining how to prioritize
research activities throughout the 27 research institutes and cen-
ters. Furthermore, several of the proposals demanded that NIH es-
tablish research programs that promoted multidisciplinary re-
search and greater collaboration between the 27 institutes and cen-
ters. However, the current budget allocations for the NIH, deter-
mined largely by institute and center status, do not accurately re-
flect the level of trans-NIH research that is currently underway at
the agency. Trans-NIH research activities are generally referred to
as important areas of emerging scientific opportunities, rising pub-
lic health challenges, or knowledge gaps that would benefit from
additional research where such research involves the responsibil-
ities of more than one institute or center.

The diverse research portfolios of the 27 research institutes and
centers that make up the NIH are designed both to meet public
health needs and to embrace scientific opportunities. Although the
Administration has authority to establish and abolish research in-
stitutes and centers, Congress is largely responsible for the cre-
ation of new institutes and centers. For more than two decades,
evaluations of the NIH have highlighted that the proliferation of
institutes and centers is a problematic trend for the agency. In
1984, when the NIH consisted of 17 research institutes (which in-
cluded research bureaus), the Institute of Medicine (IOM) was
asked to review the organizational structure of the NIH (“Respond-
ing to Health Needs and Scientific Opportunity: The Organiza-
tional Structure of the National Institutes of Health,” Institute of
Medicine Report, October 16, 1984).
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The IOM reported the following:

The [IOM] committee believes that NIH is now at a stage
where there should be a presumption against additions at
the institute level because such changes:

(1) fragment the scientific effort and diminish effec-
tive communication with key scientists in other insti-
tutes;

(2) add to the burden and difficulty of effective pro-
gram coordination by the NIH Director and his top
staff, and

(3) add to the administrative costs without ensuring
increased appropriations.

Dr. Harold Varmus, Director of the NIH from 1993 through 1999,
wrote the following in an article published in Science magazine in
March 2001 (“Proliferation of National Institutes of Health,”
Science, Volume 291, March 9, 2001):

Many people with influence in Washington view the Na-
tional Institutes of Health as “the jewel in the crown of the
federal government.” Such praise has helped to enhance
the value—the number of carats—in this jewel, especially
over the past few years. But considerably less attention
has been given to its shape than its price. New facets are
being added without much thought to overall design, pro-
viding a superficial sparkle that may be pleasing to the
few, but threatening to the functional integrity of the en-
tire gem. With too many surfaces of different sizes, the or-
ganization may soon become less able to take advantage of
its extraordinary budget increase and more difficult to
manage responsibly. Those who care about the NIH need
to think about its form and propose some solutions before
the% structure becomes even more fragmented and harder
to fix.

In an interview published in the January 2004 edition of Health
Affairs, Current NIH Director Dr. Zerhouni discusses the difficul-
ties of managing the vast research portfolio of the NIH (“Twenty-
Seven Fingers Without A Palm Is Not A Hand: A Conversation
With Elias Zerhouni,” Health Affairs, January 8, 2004).

He stated as follows:

Over the years the NIH has had what I call a structural
approach to portfolio management. Anytime there was a
need and a vocal constituency, and Congress agrees, a
structure was added to the NIH. That structure would get
an appropriation that would grow in lockstep with all of
the other structures. The problem here is that no one cares
for the entire institution except the director . . . at the
end of the day we need a new way to manage the portfolio,
and that’s what I call functional portfolio management.
The director needs the ability to merge the fourteen dif-
ferent tracking systems that have developed to record and
code what the NIH does . . . We need to be able to plan
across NIH. We need some funds in common. If you have
twenty-seven fingers out there with no palm, you don’t
have a hand.
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The National Academy of Sciences in July 2003 once again re-
ported on the organizational design of the National Institutes of
Health. In the report, “Enhancing the Vitality of the National Insti-
tutes of Health: Organizational Change to Meet New Challenges,”
the IOM committee recommended a series of changes at the NIH,
including strengthening the Office of the Director, expanding trans-
NIH strategic planning and funding, and improving data collection
systems. These changes require authorizing legislation.

In response to the IOM suggestion that there is need for public
process when considering proposed changes in the number of NTH
institutes and centers, the National Institutes of Health Reform
Act of 2006 creates a formal, public process to review the structural
organizational design of the agency every seven years. A “scientific
management review” group comprised of institute and center direc-
tors and other scientific experts would evaluate the structural de-
sign of the existing institutes and centers at the NIH, and proposed
new institutes, and recommend necessary restructuring plans.
After a series of statutorily required public meetings, the scientific
management review board is to issue its first report to Congress
within 18 months of the date of enactment of the National Insti-
tutes of Health Reform Act of 2006. If a recommendation is made
regarding organizational authorities, the NIH official responsible
for overseeing the change must initiate the public process toward
making the change within 100 days, and the change is to be fully
implemented within a three-year period. Should the Director of
NIH object to a recommendation, he may submit within 90 days a
report to Congress outlining the reasons for not implementing the
recommendation.

The National Institutes of Health Reform Act of 2006 responds
to the IOM recommendation to enhance and increase trans-NIH
strategic planning and funding by requiring the Director, through
the Division of Program Coordination, Planning, and Strategic Ini-
tiatives, to identify research that is important to the advancement
of biomedical science and involves the responsibilities of more than
one institute or center. The National Institutes of Health Reform
Act of 2006 establishes a “common fund” to provide a permanent
funding mechanism for trans-NIH research projects identified
through the Division. The common fund would be a reserve account
that may be competitively drawn down by institutes, centers, and
independent investigators to advance trans-NIH research.

The IOM report clearly stated the need to strengthen the Office
of the Director and create a Director’s special project program. Ad-
ditionally, in response to the IOM’s recommendation to establish a
process for creating new Office of the Director offices and pro-
grams, the National Institutes of Health Reform Act of 2006 would
permit the Director, with the approval of the Secretary of Health
and Human Services, to reorganize the offices within the Office of
the Director. The Division of Program Coordination, Planning, and
Strategic Initiatives would house the existing offices to better co-
ordinate trans-NIH research activities. The Director of NIH would
also be able to establish demonstration programs that award
grants, contracts, or engage in other transactions for high-impact,
cutting edge research.

The IOM report includes strong recommendations to standardize
data and information management systems. The National Insti-
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tutes of Health Reform Act of 2006 achieves that goal by creating
a new, comprehensive electronic reporting system that would, for
the first time, catalogue all of the research activities of the NIH in
a standardized format. Instead of thousands of pages of reports
from each of the individual research institutes and centers, the
NIH Director will compile biennially a report that comprehensively
lays out the strategic plans and research activities of the agency.
Increased transparency of NIH research activities would highlight
areas of ongoing research to improve research portfolio manage-
ment, provide greater accountability of research dollars, and spur
creative thinking about new scientific approaches.

The National Institutes of Health Reform Act of 2006 provides
NIH with the management tools to better evaluate the research
portfolio of the agency, encourage greater research collaboration be-
tween national research institutes and centers, and make nec-
essary changes, including structural changes, to ensure that NIH
research addresses current scientific opportunities and public
health burdens.

HEARINGS

The Subcommittee on Health held a hearing on “Setting the Path
for Reauthorization: Improving Portfolio management at the NIH”
on March 17, 2005. The Subcommittee received testimony from:
Elias A. Zerhouni, M.D., Director, National Institutes of Health.

The House Energy and Commerce Committee held a hearing on
“Legislation to Reauthorize the National Institutes of Health” on
July 19, 2005. The Committee received testimony from: Elias A.
Zerhouni, M.D., Director, National Institutes of Health.

The Subcommittee on Oversight and Investigations held a hear-
ing on “Human Tissue Samples: NIH Research Policies and Prac-
tices” on June 13, 2006. The Subcommittee received testimony
from: Dr. Susan Molchan, Program Director, AD Neuroimaging Ini-
tiative, Neuroscience and Neuropsychology of Aging Program, Na-
tional Institute on Aging.

The Subcommittee on Oversight and Investigations held a hear-
ing on “Human Tissue Samples: NIH Research Policies and Prac-
tices” on June 14, 2006. The Subcommittee received testimony
from: Dr. Thomas Insel, Director of the National Institute of Men-
tal Health (NIMH), accompanied by (1) Dr. Donald Rosenstein, Act-
ing Clinical Director, National Institute of Mental Health, National
Institutes of Health; (2) William Fitzsimmons, Executive Officer;
National Institute of Mental Health, National Institutes of Health;
and (3) Suzanne Winfeld, Technology Transfer Officer, National In-
stitute of Mental Health, National Institutes of Health; Dr. David
L. Friedman, formerly with Pfizer, Inc.; Dr. Trey Sunderland, Chief
of the Geriatric Psychiatry Branch, National Institute of Mental
Health, National Institutes of Health; Karen Putnam, formerly
with the Geriatric Psychiatry Branch, National Institute of Mental
Health, National Institutes of Health; and Dr. Michael Gottesman,
Deputy Director for Intramural Research, National Institutes of
Health.

The Subcommittee on Oversight and Investigations held a hear-
ing on “Continuing Ethics and Mangement Concerns at NIH and
the Public Health Service Commissioned Corps” on September 13,
2006. The Subcommittee received testimony from: The Honorable
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John Agwunobi, Assistant Secretary for Health, U.S. Department
of Health and Human Services; Dr. Raynard Kington, Deputy Di-
rector, National Institutes of Health; Dr. John Niederhuber, Direc-
tor, National Cancer Institute; Dr. Thomas R. Insel, Director, Na-
tional Institute of Mental Health, National Institutes of Health;
and Mr. William Fitzsimmons, Executive Officer, National Institute
of Mental Health, National Institutes of Health.

The House Energy and Commerce Committee held a hearing on
“Improving NIH Management and Operation: A Legislative Hear-
ing on the NIH Reform Act of 2006” on September 19, 2006. The
Committee received testimony from: Dr. Edward D. Miller, Chief
Executive Officer, Johns Hopkins Medicine; Dr. Robert H. Eckel,
Professor, Department of Physiology and Biophysics, University of
Colorado Health Sciences Center, on behalf of the American Heart
Association; Dr. Leo T. Furcht, President, Federation of American
Societies for Experimental Biology (FASEB); Dr. Darrell G. Kirch,
President, Association of American Medical Colleges (AAMC); and
Dr. Elias A. Zerhouni, Director, National Institutes of Health.

COMMITTEE CONSIDERATION

On Wednesday, September 20, 2006, the Full Committee met in
open markup session and ordered a Committee Print entitled the
National Institutes of Health Reform Act of 2006 favorably re-
ported to the House, amended, by a record vote of 42 yeas and 1
nay, a quorum being present. A request by Mr. Barton to allow a
report to be filed on a bill to be introduced by Mr. Barton, and that
the actions of the Committee be deemed as actions on that bill, was
agreed to 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. The following are
the recorded votes taken on amendments offered to the measure,
including the names of those Members voting for and against. A
motion by Mr. Barton to order the Committee Print entitled the
National Institutes of Health Reform Act of 2006 favorably re-
ported to the House, amended, was agreed to by a record vote of
42 yeas and 1 nay.
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COMMITTEE ON ENERGY AND COMMERCE -- 109TH CONGRESS
ROLL CALL VOTE # 137
Bill: Committee Print, the National Institutes of Health Reform Act of 2006
AMENDMENT: An amendment by Mr. Markey, No. 2, to amend the authorization levels to an increase of
five percent plus Biomedical Research and Development Price Index over the previous

year’s baseline.

DISPOSITION: NOT AGREED TO, by a roli call vote of 15 yeas to 28 nays.

REPRESENTATIVE | YEAS | NAYS | PRESENT |REPRESENTATIVE| YEAS NAYS PRESENT
Mr. Barton X Mr. Dingelt X
Mr. Hall X Mr. Waxman X
Mr. Bilirakis X Mr. Markey X
Mr. Upton X Mr. Boucher

Mr. Stearns X Mr. Towns X
Mr. Gillmor X Mr. Pallone X
Mr. Deal X Mr. Brown

Mr. Whitfield X Mr. Gordon

Mr. Norwood X Mr. Rush X
Ms. Cubin Ms. Eshoo X
Mr. Shimkus X Mr. Stupak X
Ms. Wilson Mr. Engel X
Mr. Shadegg X Mr. Wynn

Mr. Pickering X Mr. Green

Mr. Fossella X Mr. Strickland

Mr. Blunt X Ms. DeGette

Mr. Buyer Ms. Capps

Mr. Radanovich X Mr. Doyle X
Mr. Bass X Mr. Allen X
Mr. Pitts X Mr. Davis

Ms. Bono X Ms. Schakowsky X
Mr. Walden X Ms. Solis

Mr. Terry X Mr. Gonzalez

Mr. Ferguson X M. Inslee X
Mr. Rogers X Ms. Baldwin X
Mr. Otter X Mr. Ross X
Ms. Myrick X

Mr. Sullivan X

Mr. Murphy X

Mr. Burgess X

Ms. Blackbum X

9/20/2006
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COMMITTEE ON ENERGY AND COMMERCE -- 109TH CONGRESS
ROLL CALL VOTE # 138

Bill: Committee Print, the National Institutes of Health Reform Act of 2006

AMENDMENT: An amendment by Mr. Markey, No. 3, to prohibit money from going to the common fund
until appropriated funding equals the FY06 baseline plus the most recent Biomedical
Research and Development Price Index percentage.

DISPOSITION: NOT AGREED TO, by aroll call vote of 17 yeas to 26 nays.

REPRESENTATIVE | YEAS | NAYS | PRESENT |REPRESENTATIVE| YEAS NAYS PRESENT
Mr. Barton X Mr. Dingell X
Mr. Halt X Mr, Waxman X
Mr. Bilirakis X Mr. Markey X
Mr. Upton X Mr. Boucher

Mr. Stearns Mr. Towns X
Mr. Gillmor X Mr. Pallone X
Mr. Deal X Mr. Brown

Mr. Whitfield X Mr. Gordon

Mr. Norwood Mr. Rush X
Ms. Cubin Ms. Eshoo X
Mr. Shimkus X Mr. Stupak

Ms. Wilson X Mr. Engel

Mr. Shadegg X Mr. Wynn X
M. Pickering X Mr. Green X
Mr. Fossella X Mer. Strickland

Mr. Blunt X Ms. DeGette X
Mr. Buyer Ms. Capps X
Mr. Radanovich X Mr. Doyle X
Mr. Bass X Mr. Allen X
Mr. Pitts X Mr. Davis

Ms. Bono X Ms. Schakowsky X
Mr. Walden X Ms. Solis

Mr. Terry X Mr. Gonzalez

Mr. Ferguson X M. Insiee X
Mr. Rogers X Ms. Baldwin X
Mr. Otter X Mr. Ross X
Ms. Myrick X

Mr. Sullivan X

Mr. Murphy X

Mr. Burgess X

Ms. Blackburn

9/20/2006
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COMMITTEE ON ENERGY AND COMMERCE -- 109TH CONGRESS
ROLL CALL VOTE # 139
Bill:  Committee Print, the National Institutes of Health Reform Act of 2006

AMENDMENT: An amendment by Ms. Capps, No. 5, to require statutory approval for organizational
changes at the National Institutes of Health.

DISPOSITION: NOT AGREED TO, by a roll call vote of 17 yeas to 22 nays.

REPRESENTATIVE | YEAS | NAYS | PRESENT |REPRESENTATIVE! YEAS NAYS PRESENT

Mr. Barton X Mr. Dingell X
Mr. Hall X Mr. Waxman X
Mr. Bilirakis X Mr. Markey X
Mr. Upton X Mr. Boucher

Mr. Stearns Mr. Towns X
Mr. Gillmor X Mr. Pallone X
Mr. Deal X Mr. Brown

Mr. Whitfield X Mr. Gordon X
Mr. Norwood Mr. Rush X
Ms. Cubin Ms. Eshoo

Mr. Shimkus Mr. Stupak

Ms. Wilson Mr. Engel

Mr. Shadegg X Mr. Wynn

Mr. Pickering X Mr. Green X
Mr. Fossella X M. Strickland

Mr. Blunt Ms. DeGette X
Mr. Buyer Ms. Capps X
Mr. Radanovich X Mr. Doyle X
Mr. Bass X Mr. Allen

Mr. Pitts M. Davis

Ms. Bono X Ms. Schakowsky X
Mr. Walden Ms. Solis X
Mr. Terry X Mr. Gonzalez

Mr. Ferguson X Mr. Inslee X
Mr. Rogers X Ms. Baldwin X
Mr. Otter X Mr. Ross X
Ms. Myrick X

Mr. Sullivan X

Mr. Murphy X

Mr. Burgess X

Ms. Blackburn X

9/20/2006
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COMMITTEE ON ENERGY AND COMMERCE -- 109TH CONGRESS
ROLL CALL VOTE # 140
Bill: Committee Print, the National Institutes of Health Reform Act of 2006

AMENDMENT: An amendment by Ms. Capps, No. 6, to direct the National Institutes of Health to conduct
research specific to breast cancer and environment factors.

DISPOSITION: NOT AGREED TO, by a roll call vote of 20 yeas to 23 nays.

REPRESENTATIVE | YEAS | NAYS | PRESENT |REPRESENTATIVE| YEAS NAYS PRESENT
Mr. Barton X Mr. Dingell X
Mr. Hall X Mr. Waxman X
Mr. Bilirakis X Mr. Markey X
Mr. Upton X Mr. Boucher

Mr. Stearns Mr. Towns X
Mr, Gillmor M. Pallone X
Mr. Deal X Mr. Brown

Mr. Whitfield X Mr. Gordon X
Mr. Norwood X Mr. Rush X
Ms. Cubin Ms. Eshoo

Mr. Shimkus X Mr. Stupak X
Ms. Wilson Mr. Engel

Mr, Shadegg X Mr. Wynn X
Mr. Pickering X Mr. Green X
Mr. Fossella X Mr. Strickland

Mr. Blunt Ms. DeGette X
Mr. Buyer Ms. Capps X
Mr. Radanovich X Mr. Doyle X
Mr. Bass X Mr. Allen X
Mr. Pitts X Mr. Davis

Ms. Bono X Ms. Schakowsky X
Mr. Walden Ms. Solis X
Mr. Terry X Mr. Gonzalez

Mr. Ferguson X Mr. Inslee X
Mr. Rogers X Ms. Baldwin X
Mr. Otter X Mr. Ross X
Ms. Myrick X

Mr. Sullivan X

Mr. Murphy X

Mr. Burgess X

Ms. Blackbum X

9/20/2006
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COMMITTEE ON ENERGY AND COMMERCE -- 109TH CONGRESS
ROLL CALL VOTE # 141

Bill:  Committee Print, the National Institutes of Health Reform Act of 2006

MOTION: A motion by Mr. Barton to order the Committee Print reported, as amended.

DISPOSITION: AGREED TO, by aroll call vote of 42 yeas to 1 nay.

REPRESENTATIVE | YEAS | NAYS | PRESENT |[REPRESENTATIVE| YEAS NAYS PRESENT
Mr. Barton X Mr. Dingell X
Mr. Hall X Mr. Waxman

Mr. Bilirakis X Mr. Markey X
Mr. Upton X Mr. Boucher

Mr. Steamns Mr. Towns X
Mr. Gillmor Mr. Pallone X
Mr. Deal X Mr. Brown

Mr. Whitfield X Mr. Gordon X
Mr. Norwood X Mr. Rush X
Ms. Cubin Ms. Eshoo X
Mr. Shimkus X Mr. Stupak X
Ms. Wilson Mr. Engel X
Mr. Shadegg X Mr. Wynn X
Mr. Pickering X Mr. Green X
Mr. Fossella X Mr. Strickland

Mr. Blunt Ms. DeGette X
Mr. Buyer Ms. Capps

Mr. Radanovich X Mr. Doyle X
Mr. Bass X Mr. Allen X
Mr. Pitts X Mr, Davis

Ms. Bono X Ms. Schakowsky X
Mr. Walden X Ms, Solis X
Mr. Terry X Mr. Gonzalez

Mr. Ferguson X Mr. Inslee X
Mr. Rogers X Ms. Baldwin X
Mr. Otter X Mr. Ross X
Ms. Myrick X

Mr. Sullivan X

Mr. Murphy X

Mr. Burgess

Ms. Blackbum X

9/20/2006
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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 held legislative and oversight
hearings and made findings that are reflected in this report.

STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES

The National Institutes of Health Reform Act of 2006 amends
Title IV of the Public Health Service Act to revise and extend the
authorities of the National Institutes of Health.

NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, 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. 6164, the
National Institutes of Health Reform Act of 2006, would result in
no new or increased budget authority, entitlement authority, or tax
expenditures or revenues.

EARMARK

In compliance with H. Res. 1000 as passed the House of Rep-
resentatives on September 14, 2006, the Committee finds that H.R.
6164, the National Institutes of Health Reform Act of 2006, con-
tains no earmarks.

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(¢)(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:

SEPTEMBER 25, 2006.
Hon. JOE BARTON,
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 the National Institutes of
Health Reform Act of 2006.

If you wish further details on this estimate, we will be pleased
to provide them. The CBO staff contact is Tom Bradley.

Sincerely,
DoONALD B. MARRON,
Acting Director.

Enclosure.

National Institutes of Health Reform Act of 2006

Summary: The National Institutes of Health Reform Act would
authorize appropriations for the activities of the National Institutes
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of Health (NIH) of $29.7 billion for fiscal year 2007, $31.2 billion
for fiscal year 2008, and $32.8 billion for fiscal year 2009. Assum-
ing appropriation of the specified amounts, CBO estimates that im-

lementing the bill would cost about $8.6 billion in 2007 and about
590 billion over the 2007—2011 period. Enacting the bill would not
affect direct spending or receipts.

The bill contains no intergovernmental or private-sector man-
dates as defined in the Unfunded Mandates Reform Act (UMRA)
and would impose no costs on state, local, or tribal governments.

Estimated cost to the Federal Government: The estimated budg-
etary impact of the bill is shown in the following table. The costs
of this legislation fall within budget function 550 (health).

By fiscal year, in millions of dollars—

2006 2007 2008 2009 2010 2011

SPENDING SUBJECT TO APPROPRIATION

NIH Spending Under Current Law:
Budget Authority 28,310 0 0 0 0 0
Estimated Outlays 27,549 19,927 5122 1,841 404 11
Proposed Changes:
Authorization Level 0 29,748 31,235 32,797 0 0
Estimated Outlays 0 8574 24561 29,117 22,007 5455
NIH Spending Under the Bill:
Authorization Level ! 28,310 29,748 31,235 32,797 0 0
Estimated Outlays 27,549 28,501 29,683 30,958 22,411 5466

1The 2006 level is the amount appropriated for that year.

Basis of Estimate: Title IV of the Public Health Service Act con-
tains nearly 50 provisions that established the responsibilities of
the National Institutes of Health and authorized the appropriation
of funds to carry out those responsibilities. Nearly all of those au-
thorizations have expired. The bill would:

e Strike all of those authorizations of appropriations (with-
out terminating the authority of the NIH to conduct the activi-
ties funded by those appropriations);

e Authorize all of the national research institutes and na-
tional centers that currently make up the the NIH; and

e Authorize the appropriation of specified amounts for fiscal
years 2007 through 2009 to conduct the activities of the NIH
($29.7 billion for 2007, rising to $32.8 billion for 2009).

Assuming the appropriation of the specified amounts, and based
on historical patterns of spending by the NIH, CBO estimates that
implementing the bill would cost about $8.6 billion in fiscal year
2007 and about $90 billion over the 2007-2011 period.

The bill would require the Secretary of Health and Human Serv-
ices to establish a board that would review the organizational
structure of the NIH and recommend modifications to that struc-
ture. NIH would be required to implement the board’s rec-
ommendations unless the Director of NIH submits to the Congress
a report objecting to a change.

The bill would require the allocation of part of the appropriated
amounts to a “common fund” for research that involves the collabo-
ration of two or more institutes of the NIH. In 2007, the allocation
to the common fund would be 5 percent of the amount appropriated
for NIH (about $1.5 billion, assuming appropriation of the author-
ized amount). By comparison, 1.2 percent (about $330 million) of
the appropriation for 2006 is earmarked for similar collaborative
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research activities. That allocation would increase in subsequent
years by half of any increase in the amount appropriated for NIH.
CBO expects that change would not have a significant effect on the
average rate of spending by the NIH.

The bill also would require the Director of NIH to submit bien-
nial reports to the Congress on the state of biomedical research and
on the activities supported by NIH and to establish an electronic
database to track research activities and grants.

Intergovernmental and private-sector impact: The bill contains
no intergovernmental or private-sector mandates as defined in
UMRA and would impose no costs on state, local, or tribal govern-
ments.

Estimate prepared by: Federal Costs: Tom Bradley. Impact on
State, Local, and Tribal Governments: Leo Lex. Impact on the Pri-
vate Sector: Paige Shevlin.

Estimate approved by: Peter H. Fontaine, Deputy Assistant Di-
rector 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.

ADVISORY COMMITTEE STATEMENT

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

CONSTITUTIONAL AUTHORITY STATEMENT

Pursuant to clause 3(d)(1) of rule XIII of the Rules of the House
of Representatives, the Committee finds that the Constitutional au-
thority for this legislation is provided in Article I, section 8, clause
3, which grants Congress the power to regulate commerce with for-
eign nations, among the several States, and with the Indian tribes.

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; table of contents

This section provides the short title of the bill, the “National In-
stitutes of Health Reform Act of 2006,” and a table of contents.

Section 2. Organization of the National Institutes of Health

Section 2 strikes and replaces Section 401 of the Public Health
Service Act (PHSA), which describes the organizational structure of
the National Institutes of Health (NIH). The list includes the
names of the 24 national research institutes and centers in exist-
ence. In addition, the section recognizes any other national center
that, as an agency separate from any national research institutes,
was established within the NIH as of the day before the date of en-
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actment of the Act. The Committee recognizes these centers to in-
clude the Center for Scientific Review, the Center for Information
Technology, and the NIH Clinical Center, thereby totaling 27 na-
tional research institutes and centers.

Section 2 establishes within the Office of the Director, a Division
of Program Coordination, Planning, and Strategic Initiatives (Divi-
sion). The Division includes the Office of AIDS Research, the Office
of Research on Women’s Health, the Office of Behavioral and Social
Sciences Research, the Office of Disease Prevention, the Office of
Dietary Supplements, the Office of Rare Diseases, and any other of-
fice designated by the Director. The section clarifies that each office
included in the Division shall continue to carry out the authorities
that were in effect for the office before the date of enactment of the
Act, and as determined appropriate by the Director of NIH, to sup-
port the work of the Division with respect to its authorities.

Section 2 states that the total number of national research insti-
tutes and centers at the NIH may not exceed 27. The Committee
intends for this number to include the 24 national research insti-
tutes and centers listed by name in the Act, as well as the Center
for Scientific Review, the Center for Information Technology, and
the NIH Clinical Center at the NIH. The Committee recognizes
that changes in scientific opportunities and public health burdens
may necessitate the addition of a new institute or center to manage
research activities at the agency properly. However, for nearly two
decades, evaluations of the NIH by the Institute of Medicine and
others have highlighted that the proliferation of institutes and cen-
ters is a problematic trend for the agency. The Committee expects
that if the Director of the NIH, or the Scientific Management Re-
view Board (as described below) determines that a new national re-
search institute or center is needed, that existing research institute
and center structures will be consolidated or eliminated, to comply
with this provision.

Section 2 also clarifies when and what notification requirements
that must occur before structural reforms can be implemented at
the NIH. Under current law, Section 401 of the PHSA permits the
Secretary to reorganize the institutes and centers with notice to
Congress. Section 2 authorizes the Director to makes organiza-
tional changes if the overall mission of the NIH, or the manage-
ment and operation of programs and activities conducted or sup-
ported by NIH would be more efficiently carried out under the reor-
ganization. Section 2 authorizes the Director to reorganize the in-
stitutes and centers subject to three requirements: (1) approval of
the Secretary; (2) a public process, carried out by regulations; and
(8) notice to Congress. The Director, with the approval of the Sec-
retary, and after a series of public hearings, may reorganize the of-
fices within the Office of the Director. In addition, the director of
an institute or center may, with the approval of the Director of
NIH, and after a series of public hearings, reorganize the divisions,
centers, or other administrative units within an institute or center.
A reorganization of a national research institute or center, an office
within the Office of the Director, or a division or other unit located
within a national research institute or center, may not be imple-
mented before the expiration of 90 days after the Secretary submits
written notice of the reorganization to the Committee on Energy
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and Commerce of the House of Representative and the Committee
on Health, Education, Labor, and Pensions of the Senate.

Section 2 establishes a new advisory council, to be known as the
“Scientific Management Review Board,” to review the organiza-
tional design of the NIH periodically. The Scientific Management
Review Board (Board) must convene at least once every seven
years to determine whether and to what extent the organizational
authorities provided to the Secretary, Director of NIH, and national
research institute and center directors should be used; and issue a
report providing recommendations for changes that should be made
to the organizational design of the agency. In fulfilling these re-
sponsibilities, the Board must: (1) review all programs of the NIH
to determine their progress and cost-effectiveness, and allocation of
resources with respect to the programs; (2) determine what are
pending scientific opportunities and public health needs that the
NIH should focus on; and (3) include proposals for organizational
change. With respect to proposals for organizational change, the
Board must analyze the budgetary and operational consequences of
the proposed changes, estimate the level of resources needed to im-
plement the proposed changes, and make a recommendation for the
allocation of resources throughout NIH if the change were to be
fully implemented. The Committee notes several Congressional pro-
posals for organizational changes to NIH, including, for example,
the possible creation of an institute for arthritis, rehabilitation re-
search, and a center for translating NIH research into new prod-
ucts. The Scientific Management Review Board should carefully
consider all of these proposals as part of its deliberations.

To fulfill its responsibilities, the Board must consult with the di-
rectors of the national research institutes and centers, other sci-
entific leaders within NIH, advisory councils of the national re-
search institutes and centers, organizations representing the sci-
entific community, and organizations representing patients.

The membership of the Board may not exceed 21 individuals, all
of whom shall be voting members with equal weight. The board
will include the Director of NIH, at least 9 officials representing
national research institutes and centers, individuals representing
the interest of public or private institutes of higher education that
have historically received funds from NIH, and individuals rep-
resenting the interest of private entities that have received funds
from NIH or that have broad expertise regarding how the NIH
functions. With the exception of the Director of NIH, the Secretary
makes appointments for the remaining 20 individuals who will
serve on the Board. The Secretary also selects who will chair the
Board, and may select the Director of NIH to serve in this capacity.

The Board must meet at the call of the chair or upon the request
of the Director of NIH, but may not meet fewer than five times be-
fore issuing a report required at least once every seven years. The
Board must also hold a series of forums, involving both the sci-
entific community and patient advocate organizations, to seek
input and suggestions on changes to the structure of NIH. The Di-
rector must post a summary of the meetings on the Internet site
of the NIH to inform the public of the discussions. Members of the
Board may be compensated in the same manner as other NIH advi-
sory councils, as outlined in section 406 of the PHSA.
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The Board must submit a report to the Committee on Energy
and Commerce of the House of Representatives, the Committee on
Health, Education, Labor, and Pensions of the Senate, the Sec-
retary, and officials with organizational authorities within the
NIH. The report must be posted on the Internet site of the NIH.
The first report must be completed no later than 18 months after
the date of enactment of the Act.

Once the Board has submitted its report, an official who has or-
ganizational authorities must begin to execute the change no later
than 100 days after the report is submitted, and shall fully imple-
ment the change within a three-year period. The Director of NIH
may object to the entirety of a recommended organizational change
or to an aspect of the recommended change. A change does not
have to be implemented if the Director of NIH submits a subse-
quent report to Congress within 90 days after the Board submits
its report on recommendations.

Section 2 makes technical and conforming changes to reflect that
the National Center for Human Genome Research is now the Na-
tional Human Genome Research Institute.

Section 3. Authority of Director of NIH

Section 3 amends Section 402 of the PHSA, which outlines the
authorities of the Director of NIH. In addition to existing authori-
ties, Section 3 delineates several new authorities to improve agency
coordination and collaboration. Specifically, the Director, in con-
sultation with the heads of the national research institutes and
centers, is responsible for program coordination, including con-
ducting priority setting reviews, to ensure that the research port-
folio of the NIH is balanced and free of unnecessary, duplicative re-
search. The Committee is concerned that the NIH cannot track ac-
curately the research activities between the national research insti-
tutes and centers. For example, both the National Cancer Institute
and the National Heart, Lung, and Blood Institute conduct re-
search on lung cancer. There is nothing in current law that pro-
hibits the two research institutes from conducting and supporting
the unnecessarily redundant or duplicative research experiments.
The Committee recognizes that science demands duplication to
verify results. However, the Committee is concerned that at some
point, duplication may be counterproductive and an inefficient use
of taxpayer dollars given the numerous research opportunities that
demand attention. When evaluating the research portfolio of the
NIH, the Director of NIH should work with the national research
institute and center directors to ensure that all of the priorities of
the NIH can be accomplished as efficiently as possible with the re-
sources available.

Section 3 requires the Director of NIH to assemble accurate data
to be used to assess research priorities, including information to
evaluate scientific opportunity, public health burdens, and progress
in reducing health disparities. For example, the Committee be-
lieves that all research conducted or supported by NIH should in-
clude both males and females, except when it is scientifically inap-
propriate, using sex as a variable when appropriate. This includes
research on human or animal subjects and material derived from
the research, clinical research, and publications resulting from such
research. With respect to reducing health disparities, the Director



18

of NIH, when evaluating the research portfolio, must identify the
activities conducted by NIH that make progress in reducing health
disparities, so that this information may be used to assess the re-
search priorities of the agency better. Compiling accurate data with
respect to health disparities should be a critical function that the
Director of NIH fulfills in coordination with the Director for the
National Center for Minority Health and Health Disparities.

The Director shall also ensure that scientifically based strategic
planning is implemented in support of research priorities as deter-
mined by the institutes and centers. The Director shall also ensure
that the resources of NIH are sufficiently allocated for research
projects identified in strategic plans.

Section 3 outlines the authorities of the Division of Program Co-
ordination, Planning, and Strategic Initiatives (Division) as estab-
lished in Section 2 of the Act. The Director, acting through the Di-
vision, must identify research that represents important areas of
emerging scientific opportunities, rising public health challenges, or
knowledge gaps that deserve special emphasis and would benefit
from research that involves collaboration between two or more na-
tional research institutes and centers, or would otherwise benefit
from strategic coordination and planning. The Committee recog-
nizes research resources, such as the databases and research net-
works for training translational and clinical researchers, as an ac-
tivity that may be supported by the common fund.

The Director may allocate funds set aside in a “common fund,”
under Section 4 of the Act, to the national research institutes and
centers for conducting and supporting research that is identified.
The Committee expects that research conducted or supported
through the common fund will be subject to the same peer review
standards as research conducted or supported through the national
research institutes and centers. The Director of NIH may assign
additional functions to the Division. The Division must report on
its activities in the biennial report required in Section 5 of the Act.

With respect to research supported through the common fund,
the Director must require that proposals include milestones and
goals for the research and timeframes for funding of the research.
The Director must also ensure appropriate consideration of pro-
posals for which the principal investigator is an individual who has
not previously served as the principal investigator of research con-
ducted or supported by the NIH. The Committee is concerned that
young investigators are given a fair opportunity to make significant
contributions within their areas of expertise and that they are pro-
vided with the incentive to be the future driving force of innovation
and new discoveries. The Committee recognizes the existing Clin-
ical Transformation Science Awards program as an activity that
may receive common fund support, especially as it may assist first
time young investigator applicants.

To reflect the growing trend in interdisciplinary science, the
Committee expects that the common fund will provide an avenue
to fund meritorious research that requires the collaboration of sev-
eral national research institutes and centers. For example, the In-
stitute of Medicine reported in 2006 that to better understand pre-
mature birth, a multidisciplinary research approach is needed. Sev-
eral other areas of public health concern, such as spinal cord inju-
ries and rehabilitation, mental health, Parkinson’s disease, and au-
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tism, also require multidisciplinary research approaches that in-
volve the responsibilities of several research institutes and centers.

Section 3 requires the Director of NIH, in coordination with the
heads of the national research institutes and centers, to ensure
that the institutes and centers preserve an emphasis on investi-
gator-initiated research project grants, including projects funded by
the common fund; and, when appropriate, maximize investigator-
initiated research project grants in the annual research portfolios.
The Committee encourages NIH to consider taking the steps nec-
essary to allow principal investigators the opportunity to commu-
nicate to the agency whether their research involves trans-NIH re-
search in order to possibly allow the respective investigators’ re-
search to be considered for funding through the common fund.

Section 3 requires that the Director of NIH ensure that research
conducted or supported by the NIH is subject to review in accord-
ance with Section 492 of the PHSA, and specifically Section
492(a)(2) of the PHSA, which requires appropriate advisory council
review before research proposals are funded. The Committee is con-
cerned that some national research institutes and centers may not
be complying fully with statutory requirements that demand advi-
sory council review of grant applications.

Section 3 requires that the Director approve the establishment of
all centers of excellence recommended by the national research in-
stitutes, other than the centers already recognized under Section
414. The Committee is concerned that, over the past decade, the
number of centers of excellence to conduct research on specific dis-
eases, disorders, or other adverse health conditions, has grown
without proper evaluation to determine if indeed these centers are
the most efficient use of taxpayer dollars to accomplish the re-
search priorities of the NIH. The Institute of Medicine reported in
2004 that centers of excellence represent nearly 9 percent of the
overall NIH budget. The Committee is requiring the Director of
NIH to approve any new center of excellence so that NIH may ac-
curately track the number of centers of excellence it funds and the
research activities completed.

Section 3 also refines the authorities of the Director of NIH to
establish a Director’s Discretionary Fund to reserve funds to pro-
vide for research on matters that have not received significant
funding relative to other matters, to respond to new issues and sci-
entific emergencies, and to act on research opportunities of high
priority. The Committee expects that the Director’s transfer au-
thority may be used to augment this account, in addition to any
funds appropriated in a fiscal year, to be used at the Director’s dis-
cretion.

The Director may, subject to appropriations Acts, collect and re-
tain registration fees obtained from third parties to defray ex-
penses for scientific, educational, and research-related conferences.

Section 3 establishes a new advisory council to be known as the
Council of Councils (Council) for the purpose of advising the Direc-
tor on matter related to the responsibilities of the Division, includ-
ing making recommendations with respect to the conduct and sup-
port of research identified by the Division through the common
fund. The Committee designed the Council to be similar to the ex-
isting advisory councils in the national research institutes and cen-
ters that provide recommendations regarding what research to con-
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duct and support and help set priorities for the national research
institutes and centers.

The membership of the Council may not exceed 27 members se-
lected by the Director of NIH, with approval by the Secretary. In
selecting the members of the Council, the Director must ensure
that the members represent a broad range of disciplines and per-
spectives, and must include at all times at least one representative
from each national research institute whose budget is substantial
relative to a majority of the other institutes. The Committee recog-
nizes at this time these institutes to be the National Cancer Insti-
tute, the National Heart, Lung, and Blood Institute, and the Na-
tional Institute of Allergy and Infectious Diseases. The Director
must maintain an updated list of individuals who have been nomi-
nated to serve on the Council. With respect to nominations from
each national research institute and center, three individuals shall
be nominated by the head of the institute or center; at least two
must be scientists, and one other representing the general public;
four shall be a leader in the field of public policy, law, health pol-
icy, economics, or management. In addition, each office within the
Division of Program Coordination, Planning, and Strategic Initia-
tives shall nominate one person.

The Committee expects the Council to be a rotating body that
will grant representation to every institute and center that com-
prises the NIH at some point in time. The Committee expects that
national research institutes and centers with budgets that are sub-
stantially less than the majority of others will have an opportunity
to serve on the Council of Councils. The Act requires that a term
of service is six years for a member of the Council. The initial
terms of service are: nine members serving for six years, nine
members for four years, and nine members for two years. The Di-
rector may appoint a member to fill a position if there is a vacancy,
but only for the remainder of the term or until a successor is re-
placed.

Section 3 amends Section 492A(a)(2) of the PHSA by requiring
that a majority of the voting members of the appropriate advisory
council within the national research institutes and centers rec-
ommend approval of a research proposal before it may receive
funding. The Committee is very concerned that the two-tier peer
review system is followed completely, given that NIH leaders con-
sistently note that the peer review system is the hallmark of NIH
success. It has been brought to the Committee’s attention that past
Cancer Center Support Grant (CCSG) recipients receiving a Na-
tional Cancer Institute (NCI) “priority score” were not awarded
funds consistent with NCI recommended levels. The Committee
would like information on whether or not appropriate consideration
has been given to the scores received by potential grant applica-
tions through the CCSG program, and the respective budgetary al-
locations that correspond with this program.

Section 3 clarifies that the new authorities of the Director may
not be construed as affecting the specific authorities of the insti-
tﬁteﬁ 1.':;nd centers that were in effect on the date of enactment of
the bill.

Section 4. Authorization of appropriations
Section 4 creates a new section 402A of the PHSA.
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“Section 402A. Authorization of Appropriations.”

New Section 402A authorizes appropriations for the overall NIH
budget for the fiscal year 2007 through fiscal year 2009 period. For
fiscal year 2007, $29,747,874,000 is authorized; for fiscal year 2008,
$31,235,268,000; and for fiscal year 2009, $32,797,032,000.

New Section 402A also authorizes appropriations for the Office
of the Director for the fiscal year 2007 through 2009 period, within
the overall appropriation for the NIH. For fiscal year 2007, $1 bil-
lion; for fiscal year 2008, $1,050,000,000; and for fiscal year 2009,
$1,102,500,000.

New Section 402A establishes a “common fund” to provide a per-
manent funding mechanism for trans-NIH research projects identi-
fied through the Division of Program Coordination, Planning, and
Strategic Initiatives. The amount reserved in the common fund for
a fiscal year is equal to the sum of the base amount and any addi-
tional allocation as determined through appropriations. The
amount reserved by the Director of NIH for a fiscal year may not
exceed 5 percent of the total NIH budget. This restriction does not
apply after an evaluation and recommendations are submitted to
Congress in the first year that the common fund represents 5 per-
cent of the total NIH budget. The percentage reservation for the
common fund may not be less than the previous fiscal year, and
may not fall below 5 percent after the first fiscal year that the com-
mon fund represents 5 percent of the total amount appropriated.

The base amount for the common fund for fiscal year 2007 is the
amount reserved by the Director of NIH for fiscal year 2006 for
trans-NIH research. The Committee has identified several initia-
tives at NIH that meet this criteria, including, but not limited to,
the Director’s Roadmap initiative, the neurosciences blueprint, and
the obesity initiative. In addition, the Committee recognizes Clin-
ical Transformation Science Awards as an important use of com-
mon fund dollars. The base amount for the common fund in fiscal
year 2008 and each subsequent fiscal year is the amount of the
common fund reserved for the preceding fiscal year.

The additional amount that is reserved in the common fund rep-
resents 50 percent of the amount appropriated that exceeds the ap-
propriation for the preceding fiscal year. The new funding percent-
age set aside may be adjusted for a fiscal year after the submission
of an evaluation and recommendations to Congress with respect to
the common fund.

An evaluation of the common fund must be conducted during the
six month period following the end of the first fiscal year when the
common fund equals 5 percent of the total NIH budget. The Direc-
tor of NIH, in consultation with the Council of Councils, must sub-
mit recommendations to Congress for changes to the amount of the
reservation for the common fund. The Committee strongly rec-
ommends that when the Director and the Council of Councils
evaluate the program, the Director include in the report to Con-
gress an evaluation of various levels of funding for the common
fund. This report should discuss whether or not the common fund
should be less than 5 percent of the total NIH budget at any point
in time, and how the common fund could potentially grow to the
level recommended by the Institute of Medicine of 10 to 15 percent
of the total NIH budget. The evaluation should include information
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on research activities funded by the common fund, as is required
in the biennial report as described in Section 5 of the Act.

New Section 402A, beginning in fiscal year 2008, national re-
search institutes and centers may only receive funding increases
above the fiscal year 2006 baseline if they report on the level of
trans-NIH activities that the Institute or Center has engaged in
during the previous fiscal year. This amount may include projects
funded through the common fund. Not later than January 1, 2008,
and each subsequent January 1st thereafter, the head of each na-
tional research institute or center must submit to the Director a re-
port, which the Director of NIH is required to verify the accuracy.
The Secretary of HHS will then submit a report to Congress identi-
fying the percentage of funds made available by each national re-
search institute or center for the previous fiscal year for conducting
trans-NIH research. At the request of a national research institute
or center, the Director of NIH may waive this requirement if the
Director of NIH determines that the condition is inconsistent with
the mission of the institute or center. The Committee also recog-
nizes that there may be collaborative work between national re-
search institutes and centers that may not be fully demonstrated
in budgetary data, such as planning meetings, conferences, and
casual communication. The heads of national research institutes
and centers should highlight the major time-consuming activities
that fall under this category.

New Section 402A authorizes transfer authority for the Director
of NIH at 1 percent, however, the Director may not decrease any
appropriation account by more than 1 percent. The Committee
notes that this is the same level that is currently permitted in an-
nual appropriations legislation.

New Section 402A strikes statutory authorization of appropria-
tions line items that are expired or have never received a direct ap-
propriation. The elimination of other authorizations of appropria-
tions, however, may not be construed as terminating the authority
of the Federal Agency involved to carry out the program. The Com-
mittee notes that Title III of the PHSA grants the Secretary of
HHS broad authority to conduct research on a variety of issues, re-
gardless of disease-specific research directives that Congress has
approved over the years. The Committee firmly believes that, in
order to avoid political micromanagement of the agency, NIH needs
to improve the transparency of research activities and findings.

Section 5. Reports
Section 5 amends the PHSA to create a new Section 402B.

“Section 402B. Electronic Coding of Grants and Activities.”

New Section 402B requires the Secretary of HHS, acting through
the Director of NIH, to establish an electronic system to uniformly
code research grants and activities throughout the NIH. The elec-
tronic coding system must be searchable by a variety of codes, such
as the type of research grant, the research entity managing the
grant, and the public health area interest. When permissible, the
Director must provide information on relevant literature and pat-
ents that are associated with research activities of the NIH. The
Committee has listened to stakeholder concerns about NIH’s cur-
rent open access policy with respect to making published literature
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available online. The Committee will continue to monitor the open
access policies adopted by the NIH, including the management of
the program and the participation levels of scientific journals.

Section 5 amends Section 403 of PHSA to require the Director of
NIH to submit biennially a report to Congress. The report must in-
clude an assessment of the state of biomedical research, a descrip-
tion of the activities conducted or supported by the NIH, classifica-
tion and justification for the priorities established by the agencies,
including a strategic plan and recommendations for future research
initiatives to be carried out by the Division of Program Coordina-
tion, Planning, and Strategic Initiatives.

The report must include a catalogue of all the research activities
of the agencies. The catalogue must include (1) epidemiological
studies and longitudinal studies; (2) disease registries, information
clearinghouses, and other data systems; (3) public education and
information campaigns; (4) training activities; (5) clinical trials, in-
cluding a breakdown by demographic variables and other appro-
priate categories; and (6) translational research activities. The
Committee directs the NIH to create a new, comprehensive elec-
tronic reporting system that will, for the first time, catalogue all
of the research activities of the NIH in a standardized format. The
Committee expects to receive from the NIH Director a report that
comprehensively lays out the strategic plans and research activities
of the agency, instead of thousands of pages of reports from each
of the individual research Institutes and Centers. The Committee
strongly believes that increased transparency of NIH research ac-
tivities will highlight areas of ongoing research to improve research
portfolio management, provide greater accountability of research
dollars, and spur creative thinking about new scientific approaches.
The Committee does not expect, nor does it encourage, the NIH to
submit a 1,000+ page report; however, the Committee does expect
that the research activities are catalogued in an electronically ac-
cessible database, searchable by the variety of new codes to meet
the criteria outlined in the Act.

With respect to reporting on training activities, the Committee
requests that the Director accurately identify the institutions that
receive training awards, as well as provide a breakdown of appro-
priate variables to analyze the disbursement of awards, including,
but not limited to, race, ethnicity, and gender.

The catalogue must also identify the agency or agencies involved,
state whether the activity was carried out directly by the agencies
or was supported by the agencies and describe to what extent the
agency was involved, and identify whether the specific activity was
carried out through a center of excellence. The Committee believes
this information is critical in determining the overall level of intra-
mural and extramural activities supported through the NIH. It has
been brought to the Committee’s attention that centers of excel-
lence may shelter researchers who may not be as competitive if
they were applying for research support through another avenue,
or unduly emphasize research that should not be a high priority for
NIH based on current scientific opportunities and public health
burdens. Information on the type of research supported by centers
of excellence will highlight the efficiency of these programs.

The report must also include a summary of the research activi-
ties throughout NIH, organized by the following categories: cancer;
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neurosciences; life stages, human development, and rehabilitation;
organ systems and autoimmune diseases; genomics; molecular biol-
ogy and basic science; technology development; chronic diseases, in-
cluding pain and palliative care; infectious diseases and bioter-
rorism; health disparities; and any other additional categories as
the Director determines to be appropriate. For example, the Direc-
tor may choose to include a separate subsection under the category
of neurosciences for stroke, and a separate subsection under organ
systems for heart disease, two of the leading causes of death in
America.

With respect to research activities on specific diseases, disorders,
or other adverse health conditions, the Director must present infor-
mation in a standardized format, identify the actual dollar
amounts obligated for such activities, and include plans for re-
search on specific diseases, disorders, and conditions, including
statements of objectives regarding the research, the means for
achieving the objectives, and a date by which the objectives are ex-
pected to be achieved, and justifications for revisions to the plans.
The Committee does not expect that the NIH develop all at once
a report on 3,000+ diseases, disorders, and adverse health condi-
tions in the same standardized format. The Committee does de-
mand, however, that from this point forward, when NIH dissemi-
nates information regarding research activities with respect to a
disease, disorder, or adverse health condition, that the information
be formatted in a standardized format. For example, the Com-
mittee is interested in learning more about the research activities
with respect to diseases such as Cystic Fibrosis, rare diseases, ar-
thritis, Chronic Obstructive Pulmonary Disease, Idiopathic Pul-
monary Fibrosis, chronic kidney diseases, and Charcot Marie Tooth
disease. The Committee is also interested in learning more about
prevention methods using microbicides and studies of routine
scheduled Cesarean delivery procedures versus attempted vaginal
childbirth. The Committee is interested in better understanding
what research is underway at NIH to address the adverse health
conditions of those impacted by the terrorist attacks on September
11, 2001. The Committee would like to know more about the re-
search underway at NIH with respect to prosthetics for soldiers
whose limbs have been amputated as a result of combat, and re-
lated illnesses experienced by those individuals due to amputa-
tions. The Director should also include in the report information
about population research activities and advances.

Section 5 permits the Director to submit additional reports to
Congress as he determines appropriate.

Section 5 amends the PHSA by creating a new Section 403A.

“Section 403A. Annual Reporting to Increase Interagency Col-
laboration and Coordination.”

New Section 403A requires the Director of NIH to submit a re-
port on an annual basis to the Secretary of HHS describing the ac-
tivities involving collaboration between NIH and the other agencies
of the Department of Health and Human Services. This informa-
tion is important to better tracking not only patient safety initia-
tives, but also agency efforts to reduce health disparities. Specifi-
cally, the Committee recognizes the positive impact that the NIH
can have by collaborating across the institutes and centers and
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with the Centers for Disease Control, Agency for Healthcare Re-
search and Quality, and other HHS agencies to improve the deliv-
ery of care for the nation’s patients by increasing quality, elimi-
nating duplication, and reducing the unnecessary costs caused by
infections, medical, and medication errors. The Committee encour-
ages NIH to include detailed information that describes how long
the agency has collaborated on the projects listed in the report, the
total level of funding to date, the total contribution of NIH funding
to the project, and a list of all major meetings between the agen-
cies. It is also critically important for NIH and the Food and Drug
Administration to collaborate on new research initiatives to help
speed the development and approval of lifesaving drugs and bio-
logics. Other agency collaborations, such as the provision included
in the Medicare Prescription Drug and Modernization Act of 2003
that directed the Agency for Healthcare Research and Quality to
conduct systematic reviews of existing evidence on drugs and other
treatments that treat the same condition should be included in the
report. The Committee requests that the report include public edu-
cation campaigns, epidemiological studies and longitudinal studies,
disease registries, and information clearinghouses that the NIH co-
ordinates with the Centers for Disease Control and Prevention, in-
cluding detailed information about NIH funding for the activities.

New Section 403A requires the Director of NIH to submit to the
Commissioner of the Food and Drug Administration on an annual
basis a report that identifies each clinical trial that is registered
during the calendar year in the databank of information estab-
lished under Section 402(j) of the PHSA.

Section 5 amends the PHSA by creating a new Section 403B.

“Section 403B. Annual Reporting to Prevent Fraud and
Abuse.”

New Section 403B requires the Director of NIH submit to Con-
gress on an annual basis a report that describes how the NIH
stores and tracks human tissue samples.

New Section 403B requires the Director of NIH to submit to the
Inspector General of the Department of HHS, the Secretary, the
Committee on Energy and Commerce of the House of Representa-
tives, and the Committee on Health, Education, Labor, and Pen-
sions of the Senate, a report summarizing the activities of the NIH
relating to whistleblower complaints, including the agency in-
volved, the status of the complaint, and the resolution of the com-
plaint to date. The Director of NIH is also required to submit a re-
port that identifies the number of experts and consultants whose
services are obtained by the NITH.

New Section 403B strikes all other statutory reporting require-
ments that are either expired or are duplicative given the new com-
prehensive reporting system. The Committee, however, expects
NIH to submit reports that are already underway, and near com-
pletion, such as the report required by Section 4923 of Public Law
105-33.

Section 6. Certain demonstration projects

Section 6 authorizes the Director of NIH to conduct two distinct
demonstration programs with funds appropriated through the Of-
fice of the Director.



26

The first demonstration program, “Bridging the Sciences,” per-
mits the Secretary of HHS, acting through the Director of NIH, in
consultation with the Director of the National Science Foundation,
the Secretary of Energy, and other agencies, to award grants for
demonstration projects for biomedical research at the interface be-
tween the biological, behavioral, and social sciences with the phys-
ical, chemical, mathematical, and computational sciences. The Sec-
retary must establish goals, priorities, and methods of evaluation
for the research. A grant must be peer reviewed, as required under
Section 492 of the PHSA, and an advisory council must complete
the review. The Committee recognizes that research projects eligi-
ble under this demonstration program may require a more diverse
group of peer reviewers than are currently available through NIH’s
traditional peer review process, and encourages the agencies in-
volved to organize appropriate advisory councils to properly review
the applicants.

The second demonstration program, “High Risk, High Reward
Research,” permits the Director of NIH to allocate funds for the na-
tional research institutes and centers to award grants, contracts, or
engage in other transactions, for high-impact, cutting edge research
that fosters scientific creativity and increases fundamental biologi-
cal understanding leading to the prevention, diagnosis, and treat-
ment of diseases and disorders. In addition to funds allocated by
the Director, the head of a national research institute or center
may conduct or support similar research with funds appropriated
to the institute or center, if the institute or center gives notice to
the Director of NIH beforehand and submits a report to the Direc-
tor of NIH on an annual basis regarding the activities.

The Director of NIH must give special consideration to coordi-
nating activities with national research institutes whose budgets
are substantial relative to a majority of the other institutes. The
Committee recognizes that high risk, high reward research, similar
to the Defense Advanced Research Projects Agency initiatives at
the Department of Defense, could be quite expensive to conduct.
Therefore the Committee encourages the Director of NIH to maxi-
mize funds for this demonstration project by coordinating with in-
stitutes and centers with substantial budgets. In addition, the Di-
rector of NIH or the head of a national research or institute should
seek to facilitate partnerships between public and private entities.
The Director of NIH or the head of a national research institute or
center must also coordinate with the Foundation for the National
Institutes of Health. The Committee expects coordination with the
Foundation for the National Institutes of Health for the sole pur-
pose of drawing down additional research dollars to operate the
demonstration program. All grants must be peer reviewed.

The Director of NIH must conduct an evaluation of both dem-
onstration projects and submit a report to Congress on the results
no later than the end of fiscal year 2009.

Section 7. Foundation for the National Institutes of Health

Section 7 amends Section 499 of the Public Health Service Act,
the statute governing the National Foundation for the National In-
stitutes of Health (Foundation), and makes technical corrections
and grants increased flexibility in the amounts of Federal funding
and support services. Most significantly, these corrections clarify
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membership in the Foundation’s board of directors and assure that
the Foundation receives funds from the National Institutes of
Health (NIH) to support the Foundation’s administrative and oper-
ating expenses.

Section 8. Applicability

Section 8 clarifies that the amendments made by the bill apply
only with respect to amounts appropriated for fiscal year 2007 or
subsequent fiscal years.

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):

PUBLIC HEALTH SERVICE ACT

* * * & * * *

TITLE III—GENERAL POWERS AND DUTIES OF PUBLIC
HEALTH SERVICE

* * *k & * * *k

PART M—NATIONAL PROGRAM OF CANCER REGISTRIES
ES * ES ES ES * ES

SEC. 399E. STUDY IN CERTAIN STATES TO DETERMINE THE FACTORS
CONTRIBUTING TO THE ELEVATED BREAST CANCER
MORTALITY RATES.

(a)***
ES % * ES * £ *

[(e) REPORT.—Not later than September 30, 1999, the Secretary
shall complete the study required in subsection (a) and submit to
the Committee on Energy and Commerce of the House of Rep-
resentatives, and to the Committee on Labor and Human Re-
sources of -the Senate, a report describing the findings and rec-
ommendations made as a result of the study.]

* * *k & * * *k

TITLE IV—NATIONAL RESEARCH INSTITUTES

PART A—NATIONAL INSTITUTES OF HEALTH
[ORGANIZATION OF THE NATIONAL INSTITUTES OF HEALTH

[SEC. 401. (a) The National Institutes of Health is an agency of
the Service.
[(b)(1) The following national research institutes are agencies of
the National Institutes of Health:
[(A) The National Cancer Institute.
[(B) The National Heart, Lung, and Blood Institute.
[(C) The National Institute of Diabetes and Digestive and
Kidney Diseases.
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[(D) The National Institute of Arthritis and Musculoskeletal
and Skin Diseases.

[(E) The National Institute on Aging.

[(F) The National Institute of Allergy and Infectious Dis-
eases.

[(G) The National Institute of Child Health and Human De-
velopment.

[(H) The National Institute of Dental and Craniofacial Re-
search.

[(I) The National Eye Institute.

[(J) The National Institute of Neurological Disorders and
Stroke.

[(K) The National Institute of General Medical Sciences.

[(L) The National Institute of Environmental Health
Sciences.

[(M) The National Institute on Deafness and Other Commu-
nication Disorders.

[(N) The National Institute on Alcohol Abuse and Alco-
holism.

[(O) The National Institute on Drug Abuse.

[(P) The National Institute of Mental Health.

[(Q) The National Institute of Nursing Research.

[(R) The National Institute of Biomedical Imaging and Bio-
engineering.

[(2) The following entities are agencies of the National Institutes
of Health:

[(A) The National Library of Medicine.

[(B) The National Center for Research Resources.

[(C) The John E. Fogarty International Center for Advanced
Study in the Health Sciences.

[(D) The National Center for Human Genome Research.

[(E) The Office of Dietary Supplements.

[(F) The National Center for Complementary and Alter-
native Medicine.

[(G) The National Center on Minority Health and Health
Disparities.

[(c)(1) The Secretary may establish in the National Institutes of
Health one or more additional national research institutes to con-
duct and support research, training, health information, and other
programs with respect to any particular disease or groups of dis-
eases or any other aspect of human health if—

[(A) the Secretary determines that an additional institute is
necessary to carry out such activities; and

[(B) the additional institute is not established before the ex-
piration of 180 days after the Secretary has provided the Com-
mittee on Energy and Commerce of the House of Representa-
tives and the Committee on Labor and Human Resources of
the Senate written notice of the determination made under
subparagraph (A) with respect to the institute.

[(2) The Secretary may reorganize the functions of any national
research institute and may abolish any national research institute
if the Secretary determines that the institute is no longer required.
A reorganization or abolition may not take effect under this para-
graph before the expiration of 180 days after the Secretary has pro-
vided the Committee on Energy and Commerce of the House of
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Representatives and the Committee on Labor and Human Re-
sources of the Senate written notice of the reorganization or aboli-
tion.

[(d) For purposes of this title, the term “national research insti-
tute” means a national research institute listed in subsection (b) or
established under subsection (c). A reference to the National Insti-
tutes of Health includes its agencies.]

SEC. 401. ORGANIZATION OF NATIONAL INSTITUTES OF HEALTH.

(a) RELATION TO PUBLIC HEALTH SERVICE.—The National Insti-
tutes of Health is an agency of the Service.

(b) NATIONAL RESEARCH INSTITUTES AND NATIONAL CENTERS.—
The following agencies of the National Institutes of Health are na-
tional research institutes or national centers:

(1) The National Cancer Institute.

(2) The National Heart, Lung, and Blood Institute.

(3) The National Institute of Diabetes and Digestive and Kid-
ney Diseases.

(4) The National Institute of Arthritis and Musculoskeletal
and Skin Diseases.

(5) The National Institute on Aging.

(6) The National Institute of Allergy and Infectious Diseases.

(7) The National Institute of Child Health and Human Devel-
opment.

(8) hThe National Institute of Dental and Craniofacial Re-
search.

(9) The National Eye Institute.

g ( Z(IZ) The National Institute of Neurological Disorders and
troke.

(11) The National Institute on Deafness and Other Commu-
nication Disorders.

(12) The National Institute on Alcohol Abuse and Alcoholism.

(13) The National Institute on Drug Abuse.

(14) The National Institute of Mental Health.

(15) The National Institute of General Medical Sciences.

(16) The National Institute of Environmental Health
Sciences.

(17) The National Institute of Nursing Research.

(18) The National Institute of Biomedical Imaging and Bio-
engineering.

(19) The National Human Genome Research Institute.

(20) The National Library of Medicine.

(21) The National Center for Research Resources.

(22) The John E. Fogarty International Center for Advanced
Study in the Health Sciences.

(23) The National Center for Complementary and Alternative
Medicine.

(24) The National Center on Minority Health and Health Dis-
parities.

(25) Any other national center that, as an agency separate
from any national research institute, was established within the
National Institutes of Health as of the day before the date of the
enactment of the National Institutes of Health Reform Act of
2006.

(¢) DIviSION OF PROGRAM COORDINATION, PLANNING, AND STRA-
TEGIC INITIATIVES.—
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(1) IN GENERAL.—Within the Office of the Director of the Na-
tional Institutes of Health, there shall be a Division of Program
Coordination, Planning, and Strategic Initiatives (referred to in
this subsection as the “Division”).

(2) OFFICES WITHIN DIVISION.—

(A) OFFICES.—The following offices are within the Divi-
sion: The Office of AIDS Research, the Office of Research
on Women’s Health, the Office of Behavioral and Social
Sciences Research, the Office of Disease Prevention, the Of-
fice of Dietary Supplements, the Office of Rare Diseases,
and any other office located within the Office of the Direc-
tor of NIH as of the day before the date of the enactment
of the National Institutes of Health Reform Act of 2006. In
addition to such offices, the Director of NIH may establish
within the Division such additional offices or other admin-
istrative units as the Director determines to be appropriate.

(B) AUTHORITIES.—Each office in the Division—

(i) shall continue to carry out the authorities that
were in effect for the office before the date of enactment
referred to in subparagraph (A); and

(ii) shall, as determined appropriate by the Director
of NIH, support the Division with respect to the au-
thorities described in section 402(b)(7).

(d) ORGANIZATION.—

(1) NUMBER OF INSTITUTES AND CENTERS.—In the National
Institutes of Health, the number of national research institutes
and national centers may not exceed a total of 27, including
any such institutes or centers established under authority of
paragraph (2) or under authority of this title as in effect on the
day before the date of the enactment ofthe National Institutes
of Health Reform Act of 2006.

(2) REORGANIZATION OF INSTITUTES AND CENTERS.—

(A) IN GENERAL.—Notwithstanding subsection (b), and
subject to paragraph (1), the Director of NIH may, with the
approval of the Secretary, reorganize the national research
institutes and the national centers, including the addition,
removal, or transfer of functions of such institutes and cen-
ters, and the establishment or termination of such institutes
and centers, if the Director determines that the overall mis-
sion of the National Institutes of Health, or the manage-
ment and operation of programs and activities conducted or
supported by the National Institutes of Health, would be
more efficiently carried out under such a reorganization.

(B) ADMINISTRATIVE UNIT.—For purposes of paragraph
(1), an administrative unit within the National Institutes of
Health that is established under authority of subparagraph
(A) shall be considered a national research institute or a
national center, without regard to whether the administra-
tive unit is designated by the Director of NIH as such an
institute or center.

(C) PUBLIC PROCESS.—Any reorganization under sub-
paragraph (A) shall be carried out by regulation in accord-
ance with the procedures for substantive rules under section
553 of title 5, United States Code.
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(3) REORGANIZATION OF OFFICE OF DIRECTOR.—Notwith-
standing subsection (c), the Director of NIH may, after a series
of public hearings, and with the approval of the Secretary, reor-
ganize the offices within the Office of the Director, including the
addition, removal, or transfer of functions of such offices, and
the establishment or termination of such offices, if the Director
determines that the overall management and operation of pro-
grams and activities conducted or supported by such offices
would be more efficiently carried out under such a reorganiza-
tion.

(4) INTERNAL REORGANIZATION OF INSTITUTES AND CEN-
TERS.—Notwithstanding any conflicting provisions of this title,
the director of a national research institute or a national center
may, after a series of public hearings and with the approval of
the Director of NIH, reorganize the divisions, centers, or other
administrative units within such institute or center, including
the addition, removal, or transfer of functions of such units,
and the establishment or termination of such units, if the direc-
tor of such institute or center determines that the overall man-
agement and operation of programs and activities conducted or
supported by such divisions, centers, or other units would be
more efficiently carried out under such a reorganization.

(5) NOTICE TO CONGRESS; EFFECTIVE DATE.—A reorganization
under paragraph (2), (3), or (4) may not take effect before the
expiration of 90 days after the Secretary submits to the Com-
mittee on Energy and Commerce of the House of Representatives
and the Committee on Health, Education, Labor, and Pensions
of the Senate written notice of the reorganization.

(e) SCIENTIFIC MANAGEMENT REVIEW BOARD FOR PERIODIC ORGA-
NIZATIONAL REVIEWS.—

(1) IN GENERAL.—Not later than 60 days after the date of the
enactment of the National Institutes of Health Reform Act of
2006, the Secretary shall establish an advisory council within
the National Institutes of Health to be known as the Scientific
Management Review Board (referred to in this subsection as the
“Board”).

(2) DUTIES.—

(A) REPORTS ON ORGANIZATIONAL ISSUES.—The Board
shall provide advice to the appropriate officials under sub-
section (d) regarding the use of the authorities established
in paragraphs (2), (3), and (4) of such subsection to reorga-
nize the National Institutes of Health (referred to in this
subsection as “organizational authorities”). Not less fre-
quently than once each 7 years, the Board shall—

(i) determine whether and to what extent the organi-
zational authorities should be used; and

(it) issue a report providing the recommendations of
the Board regarding the use of the authorities and the
reasons underlying the recommendations.

(B) CERTAIN RESPONSIBILITIES REGARDING REPORTS.—
The activities of the Board with respect to a report under
subparagraph (A) shall include the following:

(i) Reviewing all programs of the National Institutes
of Health (referred to in this subsection as “NIH”) in
order to determine the progress and cost-effectiveness of
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such programs and the allocation among the programs
of the resources of NIH.

(it) Determining pending scientific opportunities, and
public health needs, with respect to research within the
Jurisdiction of NIH.

(iti) For any proposal for organizational changes to
which the Board gives significant consideration as a
possible recommendation in such repori—

(D) analyzing the budgetary and operational con-
sequences of the proposed changes;

(II) estimating the level of resources needed to
implement the proposed changes; and

(I1I) assuming the proposed changes will be
made and making a recommendation for the allo-
cation of the resources of NIH among the national
research institutes and national centers.

(C) CONSULTATION.—In carrying out subparagraph (A),
the Board shall consult with—

(i) the heads of national research institutes and na-
tional centers whose directors are not members of the
Board;

(i) other scientific leaders who are officers or em-
ployees of NIH and are not members of the Board;

(iii) advisory councils of the national research insti-
tutes and national centers;

(iv) organizations representing the scientific commu-
nity; and

(v) organizations representing patients.

(3) COMPOSITION OF BOARD.—The membership of the Board
may not exceed 21 individuals, all of whom shall be voting
members. The Board shall be composed of the following:

(A) The Director of NIH, who shall be a permanent mem-
ber on an ex officio basis.

(B) Not fewer than 9 officials who are directors of na-
tional research institutes or national centers. The Secretary
shall designate such officials for membership and shall en-
sure tfl}at the group of officials so designated includes direc-
tors of—

(i) national research institutes whose budgets are
substantial relative to a majority of the other institutes;

(it) national research institutes whose budgets are
small relative to a majority of the other institutes;

(iit) national research institutes that have been in ex-
istence for a substantial period of time without signifi-
cant organizational change under subsection (d);

(iv) as applicable, national research institutes that
have undergone significant organization changes under
such subsection, or that have been established under
such subsection, other than national research institutes
for which such changes have been in place for a sub-
stantial period of time; and

(v) national centers.

(C) Members appointed by the Secretary from among in-
dividuals who are not officers or employees of the United
States. Such members shall include—
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(i) individuals representing the interests of public or
private institutions of higher education that have his-
torically received funds from NIH to conduct research;
and

(i) individuals representing the interests of private
entities that have received funds from NIH to conduct
research or that have broad expertise regarding how
the National Institutes of Health functions, exclusive of
private entities to which clause (i) applies.

(4) CHAIR.—The Chair of the Board shall be selected by the
Secretary from among the appointed members of the Board, ex-
cept that the Secretary may select the Director of NIH as the
Chair. The term of office of the Chair shall be 2 years.

(5) MEETINGS.—

(A) IN GENERAL.—The Board shall meet at the call of the
Chair or upon the request of the Director of NIH, but not
fewer than 5 times with respect to issuing any particular
report under paragraph (2)(A). The location of the meetings
of the Board is subject to the approval of the Director of
NIH.

(B) PARTICULAR FORUMS.—Of the meetings held under
subparagraph (A) with respect to a report under paragraph
(2)(A)—

(i) one or more shall be directed toward the scientific
community to address scientific needs and opportuni-
ties related to proposals for organizational changes
under subsection (d), or as the case may be, related to
a proposal that no such changes be made; and

(ii) one or more shall be directed toward consumer
organizations to address the needs and opportunities of
patients and their families with respect to proposals re-
ferred to in clause (i).

(C) AVAILABILITY OF INFORMATION FROM FORUMS.—For
each meeting under subparagraph (B), the Director of NIH
shall post on the Internet site of the National Institutes of
Health a summary of the proceedings.

(6) COMPENSATION; TERM OF OFFICE.—The provisions of sub-
sections (b)(4) and (c) of section 406 apply with respect to the
Board to the same extent and in the same manner as such pro-
visions apply with respect to an advisory council referred to in
such subsections, except that the reference in such subsection (c)
to 4 years regarding the term of an appointed member is
deemed to be a reference to 5 years.

(7) REPORTS.—

(A) RECOMMENDATIONS FOR CHANGES.—Each report
under paragraph (2)(A) shall be submitted to—

(i) the Committee on Energy and Commerce within
the House of Representatives;

(ii) the Committee on Health, Education, Labor, and
Pensions within the Senate;

(iii) the Secretary; and

(iv) officials with organizational authorities, other
than any such official who served as a member of the
Board with respect to the report involved.
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(B) AVAILABILITY TO PUBLIC.—The Director of NIH shall
post each report under paragraph (2) on the Internet site of
the National Institutes of Health.

(C) REPORT ON BOARD ACTIVITIES.—Not later than 18
months after the date of the enactment of the National In-
stitutes of Health Reform Act of 2006, the Board shall sub-
mit to the committees specified in subparagraph (A) a re-
port describing the activities of the Board.

(f) ORGANIZATIONAL CHANGES PER RECOMMENDATION OF ScCI-
ENTIFIC MANAGEMENT REVIEW BOARD.—

(1) IN GENERAL.—With respect to an official who has organi-
zational authorities within the meaning of subsection (e)(2)(A),
if a recommendation to the official for an organizational change
is made in a report under such subsection, the official shall, ex-
cept as provided in paragraph (2) of this subsection, make the
change in accordance with the following:

(A) Not later than 100 days after the report is submitted
under subsection (e)(7)(A), the official shall initiate the ap-
plicable public process required in subsection (d) toward
making the change.

(B) The change shall be fully implemented not later than
the expiration of the 3-year period beginning on the date on
which such process is initiated.

(2) OBJECTION BY DIRECTOR OF NIH.—

(A) IN GENERAL.—Paragraph (1) does not apply to a rec-
ommendation for an organizational change made in a re-
port under subsection (e)(2)(A) if, not later than 90 days
after the report is submitted under subsection (e)(7)(A), the
Director of NIH submits to the committees specified in such
subsection a report providing that the Director objects to
the change, which report includes the reasons underlying
the objection.

(B) SCOPE OF OBJECTION.—For purposes of subparagraph
(A), an objection by the Director of NIH may be made to the
entirety of a recommended organizational change or to 1 or
more aspects of the change. Any aspect of a change not ob-
Jected to by the Director in a report under subparagraph
(A) shall be implemented in accordance with paragraph (1).

(g) DEFINITIONS.—For purposes of this title:

(1) The term “Director of NIH” means the Director of the Na-
tional Institutes of Health.

(2) The terms “national research institute” and “national cen-
ter” mean an agency of the National Institutes of Health that
is—

(A) listed in subsection (b) and not terminated under sub-
section (d)(2)(A); or

(B) established by the Director of NIH under such sub-
section.

(h) REFERENCES TO NIH.—For purposes of this title, a reference
to the National Institutes of Health includes its agencies.

APPOINTMENT AND AUTHORITY OF DIRECTOR OF NIH

SEC. 402. (a) The National Institutes of Health shall be headed
by the [Director of the National Institutes of Health (hereafter in
this title referred to as the “Director of NIH”) who shalll Director
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of NIH who shall be appointed by the President by and with the
advice and consent of the Senate. The Director of NIH shall per-
form functions as provided under subsection (b) and as the Sec-
retary may otherwise prescribe.

(b) In carrying out the purposes of section 301, the Secretary,
acting through the Director of NIH—

[(1) shall be responsible for the overall direction of the Na-
tional Institutes of Health and for the establishment and im-
plementation of general policies respecting the management
and operation of programs and activities within the National
Institutes of Health;

[(2) shall coordinate and oversee the operation of the na-
tional research institutes and administrative entities within
the National Institutes of Health;

[(3) shall assure that research at or supported by the Na-
tional Institutes of Health is subject to review in accordance
with section 492;]

(1) shall be responsible for the overall direction of the Na-
tional Institutes of Health and for the establishment and imple-
mentation of general policies respecting the management and
operation of programs and activities within the National Insti-
tutes of Health;

(2) shall coordinate and oversee the operation of the national
research institutes, national centers, and administrative entities
within the National Institutes of Health;

(3) shall, in consultation with the heads of the national re-
search institutes and national centers, be responsible for pro-
gram coordination across the national research institutes and
national centers, including conducting priority-setting reviews,
to ensure that the research portfolio of the National Institutes
of Health is balanced and free of unnecessary, duplicative re-
search, and takes advantage of collaborative, cross-cutting re-
search;

(4) shall assemble accurate data to be used to assess research
priorities, including information to better evaluate scientific op-
portunity, public health burdens, and progress in reducing
health disparities;

(5) shall ensure that scientifically based strategic planning is
implemented in support of research priorities as determined by
the agencies of the National Institutes of Health;

(6) shall ensure that the resources of the National Institutes
of Health are sufficiently allocated for research projects identi-
fied in strategic plans;

(7)(A) shall, through the Division of Program Coordination,
Planning, and Strategic Initiatives—

(i) identify research that represents important areas of
emerging scientific opportunities, rising public health chal-
lenges, or knowledge gaps that deserve special emphasis
and would benefit from conducting or supporting addi-
tional research that involves collaboration between 2 or
more national research institutes or national centers, or
would otherwise benefit from strategic coordination and
planning;

(it) include information on such research in reports under
section 403; and
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(iii) in the case of such research supported with funds re-
ferred to in subparagraph (B)—

(D) require as appropriate that proposals include
milestones and goals for the research;

(I1) require that the proposals include timeframes for
funding of the research; and

(I1I) ensure appropriate consideration of proposals
for which the principal investigator is an individual
who has not previously served as the principal investi-
gator of research conducted or supported by the Na-
tional Institutes of Health;

(B) may, with respect to funds reserved under section
402A(c)(1) for the Common Fund, allocate such funds to the na-
tional research institutes and national centers for conducting
and supporting research that is identified under subparagraph
(A); and

(C) may assign additional functions to the Division in sup-
port of responsibilities identified in subparagraph (A), as deter-
mined appropriate by the Director;

(8) shall, in coordination with the heads of the national re-
search institutes and national centers, ensure that such insti-
tutes and centers—

(A) preserve an emphasis on investigator-initiated re-
search project grants, including with respect to research in-
volving collaboration between 2 or more such institutes or
centers; and

(B) when appropriate, maximize investigator-initiated re-
search project grants in their annual research portfolios;

(9) shall ensure that research conducted or supported by the
National Institutes of Health is subject to review in accordance
with section 492 and that, after such review, the research is re-
viewed in accordance with section 492A(a)(2) by the appropriate
advisory council under section 406 before the research proposals
are approved for funding;

(10) shall approve the establishment of all centers of excel-
lence recommended by the national research institutes, other
than centers recognized under section 414;

(11) shall oversee research training for all of the national re-
search institutes and National Research Service Awards in ac-
cordance with section 487;

(12) may, from funds appropriated under section 402A(b), re-
serve funds to provide for research on matters that have not re-
ceived significant funding relative to other matters, to respond
to new issues and scientific emergencies, and to act on research
opportunities of high priority;

(13) may, subject to appropriations Acts, collect and retain
registration fees obtained from third parties to defray expenses
for scientific, educational, and research-related conferences;

[(4)] (14) for the national research institutes and adminis-
trative Ael)ltiﬁief \:kvithin the National Institutes of Health—

( I

* * * & * * *

[(5)] (15) may secure resources for research conducted by or
through the National Institutes of Health;
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[(6)] (16) may, without regard to the provisions of title 5,
United States Code, governing appointments in the competitive
service, and without regard to the provisions of chapter 51 and
subchapter III of chapter 53 of such title relating to classifica-
tion and General Schedule pay rates, establish such technical
and scientific peer review groups and scientific program advi-
sory committees as are needed to carry out the requirements
of this title and appoint and pay the members of such groups,
except that officers and employees of the United States shall
not receive additional compensation for service as members of
such groups;

[(7)] (17) may secure for the National Institutes of Health
consultation services and advice of persons from the United
States or abroad;

[(8)] (18) may use, with their consent, the services, equip-
ment, personnel, information, and facilities of other Federal,
State, or local public agencies, with or without reimbursement
therefor;

[(9)] (19) may, for purposes of study, admit and treat at fa-
cilities of the National Institutes of Health individuals not oth-
erwise eligible for such treatment;

[(10)] (20) may accept voluntary and uncompensated serv-
ices;

[(11)]1 (21) may perform such other administrative functions
as the Secretary determines are needed to effectively carry out
this title; and

[(12) after consultation with the Director of the Office of Re-
search on Women’s Health, shall ensure that resources of the
National Institutes of Health are sufficiently allocated for
projects of research on women’s health that are identified
under section 486(b);

[(13) may conduct and support research training—

[(A) for which fellowship support is not provided under
section 487; and

[(B) which does not consist of residency training of phy-
sicians or other health professionals; and]

[(14)1 (22) may appoint physicians, dentists, and other
health care professionals, subject to the provisions of title 5,
United States Code, relating to appointments and classifica-
tions in the competitive service, and may compensate such pro-
fessionals subject to the provisions of chapter 74 of title 38,
United States Code.

The Federal Advisory Committee Act shall not apply to the dura-
tion of a peer review group appointed under [paragraph (6)]1 para-
graph (16). The members of such a group shall be individuals who
by virtue of their training or experience are eminently qualified to
perform the review functions of such group. Not more than one-
fourth of the members of any such group shall be officers or em-
ployees of the United States.

* * * * * * *

[(3)(1) There is established a fund, consisting of amounts appro-
priated under paragraph (3) and made available for the fund, for
use by the Director of NIH to carry out the activities authorized
in this Act for the National Institutes of Health. The purposes for
which such fund may be expended include—
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[(A) providing for research on matters that have not received
significant funding relative to other matters, responding to
new issues and scientific emergencies, and acting on research
opportunities of high priority;

[(B) supporting research that is not exclusively within the
authority of any single agency of such Institutes; and

[(C) purchasing or renting equipment and quarters for ac-
tivities of such Institutes.

[(2) Not later than February 10 of each fiscal year, the Secretary
shall submit to the Committee on Energy and Commerce of the
House of Representatives, and to the Committee on Labor and
Human Resources of the Senate, a report describing the activities
undertaken and expenditures made under this section during the
preceding fiscal year. The report may contain such comments of the
Secretary regarding this section as the Secretary determines to be
appropriate.

L(3) For the purpose of carrying out this subsection, there are au-
thorized to be appropriated $25,000,000 for fiscal year 1994, and
such sums as may be necessary for each of the fiscal years 1995
and 1996.]

L(G)] (D)(1)(A) [The Secretary, acting through the Director of NIH,
shall establish, maintain, and operate a data bank of information
on clinical trials for drugs for serious or life-threatening diseases
and conditions (in this subsection referred to as the “data bank”).]
The activities of the data bank shall be integrated and coordinated
with related activities of other agencies of the Department of
Health and Human Services, and to the extent practicable, coordi-
nated with other data banks containing similar information.

(B) The Secretary shall establish the data bank after consulta-
tion with the Commissioner of Food and Drugs, the directors of the
appropriate agencies of the National Institutes of Health (including
the National Library of Medicine), and the Director of the Centers
for Disease Control and Prevention.

(2) In carrying out paragraph (1), the Secretary shall collect,
catalog, store, and disseminate the information described in such
paragraph. The Secretary shall disseminate such information
through information systems, which shall include toll-free tele-
phone communications, available to individuals with serious or life-
threatening diseases and conditions, to other members of the pub-
lic, to health care providers, and to researchers.

(3) The data bank shall include the following:

(A) A registry of clinical trials (whether federally or privately
funded) of experimental treatments for serious or life-threat-
ening diseases and conditions under regulations promulgated
pursuant to section 505(i) of the Federal Food, Drug, and Cos-
metic Act, which provides a description of the purpose of each
experimental drug, either with the consent of the protocol
sponsor, or when a trial to test effectiveness begins. Informa-
tion provided shall consist of eligibility criteria for participa-
tion in the clinical trials, a description of the location of trial
sites, and a point of contact for those wanting to enroll in the
trial, and shall be in a form that can be readily understood by
members of the public. Such information shall be forwarded to
the data bank by the sponsor of the trial not later than 21 days
after the approval of the protocol.
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(B) Information pertaining to experimental treatments for
serious or life-threatening diseases and conditions that may be
available—

(i) under a treatment investigational new drug applica-
tion that has been submitted to the Secretary under sec-
tion 561(c) of the Federal Food, Drug, and Cosmetic Act;
or

(ii) as a Group C cancer drug (as defined by the National
Cancer Institute).

The data bank may also include information pertaining to the
results of clinical trials of such treatments, with the consent of
the sponsor, including information concerning potential
toxicities or adverse effects associated with the use or adminis-
tration of such experimental treatments.

(4) The data bank shall not include information relating to an in-
vestigation if the sponsor has provided a detailed certification to
the Secretary that disclosure of such information would substan-
tially interfere with the timely enrollment of subjects in the inves-
tigation, unless the Secretary, after the receipt of the certification,
provides the sponsor with a detailed written determination that
such disclosure would not substantially interfere with such enroll-
ment.

(5) For the purpose of carrying out this subsection, there are au-
thorized to be appropriated such sums as may be necessary. Fees
collected under section 736 of the Federal Food, Drug, and Cos-
metic Act shall not be used in carrying out this subsection.

[(k)1 (j)(1) The Director of NIH may establish a program to pro-
vide day care services for the employees of the National Institutes
of Health similar to those services provided by other Federal agen-
cies (including the availability of day care service on a 24-hour-a-
day basis).

(2) Any day care provider at the National Institutes of Health
shall establish a sliding scale of fees that takes into consideration
the income and needs of the employee.

(3) For purposes regarding the provision of day care services, the
Director of NIH may enter into rental or lease purchase agree-
ments.

(k) CounciL oF COUNCILS.—

(1) ESTABLISHMENT.—The Director of NIH shall establish
within the Office of the Director an advisory council to be
known as the “Council of Councils” (referred to in this sub-
section as the “Council”) for the purpose of advising the Director
on matters related to the policies and activities of the Division
of Program Coordination, Planning, and Strategic Initiatives,
including making recommendations with respect to the conduct
and support of research described in subsection (b)(7).

(2) MEMBERSHIP.—

(A) IN GENERAL.—The Council shall be composed of 27
members selected by the Director of NIH with approval
from the Secretary from among the list of nominees under
subparagraph (C).

(B) CERTAIN REQUIREMENTS.—In selecting the members
of the Council, the Director of NIH shall ensure—

(i) the representation of a broad range of disciplines
and perspectives; and



40

(ii) the ongoing inclusion of at least 1 representative
from each national research institute whose budget is
substantial relative to a majority of the other institutes.

(C) NOMINATION.—The Director of NIH shall maintain
an updated list of individuals who have been nominated to
serve on the Council, which list shall consist of the fol-
lowing:

(i) For each national research institute and national
center, 3 individuals nominated by the head of such in-
stitute or center from among the members of the advi-
sory council of the institute or center, of which—

(1) two shall be scientists; and

(I1) one shall be from the general public or shall
be a leader in the field of public policy, law, health
policy, economics, or management.

(it) For each office within the Division of Program
Coordination, Planning, and Strategic Initiatives, 1 in-
dividual nominated by the head of such office.

(3) TERMS.—

(A) IN GENERAL.—The term of service for a member of the
Council shall be 6 years, except as provided in subpara-
graphs (B) and (C).

(B) TERMS OF INITIAL APPOINTEES.—Of the initial mem-
bers selected for the Council, the Director of NIH shall des-
ignate—

(i) nine for a term of 6 years;

(it) nine for a term of 4 years; and

(iii) nine for a term of 2 years.

(C) VACANCIES.—Any member appointed to fill a vacancy
occurring before the expiration of the term for which the
member’s predecessor was appointed shall be appointed
only for the remainder of that term. A member may serve
after the expiration of that member’s term until a successor
has taken office.

[(1) The Director of NIH shall carry out the program established
in part F of title XII (relating to interagency research on trauma).]

SEC. 402A. AUTHORIZATION OF APPROPRIATIONS.

(a) IN GENERAL.—For the purpose of carrying out this title, there

are authorized to be appropriated—
(1) $29,747,874,000 for fiscal year 2007;
(2) $31,235,268,000 for fiscal year 2008; and
(3) $32,797,032,000 for fiscal year 2009.

(b) OFFICE OF THE DIRECTOR.—Of the amount authorized to be
appropriated under subsection (a) for a fiscal year, there are author-
ized to be appropriated for programs and activities under this title
carried out through the Office of the Director of NIH the following
amount, as applicable to the fiscal year:

(1) $1,000,000,000 for fiscal year 2007.
(2) $1,050,000,000 for fiscal year 2008.
(3) $1,102,500,000 for fiscal year 2009.
(¢c) TRANS-NIH RESEARCH.—
(1) COMMON FUND.—
(A) ANNUAL RESERVATION OF AMOUNTS.—Of the total
amount appropriated under subsection (a) for fiscal year
2007 or any subsequent fiscal year, the Director of NIH
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shall reserve the applicable amount under subparagraph
(B) for allocations under section 402(b)(7)(B) (relating to re-
search identified by the Division of Program Coordination,
Planning, and Strategic Initiatives), which reservations
shall constitute an account to be known as the Common
Fund.

(B) AMOUNT OF RESERVATION.—Subject to subparagraph
(C), the amount reserved by the Director of NIH under sub-
paragraph (A) for a fiscal year shall be the sum of—

(i) the base amount determined under subparagraph
(D); and

(it) any additional amount determined under sub-
paragraph (E).

Amounts reserved under the preceding sentence shall re-
main available until expended.

(C) MAXIMUM RESERVATION.—

(i) IN GENERAL.—The amount reserved by the Direc-
tor of NIH under subparagraph (A) for a fiscal year
shall not exceed 5 percent of the total amount appro-
priated under subsection (a) for such fiscal year, sub-
Ject to clause (ii).

(ii) APPLICABILITY.—Clause (i) may not apply with
respect to any fiscal year beginning after the submis-
sion of recommendations under subparagraph (F).

(iii) PRESERVATION OF RESERVATION.—For any fiscal
year following the first fiscal year for which the per-
centage that applies for purposes of clause (i) is 5 per-
cent, the reservation under subparagraph (A) for the
fiscal year involved may not be less than 5 percent of
the total amount appropriated under subsection (a) for
such fiscal year. For fiscal year 2008 and each subse-
quent fiscal year, the percentage constituted by the res-
ervation under subparagraph (A) relative to the total
amount appropriated under subsection (a) for the fiscal
year involved may not be less than the percentage con-
stituted by the reservation under such subparagraph
for the preceding fiscal year relative to the total
amount appropriated under subsection (a) for such pre-
ceding fiscal year.

(D) BASE AMOUNT.—The base amount referred to in sub-
paragraph (B)(i) for a fiscal year is—

(i) for fiscal year 2007, the amount reserved by the
Director of NIH for fiscal year 2006 for research de-
scribed in section 402(b)(7)(A)(i); and

(it) for fiscal year 2008 and each subsequent fiscal
year, the amount reserved under subparagraph (A) for
the preceding fiscal year.

(E) ADDITIONAL AMOUNT CORRESPONDING TO INCREASES
IN APPROPRIATIONS.—The additional amount referred to in
subparagraph (B)(ii) is 50 percent of the amount by which
the total amount appropriated under subsection (a) for the
fiscal year involved exceeds the total amount appropriated
under such subsection for the preceding fiscal year, except
that for any fiscal year beginning after the submission of
recommendations under subparagraph (F), such percentage
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may be adjusted by the Director of NIH, and such percent-
age shall be adjusted by the Director to the extent necessary
for compliance with subparagraph (C)(iit).

(F) EVALUATION.—During the 6-month period following
the end of the first fiscal year for which the amount re-
served by the Director of NIH under subparagraph (A) is
equal to 5 percent of the total amount appropriated under
subsection (a) for such fiscal year, the Secretary, acting
through the Director of NIH, in consultation with the advi-
sory council established under section 402(k), shall submit
recommendations to the Congress for changes to the
amount of the reservation under subparagraph (A).

(2) TRANS-NIH RESEARCH REPORTING.—

(A) LIMITATION.—With respect to the total amount appro-
priated under subsection (a) for fiscal year 2008 or any
subsequent fiscal year, if the head of a national research
institute or national center fails to submit the report re-
quired by subparagraph (B) for the preceding fiscal year,
the amount made available for the institute or center for
the fiscal year involved may not exceed the amount made
available for the institute or center for fiscal year 2006.

(B) REPORTING.—Not later than January 1, 2008, and
each January 1st thereafter—

(i) the head of each national research institute or na-
tional center shall submit to the Director of NIH a re-
port on the amount made available by the institute or
center for conducting or supporting research that in-
volves collaboration between the institute or center and
1 or more other national research institutes or national
centers; and

(ii) the Secretary shall submit a report to the Con-
gress identifying the percentage of funds made avail-
able by each national research institute and national
center with respect to such fiscal year for conducting or
supporting research described in clause (i).

(C) DETERMINATION.—For purposes of determining the
amount or percentage of funds to be reported under sub-
paragraph (B), any amounts made available to an institute
or center under section 402(b)(7)(B) shall be included.

(D) VERIFICATION OF AMOUNTS.—Upon receipt of each re-
port submitted under subparagraph (B)(i), the Director of
NIH shall review and verify the accuracy of the amounts
specified in the report.

(E) WAIVER.—At the request of any national research in-
stitute or national center, the Director of NIH may waive
the application of this paragraph to such institute or center
if the Director finds that the conduct or support of research
described in subparagraph (B)(i) is inconsistent with the
mission of such institute or center.

(d) TRANSFER AUTHORITY.—Of the total amount appropriated
under subsection (a) for a fiscal year, the Director of NIH may (in
addition to the reservation under (c)(1) for such year) transfer not
more than 1 percent for programs or activities that are authorized
in this title and identified by the Director to receive funds pursuant
to this subsection. In making such transfers, the Director may not
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decrease any appropriation account under subsection (a) by more
than 1 percent.

(e) RULE OF CONSTRUCTION.—This section may not be construed
as affecting the authorities of the Director of NIH under section 401.

[REPORT OF DIRECTOR OF NIH

[SEC. 403. The Secretary shall transmit to the President and to
the Congress a biennial report which shall be prepared by the Di-
rector of NIH and which shall consist of—

[(1) a description of the activities carried out by and through
the National Institutes of Health and the policies respecting
the programs of the National Institutes of Health and such rec-
ommendations respecting such policies as the Secretary con-
siders appropriate;

[(2) a description of the activities undertaken to improve
grants and contracting accountability and technical and sci-
entific peer review procedures of the National Institutes of
Health and the national research institutes;

[(3) the reports made by the Associate Director for Preven-
tion under section 402(f) during the period for which the bien-
nial report is prepared;

[(4) a description of the health related behavioral research
that has been supported by the National Institutes of Health
in the preceding 2-year period, and a description of any plans
for future activity in such area; and

[(5) the biennial reports of the Directors of each of the na-
tional research institutes, the Director of the Division of Re-
search Resources, and the Director of the National Center for
Nursing Research.

The first report under this section shall be submitted not later
than July 1, 1986, and shall relate to the fiscal year ending Sep-
tember 30, 1985. The next report shall be submitted not later than
December 30, 1988, and shall relate to the two-fiscal-year period
ending on the preceding September 30. Each subsequent report
shall be submitted not later than 90 days after the end of the two-
fiscal-year period for which the report is to be submitted.]

SEC. 402B. ELECTRONIC CODING OF GRANTS AND ACTIVITIES.

The Secretary, acting through the Director of NIH, shall establish
an electronic system to uniformly code research grants and activities
of the Office of the Director and of all the national research insti-
tutes and national centers. The electronic system shall be searchable
by a variety of codes, such as the type of research grant, the research
entity managing the grant, and the public health area of interest.
When permissible, the Secretary, acting through the Director of
NIH, shall provide information on relevant literature and patents
that are associated with research activities of the National Institutes

of Health.

SEC. 403. BIENNIAL REPORTS OF DIRECTOR OF NIH.

(a) IN GENERAL.—The Director of NIH shall submit directly to the
Congress on a biennial basis a report in accordance with this sec-
tion. The first report shall be submitted not later than 1 year after
the date of the enactment of the National Institutes of Health Re-
form Act of 2006. Each such report shall include the following infor-
mation:
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(1) An assessment of the state of biomedical and behavioral
research.

(2) A description of the activities conducted or supported by
the agencies of the National Institutes of Health and policies re-
specting the programs of such agencies.

(3) Classification and justification for the priorities estab-
lished by the agencies, including a strategic plan and rec-
ommendations for future research initiatives to be carried out
under section 402(b)(7) through the Division of Program Co-
ordination, Planning, and Strategic Initiatives.

(4) A catalog of all the research activities of the agencies, pre-
pared in accordance with the following:

(A) The catalog shall, for each such activity—

(i) identify the agency or agencies involved;

(ii) state whether the activity was carried out directly
by the agencies or was supported by the agencies and
describe to what extent the agency was involved; and

(iii) identify whether the activity was carried out
through a center of excellence.

(B) In the case of clinical research, the catalog shall, as
appropriate, identify study populations by demographic
variables and other variables that contribute to research on
health disparities.

(C) Research activities listed in the catalog shall include
the following:

(i) Epidemiological studies and longitudinal studies.

(ii) Disease registries, information clearinghouses,
and other data systems.

(iit) Public education and information campaigns.

(iv) Training activities, including National Research
Service Awards and a breakdown by demographic
variables and other appropriate categories.

(v) Clinical trials, including a breakdown of partici-
pation by study populations and demographic vari-
ables and such other information as may be necessary
to demonstrate compliance with section 492B (regard-
ing inclusion of women and minorities in clinical re-
search).

(vi) Translational research activities with other agen-
cies of the Public Health Service.

(5) A summary of the research activities throughout the agen-
cies, which summary shall be organized by the following cat-
egories:

(A) Cancer.

(B) Neurosciences.

(C) Life stages, human development, and rehabilitation.

(D) Organ systems.

(E) Autoimmaune diseases.

(F) Genomics.

(G) Molecular biology and basic science.

(H) Technology development.

() Chronic diseases, including pain and palliative care.

(J) Infectious diseases and bioterrorism.

(K) Health disparities.
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(L) Such additional categories as the Director determines
to be appropriate.

(b) REQUIREMENT REGARDING DISEASE-SPECIFIC RESEARCH Ac-
TIVITIES.—In a report under subsection (a), the Director of NIH,
when reporting on research activities relating to a specific disease,
disorder, or other adverse health condition, shall—

(1) present information in a standardized format;

(2) identify the actual dollar amounts obligated for such ac-
tivities; and

(3) include a plan for research on the specific disease, dis-
order, or other adverse health condition, including a statement
of objectives regarding the research, the means for achieving the
objectives, a date by which the objectives are expected to be
achieved, and justifications for revisions to the plan.

(¢) ADDITIONAL REPORTS.—In addition to reports required by sub-
sections (a) and (b), the Director of NIH may submit to the Congress
such additional reports as the Director determines to be appro-
priate.

SEC. 403A. ANNUAL REPORTING TO INCREASE INTERAGENCY COL-
LABORATION AND COORDINATION.

(a) COLLABORATION WITH OTHER HHS AGENCIES.—On an annual
basis, the Director of NIH shall submit to the Secretary a report on
the activities of the National Institutes of Health involving collabo-
ration with other agencies of the Department of Health and Human
Services.

(b) CLINICAL TRIALS.—Each calendar year, the Director of NIH
shall submit to the Commissioner of Food and Drugs a report that
identifies each clinical trial that is registered during such calendar
year in the databank of information established under section
402(j).

(¢c) HUMAN TISSUE SAMPLES.—On an annual basis, the Director
of NIH shall submit to the Congress a report that describes how the
National Institutes of Health and its agencies store and track
human tissue samples.

(d) FIRST REPORT.—The first report under subsections (a), (b),
and (c) shall be submitted not later than 1 year after the date of
the enactment of the National Institutes of Health Reform Act of
2006.

SEC. 403B. ANNUAL REPORTING TO PREVENT FRAUD AND ABUSE.
(a) WHISTLEBLOWER COMPLAINTS.—

(1) IN GENERAL.—On an annual basis, the Director of NIH
shall submit to the Inspector General of the Department of
Health and Human Services, the Secretary, the Committee on
Energy and Commerce of the House of Representatives, and the
Committee on Health, Education, Labor, and Pensions of the
Senate a report summarizing the activities of the National In-
stitutes of Health relating to whistleblower complaints.

(2) CONTENTS.—For each whistleblower complaint pending
during the year for which a report is submitted under this sub-
section, the report shall identify the following:

(A) Each agency of the National Institutes of Health in-
volved.

(B) The status of the complaint.

(C) The resolution of the complaint to date.
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(b) EXPERTS AND CONSULTANTS.—On an annual basis, the Direc-
tor of NIH shall submit to the Inspector General of the Department
of Health and Human Services, the Secretary, the Committee on En-
ergy and Commerce of the House of Representatives, and the Com-
mittee on Health, Education, Labor, and Pensions of the Senate a
report that—

(1) identifies the number of experts and consultants, includ-
ing any special consultants, whose services are obtained by the
National Institutes of Health or its agencies;

(2) specifies whether such services were obtained under sec-
tion 207(f), section 402(d), or other authority;

(3) describes the qualifications of such experts and consult-
ants;

(§) describes the need for hiring such experts and consultants;
an

(5) if such experts and consultants make financial disclosures
to the National Institutes of Health or any of its agencies, speci-
fies the income, gifts, assets, and liabilities so disclosed.

(¢) FIRST REPORT.—The first report under subsections (a) and (b)
shall be submitted not later than 1 year after the date of the enact-
ment of the National Institutes of Health Reform Act of 2006.

DES
SEC. [403A] 403C. (a) * * *

* * * * * * *

[(e) In addition to any other authorization of appropriations
available for the purpose of carrying out this section, there are au-
thorized to be appropriated for such purpose such sums as may be
necessary for each of the fiscal years 1993 through 2003.1

* * * & * * *

CHILDREN’S VACCINE INITIATIVE
SEC. 404B. (a) * * *

* £ * * * £ *

[(c) AUTHORIZATION OF APPROPRIATIONS.—In addition to any
other amounts authorized to be appropriated for activities of the
type described in this section, there are authorized to be appro-
priated to carry out this section $20,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.]

* * *k & * * *k

SEC. 404E. MUSCULAR DYSTROPHY; INITIATIVE THROUGH DIRECTOR
OF NATIONAL INSTITUTES OF HEALTH.

(a) kok sk
(b) CENTERS OF EXCELLENCE.—
Ed * ES ES Ed * ES

[(3) COORDINATION OF CENTERS; REPORTS.—The Director of
NIH—
[(A) shall, as appropriate, provide for the coordination of
information among centers under paragraph (1) and en-
sure regular communication between such centers; and
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[(B) shall require the periodic preparation of reports on
the activities of the centers and the submission of the re-
ports to the Director.]

(3) COORDINATION OF CENTERS.—The Director of NIH shall,
as appropriate, provide for the coordination of information
among centers under paragraph (1) and ensure regular commu-
nication between such centers.

* * *k & * * *k

[(f) REPORTS TO CONGRESS.—The Coordinating Committee shall
biennially submit to the Committee on Energy and Commerce of
the House of Representatives, and the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate, a report that describes
the research, education, and other activities on muscular dystrophy
being conducted or supported through the Department of Health
and Human Services. Each such report shall include the following:

[(1) The plan under subsection (e)(1) (or revisions to the
plan, as the case may be).

[(2) Provisions specifying the amounts expended by the De-
partment of Health and Human Services with respect to var-
ious forms of muscular dystrophy, including Duchenne,
myotonic, FSHD and other forms of muscular dystrophy.

[(3) Provisions identifying particular projects or types of
projects that should in the future be considered by the national
research institutes or other entities in the field of research on
all muscular dystrophies.]

(g1 (Y PuBLic INPUT.—The Secretary shall, under subsection
(a)(1), provide for a means through which the public can obtain in-
formation on the existing and planned programs and activities of
the Department of Health and Human Services with respect to var-
ious forms of muscular dystrophy and through which the Secretary
can receive comments from the public regarding such programs and
activities.

[(h) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
such sums as may be necessary for each of fiscal years 2002
through 2006. The authorization of appropriations established in
the preceding sentence is in addition to any other authorization of
appropriations that is available for conducting or supporting
through the National Institutes of Health research and other ac-
tivities with respect to muscular dystrophy.]

OFFICE OF RARE DISEASES

SEC. 404F. (a) * * *
(b) DUTIES.—
(1) IN GENERAL.—The Director of the Office shall carry out
the following:

* * *k & * * *k

[(F) The Director shall biennially prepare a report that
describes the research and education activities on rare dis-
eases being conducted or supported through the national
research institutes and centers, and that identifies par-
ticular projects or types of projects that should in the fu-
ture be conducted or supported by the national research
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institutes and centers or other entities in the field of re-
search on rare diseases.

[(G) The Director shall prepare the NIH Director’s an-
nual report to Congress on rare disease research conducted
by or supported through the national research institutes
and centers.]

* * * * * * &

[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
such sums as already have been appropriated for fiscal year 2002,
and $4,000,000 for each of the fiscal years 2003 through 2006.]

RARE DISEASE REGIONAL CENTERS OF EXCELLENCE

SEC. 404G. (a) * * *
[(e) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such

sums as already have been appropriated for fiscal year 2002, and
$20,000,000 for each of the fiscal years 2003 through 2006.]

PART B—GENERAL PROVISIONS RESPECTING NATIONAL RESEARCH
INSTITUTES

* * * & * * *

[ BIENNIAL REPORT

[SEc. 407. The Director of each national research institute, after
consultation with the advisory council for the institute, shall pre-
pare for inclusion in the biennial report made under section 403 a
biennial report which shall consist of a description of the activities
of the institute and program policies of the Director of the institute
in the fiscal years respecting which the report is prepared. The Di-
rector of each national research institute may prepare such addi-
tional reports as the Director determines appropriate. The Director
of each national research institute shall provide the advisory coun-
cil for the institute an opportunity for the submission of the written
comments referred to in section 406(g).1

* * * & * * *k

RESEARCH ON OSTEOPOROSIS, PAGET’S DISEASE, AND RELATED BONE
DISORDERS

SEC. 409A. (a) * * *

[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
$40,000,000 for fiscal year 1994, and such sums as may be nec-
essary for each of the fiscal years 1995 through 2003.]

* * *k & * * *k

PARKINSON’S DISEASE

SEC. 409B. (a) IN GENERAL.—The Director of NIH shall establish
a program for the conduct and support of research and training
with respect to Parkinson’s disease (subject to the extent of
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amounts appropriated [under subsection (e)] to carry out this sec-
tion).
* * * * % * *

[(e) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section and section 301 and title IV of the Public
Health Service Act with respect to research focused on Parkinson’s
disease, there are authorized to be appropriated up to $100,000,000
for fiscal year 1998, and such sums as may be necessary for each
of the fiscal years 1999 and 2000.]

EXPANSION, INTENSIFICATION, AND COORDINATION OF ACTIVITIES OF
NATIONAL INSTITUTES OF HEALTH WITH RESPECT TO RESEARCH ON
AUTISM

SEC. 409C. (a) * * *
(b) CENTERS OF EXCELLENCE.—

* k *k & * * *k

[(4) COORDINATION OF CENTERS; REPORTS.—The Director
shall, as appropriate, provide for the coordination of informa-
tion among centers under paragraph (1) and ensure regular
communication between such centers, and may require the
periodic preparation of reports on the activities of the centers
and the submission of the reports to the Director.]

[(5)1 (4 ORGANIZATION OF CENTERS.—Each center under
paragraph (1) shall use the facilities of a single institution, or
be formed from a consortium of cooperating institutions, meet-
ing such requirements as may be prescribed by the Director.

[(6)] 1§5) IEILMEER OF CENTERS; DURATION OF SUPPORT.—

(A) * =

* * & * * * &

[(e) FUNDING.—There are authorized to be appropriated such
sums as may be necessary to carry out this section. Amounts ap-
propriated under this subsection are in addition to any other
amounts appropriated for such purpose.]

PEDIATRIC RESEARCH INITIATIVE
SEC. 409D. (a) * * *

% * * * % * *

[(d) AUTHORIZATION.—For the purpose of carrying out this sec-
tion, there are authorized to be appropriated $50,000,000 for fiscal
year 2001, and such sums as may be necessary for each of the fis-
cal years 2002 through 2005.1

[(e)] (d) TRANSFER OF FUNDS.—The Director of NIH may trans-
fer amounts appropriated under this section to any of the Institutes
for a fiscal year to carry out the purposes of the Initiative under
this section.

SEC. 409E. AUTOIMMUNE DISEASES.
(a) EE S
ES £ ES ES ES £ ES
[(d) REPORTS TO CONGRESS.—The Coordinating Committee under

subsection (b)(1) shall biennially submit to the Committee on Com-
merce of the House of Representatives, and the Committee on
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Health, Education, Labor and Pensions of the Senate, a report that
describes the research, education, and other activities on auto-
immune diseases being conducted or supported through the na-
fional research institutes, and that in addition includes the fol-
owing:

[(1) The plan under subsection (c)(1) (or revisions to the
plan, as the case may be).

[(2) Provisions specifying the amounts expended by the Na-
tional Institutes of Health with respect to each of the auto-
immune diseases included in the plan.

[(3) Provisions identifying particular projects or types of
projects that should in the future be considered by the national
research institutes or other entities in the field of research on
autoimmune diseases.

[(e) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such
sums as may be necessary for each of the fiscal years 2001 through
2005. The authorization of appropriations established in the pre-
ceding sentence is in addition to any other authorization of appro-
priations that is available for conducting or supporting through the
National Institutes of Health research and other activities with re-
spect to autoimmune diseases.]

MUSCULAR DYSTROPHY RESEARCH
SEC. 409F. (a) * * *

* * *k & * * *k

[(c) AUTHORIZATION OF APPROPRIATIONS.—There are authorized
to be appropriated such sums as may be necessary to carry out this
section for each of the fiscal years 2001 through 2005. Amounts ap-
propriated under this subsection shall be in addition to any other
amounts appropriated for such purpose.]l

* * * * * * *

SEC. 409H. ENHANCEMENT AWARDS.
(a) MENTORED PATIENT-ORIENTED RESEARCH CAREER DEVELOP-
MENT AWARDS.—

* * k & * * *k

[(3) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there are authorized to be appro-
priated such sums as may be necessary for each fiscal year.]

(b) MID-CAREER INVESTIGATOR AWARDS IN PATIENT-ORIENTED RE-
SEARCH.—

* * * * * * *

[(3) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there are authorized to be appro-
priated such sums as may be necessary for each fiscal year.l

(¢) GRADUATE TRAINING IN CLINICAL INVESTIGATION AWARD.—

* * *k & * * *k
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[(5) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there are authorized to be appro-
priated such sums as may be necessary for each fiscal year.]l

(d) CLINISAﬂI: l*%ESEARCH CURRICULUM AWARDS.—

(1D

* * * * * * *

[(4) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there are authorized to be appro-
priated such sums as may be necessary for each fiscal year.l

SEC. 4091. PROGRAM FOR PEDIATRIC STUDIES OF DRUGS.
(a) * * *

* * * * * * *

[(d) AUTHORIZATION OF APPROPRIATIONS.—
[(1) IN GENERAL.—There are authorized to be appropriated
to carry out this section—
[(A) $200,000,000 for fiscal year 2002; and
[(B) such sums as are necessary for each of the five suc-
ceeding fiscal years.
[(2) AVAILABILITY.—Any amount appropriated under para-
graph (1) shall remain available to carry out this section until
expended.]

* * & * * * &

PART C—SPECIFIC PROVISIONS RESPECTING NATIONAL RESEARCH
INSTITUTES

Subpart 1—National Cancer Institute
% * k % % * k

[AUTHORIZATION OF APPROPRIATIONS

[SEC. 417B. (a) ACTIVITIES GENERALLY.—For the purpose of car-
rying out this subpart, there are authorized to be appropriated
$2,728,000,000 for fiscal year 1994, and such sums as may be nec-
essary for each of the fiscal years 1995 and 1996.

[(b) BREAST CANCER AND GYNECOLOGICAL CANCERS.—

[(1) BREAST CANCER.—

[(A) For the purpose of carrying out subparagraph (A) of
section 417(c)(1), there are authorized to be appropriated
$225,000,000 for fiscal year 1994, and such sums as may
be necessary for each of the fiscal years 1995 through
2003. Such authorizations of appropriations are in addition
to the authorizations of appropriations established in sub-
section (a) with respect to such purpose.

[(B) For the purpose of carrying out subparagraphs (B)
through (E) of section 417(c)(1), there are authorized to be
appropriated $100,000,000 for fiscal year 1994, and such
sums as may be necessary for each of the fiscal years 1995
through 2003. Such authorizations of appropriations are in
addition to the authorizations of appropriations estab-
lished in subsection (a) with respect to such purpose.

[(2) OTHER CANCERS.—For the purpose of carrying out sub-
section (d) of section 417, there are authorized to be appro-
priated $75,000,000 for fiscal year 1994, and such sums as are
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necessary for each of the fiscal years 1995 through 2003. Such
authorizations of appropriations are in addition to the author-
izations of appropriations established in subsection (a) with re-
spect to such purpose.

[(c) PROSTATE CANCER.—For the purpose of carrying out section
417A, there are authorized to be appropriated $72,000,000 for fiscal
year 1994, and such sums as may be necessary for each of the fis-
cal years 1995 through 2004. Such authorizations of appropriations
are in addition to the authorizations of appropriations established
in subsection (a) with respect to such purpose.

[(d) ALLOCATION REGARDING CANCER CONTROL.—

[(1) IN GENERAL.—Of the amounts appropriated for the Na-
tional Cancer Institute for a fiscal year, the Director of the In-
stitute shall make available not less than the applicable per-
centage specified in paragraph (2) for carrying out the cancer
control activities authorized in section 412 and for which budg-
et estimates are made under section 413(b)(9) for the fiscal
year.

[(2) APPLICABLE PERCENTAGE.—The percentage referred to in
paragraph (1) is—

[(A) 7 percent, in the case of fiscal year 1994;
[(B) 9 percent, in the case of fiscal year 1995; and
[(C) 10 percent, in the case of fiscal year 1996 and each
subsequent fiscal year.]
SEC. 417C. GRANTS FOR EDUCATION, PREVENTION, AND EARLY DE-
TECTION OF RADIOGENIC CANCERS AND DISEASES.
(a) kock sk

* * *k & * * *k

[(f) REPORT TO CONGRESS.—Beginning on October 1 of the year
following the date on which amounts are first appropriated to carry
out this section and annually on each October 1 thereafter, the Sec-
retary shall submit a report to the Committee on the Judiciary and
the Committee on Health, Education, Labor, and Pensions of the
Senate and to the Committee on the Judiciary and the Committee
on Commerce of the House of Representatives. Each report shall
summarize the expenditures and programs funded under this sec-
tion as the Secretary determines to be appropriate.

[(g) AUTHORIZATION OF APPROPRIATIONS.—There are authorized
to be appropriated for the purpose of carrying out this section
$20,000,000 for fiscal year 1999 and such sums as may be nec-
essary for each of the fiscal years 2000 through 2009.1
SEC. 417D. RESEARCH, INFORMATION, AND EDUCATION WITH RE-

SPECT TO BLOOD CANCER.
(a) JOE MOAKLEY RESEARCH EXCELLENCE PROGRAM.—

* * * * * * *

[(3) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there is authorized to be appro-
priated such sums as may be necessary for fiscal year 2002
and each subsequent fiscal year. Such authorizations of appro-
priations are in addition to other authorizations of appropria-
tions that are available for such purpose.]

(b) GERALDINE FERRARO CANCER EDUCATION PROGRAM.—
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(1) * * *

* * *k & * * *k

[(3) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there is authorized to be appro-
priated such sums as may be necessary for fiscal year 2002
and each subsequent fiscal year. Such authorizations of appro-
priations are in addition to other authorizations of appropria-
tions that are available for such purpose.]l

Subpart 2—National Heart, Lung, and Blood Institute

* * k & * * k

HEART ATTACK, STROKE, AND OTHER CARDIOVASCULAR DISEASES IN
WOMEN

SEC. 424A. (a) * * *
# % #* # # % #*

[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
such sums as may be necessary for each of the fiscal years 1999
through 2003. The authorization of appropriations established in
the preceding sentence is in addition to any other authorization of
appropriation that is available for such purpose.l

COORDINATION OF FEDERAL ASTHMA ACTIVITIES

SEC. 424B (a) IN GENERAL.—The Director of Institute shall,
through the National Asthma Education Prevention Program Co-
ordinating Committee—

(1) identify all Federal programs that carry out asthma-re-
lated activities; and

(2) develop, in consultation with appropriate Federal agen-
cies and professional and voluntary health organizations, a
Federal plan for responding to asthmal; and].

[(3) not later than 12 months after the date of the enact-
ment of the Children’s Health Act of 2000, submit rec-
ommendations to the appropriate committees of the Congress
on ways to strengthen and improve the coordination of asthma-
related activities of the Federal Government.]

* £ * * * £ *
[(c) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such

sums as may be necessary for each of the fiscal years 2001 through
2005.1

[AUTHORIZATION OF APPROPRIATIONS

[SEC. 425. For the purpose of carrying out this subpart, there are
authorized to be appropriated $1,500,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.]

Subpart 3—National Institute of Diabetes and Digestive and
Kidney Diseases

* * *k & * * *k
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INTERAGENCY COORDINATING COMMITTEES
SEC. 429. (a) * * *

* * * & * * *

[(c) Each Committee shall prepare an annual report for—

[(1) the Secretary;

[(2) the Director of NIH; and

[(3) the Advisory Board established under section 430 for the
diseases for which the Committee was established,

detailing the work of the Committee in carrying out paragraphs (1)
and (2) of subsection (a) in the fiscal year for which the report was
prepared. Such report shall be submitted not later than 120 days
after the end of each fiscal year.

[(d) In each annual report prepared by the Diabetes Mellitus
Interagency Coordinating Committee pursuant to subsection (c),
the Committee shall include an assessment of the Federal activities
and programs related to pancreatic islet cell transplantation. Such
assessment shall, at a minimum, address the following:

[(1) The adequacy of Federal funding for taking advantage
of scientific opportunities relating to pancreatic islet cell trans-
plantation.

[(2) Current policies and regulations affecting the supply of
pancreata for islet cell transplantation.

[(83) The effect of xenotransplantation on advancing pan-
creatic islet cell transplantation.

[(4) The effect of United Network for Organ Sharing policies
regarding pancreas retrieval and islet cell transplantation.

[(5) The existing mechanisms to collect and coordinate out-
comes data from existing islet cell transplantation trials.

[(6) Implementation of multiagency clinical investigations of
pancreatic islet cell transplantation.

[(7) Recommendations for such legislation and administra-
tive actions as the Committee considers appropriate to increase
the su]pply of pancreata available for islet cell transplan-
tation.

* * *k & * * *k

JUVENILE DIABETES
SEC. 434A. (a) * * *
* * *k & * * &

[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
such sums as may be necessary for each of the fiscal years 2001
through 2005.]

Subpart 4—National Institute of Arthritis and Musculoskeletal and
Skin Diseases

* * * * * * *
LUPUS
SEC. 441A. (a) * * *

* * *k & * * *k
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[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated

such sums as may be necessary for each of the fiscal years 2001
through 2003.]

ADVISORY BOARD
SEC. 442. (a) * * *

% * * * % * *

[(G) The Advisory Board shall prepare an annual report for the
Secretary which—

[(1) describes the Advisory Board’s activities in the fiscal
year for which the report is made;

[(2) describes and evaluates the progress made in such fiscal
year in research, treatment, education, and training with re-
spect to arthritis, musculoskeletal diseases, and skin diseases;

[(3) summarizes and analyzes expenditures made by the
Federal Government for activities respecting such diseases in
such fiscal year for which the report is made;

[(4) contains the Advisory Board’s recommendations (if any)
for changes in the plan prepared under section 436(a); and

[(5) contains recommendations for expanding the Institute’s
funding of research directly applicable to the cause, diagnosis,
early detection, prevention, control, and treatment of, and re-
habilit]ation of children with arthritis and musculoskeletal dis-
eases.

[(k)] () The National Arthritis Advisory Board in existence on
the date of enactment of the Health Research Extension Act of
1985 shall terminate upon the appointment of a successor Board
under subsection (a). The Secretary shall make appointments to
the Advisory Board established under subsection (a) before the ex-
piration of 90 days after such date. The members of the Board in
existence on such date may be appointed, in accordance with sub-
sections (b) and (d), to the Advisory Board established under sub-
section (a).

JUVENILE ARTHRITIS AND RELATED CONDITIONS
SEC. 442A. (a) * * *

* * * * * * *
[(c) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such

sums as may be necessary for each of the fiscal years 2001 through
2005.1

Subpart 5—National Institute on Aging

* * * * * * *

AGING PROCESSES REGARDING WOMEN

SEc. 445H. [(a)] The Director of the Institute, in addition to
other special functions specified in section 444 and in cooperation
with the Directors of the other national research institutes and
agencies of the National Institutes of Health, shall conduct re-
search into the aging processes of women, with particular emphasis
given to the effects of menopause and the physiological and behav-
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ioral changes occurring during the transition from pre- to post-
menopause, and into the diagnosis, disorders, and complications re-
lated to aging and loss of ovarian hormones in women.

[(b) For the purpose of carrying out this section, there are au-
thorized to be appropriated such sums as may be necessary for
each of the fiscal years 1999 through 2003. The authorization of ap-
propriations established in the preceding sentence is in addition to
any other authorization of appropriation that is available for such
purpose.]

SEC. 4451. ALZHEIMER'S CLINICAL RESEARCH AND TRAINING
AWARDS.
(a) kosk sk

* * k & * * k

[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
$2,250,000 for fiscal year 2001, and such sums as may be necessary
for each of fiscal years 2002 through 2005.

[AUTHORIZATION OF APPROPRIATIONS

[SEC. 445J. For the purpose of carrying out this subpart, there
are authorized to be appropriated $500,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.1

Subpart 6—National Institute of Allergy and Infectious Diseases

* * * & * * *

RESEARCH AND RESEARCH TRAINING REGARDING TUBERCULOSIS

SEC. 447A. [(a)] In carrying out section 446, the Director of the
Institute shall conduct or support research and research training
regarding the cause, diagnosis, early detection, prevention and
treatment of tuberculosis.

[(b) For the purpose of carrying out subsection (a), there are au-
thorized to be appropriated $50,000,000 for fiscal year 1994, and
such sums as may be necessary for each of the fiscal years 1995
through 1998. Such authorization is in addition to any other au-
thorization of appropriations that is available for such purpose.]
SEC. 447B. SEXUALLY TRANSMITTED DISEASE CLINICAL RESEARCH

AND TRAINING AWARDS.

(a) kock ok

* * * * * * *

[(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
$2,250,000 for fiscal year 2001, and such sums as may be necessary
for each of fiscal years 2002 through 2005.]

Subpart 7—National Institute of Child Health and Human
Development

* * *k & * * *k
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RESEARCH CENTERS WITH RESPECT TO CONTRACEPTION AND
INFERTILITY

SEC. 452A. (a) * * *
% * * * % * *

[(g) For the purpose of carrying out this section, there are au-
thorized to be appropriated $30,000,000 for fiscal year 1994, and
such sums as may be necessary for each of the fiscal years 1995
and 1996.1

* * & * * * &

FRAGILE X

SEC. 452E. (a) * * *
(b) RESEARCH CENTERS.—

* * & * * * &

[(7) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subsection, there are authorized to be appro-

priated such sums as may be necessary for each of the fiscal
years 2001 through 2005.]

INVESTMENT IN TOMORROW’S PEDIATRIC RESEARCHERS

SEC. 452G. [(a) ENHANCED SUPPORT.—]In order to ensure the fu-
ture supply of researchers dedicated to the care and research needs
of children, the Director of the Institute, after consultation with the
Administrator of the Health Resources and Services Administra-
tion, shall support activities to provide for—

(1) an increase in the number and size of institutional train-
ing grants to institutions supporting pediatric training; and

(2) an increase in the number of career development awards
for health professionals who intend to build careers in pediatric
basic and clinical research.

[(b) AUTHORIZATION.—For the purpose of carrying out subsection
(a), there are authorized to be appropriated such sums as may be
necessary for each of the fiscal years 2001 through 2005.1

* * *k & * * *k

Subpart 12—National Institute of Environmental Health Sciences

* * & * * * &

NATIONAL INSTITUTE ON DEAFNESS AND OTHER COMMUNICATION
DISORDERS ADVISORY BOARD

SEC. 464D. (a) * * *

* * * * * * *

[(G) The Advisory Board shall prepare an annual report for the
Secretary which—
[(1) describes the Advisory Board’s activities in the fiscal
year for which the report is made;
[(2) describes and evaluates the progress made in such fiscal
year in research, treatment, education, and training with re-
spect to the deafness and other communication disorders;
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[(3) summarizes and analyzes expenditures made by the
Federal Government for activities respecting such disorders in

such fiscal year; and
[(4) contains the Advisory Board’s recommendations (if any)
for changes in the plan prepared under section 464A(a).]

INTERAGENCY COORDINATING COMMITTEE
SEC. 464E. (a) * * *

* * *k & * * *k

[(e) Not later than 120 days after the end of each fiscal year, the
Coordinating Committee shall prepare and transmit to the Sec-
retary, the Director of NIH, the Director of the Institute, and the
advisory council for the Institute a report detailing the activities of
the Committee in such fiscal year in carrying out subsection (b).]

* * * & * * *

Subpart 14—National Institute on Alcohol Abuse and Alcoholism
PURPOSE OF INSTITUTE
SEC. 464H. (a) * * *

* * *k & * * *k

[(d) FUNDING.—

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subpart, there are authorized to be appro-
priated $300,000,000 for fiscal year 1993, and such sums as
may be necessary for fiscal year 1994.

[(2) ALLOCATION FOR HEALTH SERVICES RESEARCH.—Of the
amounts appropriated under paragraph (1) for a fiscal year,
the Director shall obligate not less than 15 percent to carry out
health services research relating to alcohol abuse and alco-
holism.]

* * *k & * * *k

Subpart 15—National Institute on Drug Abuse
PURPOSE OF INSTITUTE
SEC. 464L. (a) * * *

& * & & & * &

[(d) FuNDING.—

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subpart, other than section 464P, there are
authorized to be appropriated $440,000,000 for fiscal year
1993, and such sums as may be necessary for fiscal year 1994.

[(2) ALLOCATION FOR HEALTH SERVICES RESEARCH.—Of the
amounts appropriated under paragraph (1) for a fiscal year,
the Director shall obligate not less than 15 percent to carry out
health services research relating to drug abuse.]

* * *k & * * *k
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DRUG ABUSE RESEARCH CENTERS
SEC. 464N. (a) * * *

* * #* * * * #*
(¢c) DRUG ABUSE AND ADDICTION RESEARCH.—
ES * ES ES ES * ES

[(4) AUTHORIZATION OF APPROPRIATIONS.—

[(A) IN GENERAL.—There are authorized to be appro-
priated to carry out this subsection such sums as may be
necessary for each fiscal year.

[(B) SUPPLEMENT NOT SUPPLANT.—Amounts appro-
priated pursuant to the authorization of appropriations in
subparagraph (A) for a fiscal year shall supplement and
not supplant any other amounts appropriated in such fis-
cal year for research on drug abuse and addiction.]

* * & * * * &

MEDICATION DEVELOPMENT PROGRAM
SEC. 464P. (a) * * *

* * *k & * * *k

[(e) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated
$85,000,000 for fiscal year 1993, and $95,000,000 for fiscal year
1994.]1

Subpart 16—National Institute of Mental Health
PURPOSE OF INSTITUTE
SEC. 464R. (a) * * *

* * * & * * *

[(f) FUNDING.—

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this subpart, there are authorized to be appro-
priated $675,000,000 for fiscal year 1993, and such sums as
may be necessary for fiscal year 1994.

[(2) ALLOCATION FOR HEALTH SERVICES RESEARCH.—Of the
amounts appropriated under paragraph (1) for a fiscal year,
the Director shall obligate not less than 15 percent to carry out
health services research relating to mental health.]

* * *k & * * *k

OFFICE OF RURAL MENTAL HEALTH RESEARCH
SEC. 464T. (a) * * *

* * *k & * * *k

[(e) REPORT TO CONGRESS.—Not later than February 1, 1993,
and each fiscal year thereafter, the Director shall submit to the
Subcommittee on Health and the Environment of the Committee on
Energy and Commerce (of the House of Representatives), and to
the Committee on Labor and Human Resources (of the Senate), a
report describing the activities of the Office during the preceding
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fiscal year, including a summary of the activities of demonstration
projects and a summary of evaluations of the projects.]

* * * * * * *

Subpart 17—National Institute of Nursing Research

* * *k & * * *k

PURPOSE OF THE INSTITUTE
SEC. 464z. (a) * * *

* * *k & * * *k

[(d)(1) Subject to paragraph (2), for the purpose of carrying out
this section:

[(A) For fiscal year 2001, there is authorized to be appro-
priated an amount equal to the amount obligated by the Na-
tional Institutes of Health during fiscal year 2000 for bio-
medical imaging and bioengineering, except that such amount
shall be adjusted to offset any inflation occurring after October
1, 1999.

[(B) For each of the fiscal years 2002 and 2003, there is au-
thorized to be appropriated an amount equal to the amount ap-
propriated under subparagraph (A) for fiscal year 2001, except
that such amount shall be adjusted for the fiscal year involved
to offset any inflation occurring after October 1, 2000.

[(2) The authorization of appropriations for a fiscal year under
paragraph (1) is hereby reduced by the amount of any appropria-
tion made for such year for the conduct or support by any other na-
tional research institute of any program with respect to biomedical
imaging and bioengineering.]

Subpart [3—National Center for Human Genome Research] 19—
National Human Genome Research Institute

PURPOSE OF THE [CENTER] INSTITUTE

SEC. [485B1 464z—1. (a) The general purpose of the [National
Center for Human Genome Research] National Human Genome
Research Institute (in this subpart referred to as the “[Center] In-
stitute”) is to characterize the structure and function of the human
genome, including the mapping and sequencing of individual genes.
Such purpose includes—

(1) * * *

ES £ k ES & £ *k

(b) The Director of the [Center] Institute may conduct and sup-
port research training—
* £ * * * £ *

(c)(1) Except as provided in paragraph (2), of the amounts appro-
priated to carry out subsection (a) for a fiscal year, the Director of
the [Center] Institute shall make available not less than 5 percent
for carrying out paragraph (6) of such subsection.

(2) With respect to providing funds under subsection (a)(6) for
proposals to address the ethical issues associated with the genome
project, paragraph (1) shall not apply for a fiscal year if the Direc-
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tor of the [Center] Institute certifies to the Committee on Energy
and Commerce of the House of Representatives, and to the Com-
mittee on Labor and Human Resources of the Senate, that the Di-
rector has determined that an insufficient number of such pro-
posals meet the applicable requirements of sections 491 and 492.

PART D—NATIONAL LIBRARY OF MEDICINE

Subpart 1—General Provisions
* * * % k * *

LIBRARY FACILITIES

SEC. 467. [There are authorized to be appropriated amounts suf-
ficient for the erection and equipment of suitable and adequate
buildings and facilities for use of the Library.] The Administrator
of General Services may acquire, by purchase, condemnation, dona-
tion, or otherwise, a suitable site or sites, selected by the Secretary
in accordance with the direction of the Board, for [such buildings
and facilities] suitable and adequate buildings and facilities for use
of the Library and to erect thereon, furnish, and equip such build-
ings and facilities. [The amounts authorized to be appropriated by
this section includel Amounts appropriated to carry out this section
may be used for the cost of preparation of drawings and specifica-
tions, supervision of construction, and other administrative ex-
penses incident to the work. The Administrator of General Services
shall prepare the plans and specifications, make all necessary con-
tracts, and supervise construction.

[AUTHORIZATION OF APPROPRIATIONS

[SEcC. 468. (a) For the purpose of carrying out this part, there are
authorized to be appropriated $150,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.

[(b) Amounts appropriated under subsection (a) and made avail-
able for grants or contracts under any of sections 472 through 476
shall remain available until the end of the fiscal year following the
fiscal year for which the amounts were appropriated.]

& * & & & * &

PART E—OTHER AGENCIES OF NIH

Subpart 1—National Center for Research Resources
SEC. 481A. BIOMEDICAL AND BEHAVIORAL RESEARCH FACILITIES.

(a) *kok ok
Ed * ES ES Ed * ES
(¢c) REQUIREMENTS FOR GRANTS.—

(2) INSTITUTIONS OF EMERGING EXCELLENCE.—From the
amount appropriated [under subsection (i)(1)]1 to carry out this
section for a fiscal year up to $50,000,000, the Director of the
Center shall make available 25 percent of such amount, and
from the amount appropriated [under such subsection] to
carry out this section for a fiscal year that is over $50,000,000,
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the Director of the Center shall make available up to 25 per-
cent of such amount, for grants under subsection (a) to appli-
cants that in addition to meeting the requirements established
in paragraph (1), have demonstrated emerging excellence in
biomedical or behavioral research, as follows:

* * & * * * &

[(h) REPORT TO CONGRESS.—The Director of the Center shall pre-
pare and submit to the appropriate committees of Congress a bien-
nial report concerning the status of the biomedical and behavioral
research facilities and the availability and condition of techno-
logically sophisticated laboratory equipment in the United States.
Such reports shall be developed in concert with the report prepared
by the National Science Foundation on the needs of research facili-
ties of universities as required under section 108 of the National
Science Foundation Authorization Act for Fiscal Year 1986 (42
U.S.C. 1886).

[(i) AUTHORIZATION OF APPROPRIATIONS.—

[(1) CENTER.—For the purpose of carrying out this section
with respect to the Center, there are authorized to be appro-
priated 35)250,000,000 for fiscal year 2001, and such sums as
may be necessary for each of the fiscal years 2002 and 2003.

[(2) NATIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DIS-
EASES.—For the purpose of carrying out this section with re-
spect to the National Institute of Allergy and Infectious Dis-
eases, there are authorized to be appropriated such sums as
may be necessary for each of the fiscal years 2004 and 2005.1

CONSTRUCTION OF REGIONAL CENTERS FOR RESEARCH ON PRIMATES

SEC. 481B. (a) With respect to activities carried out by the Na-
tional Center for Research Resources to support regional centers
for research on primates, the Director of NIH may, for each of the
fiscal years 1994 through 1996, reserve from the amounts appro-

riated [under section 481A(h)] to carry out section 481A up to
§2,500,000 for the purpose of making awards of grants and con-
tracts to public or nonprofit private entities to construct, renovate,
or otherwise improve such regional centers. The reservation of such
amounts for any fiscal year is subject to the availability of qualified
applicants for such awards.

* * * * * * *

[SEC. 481C. GENERAL CLINICAL RESEARCH CENTERS.

[(a) GRANTS.—The Director of the National Center for Research
Resources shall award grants for the establishment of general clin-
ical research centers to provide the infrastructure for clinical re-
search including clinical research training and career enhance-
ment. Such centers shall support clinical studies and career devel-
opment in all settings of the hospital or academic medical center
involved.

[(b) AcTIVITIES.—In carrying out subsection (a), the Director of
National Institutes of Health shall expand the activities of the gen-
eral clinical research centers through the increased use of tele-
communications and telemedicine initiatives.



63

[(c) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such
sums as may be necessary for each fiscal year.]

* * *k & * * *k

Subpart 4—Office of Dietary Supplements

SEC. 485C. DIETARY SUPPLEMENTS.
(a) * * *

* * * * * * *

[(e) AUTHORIZATION OF APPROPRIATIONS.—There are authorized
to be appropriated to carry out this section $5,000,000 for fiscal
year 1994 and such sums as may be necessary for each subsequent
fiscal year.]

* * & * * * &

Subpart 6—National Center on Minority Health and Health
Disparities

SEC. 485E. PURPOSE OF CENTER.
(a) * * *

* * k & * * k

[(k) ANNUAL REPORT.—The Director of the Center shall prepare
an annual report on the activities carried out or to be carried out
by the Center, and shall submit each such report to the Committee
on Health, Education, Labor, and Pensions of the Senate, the Com-
mittee on Commerce of the House of Representatives, the Sec-
retary, and the Director of NIH. With respect to the fiscal year in-
volved, the report shall—

[(1) describe and evaluate the progress made in health dis-
parities research conducted or supported by the national re-
search institutes;

[(2) summarize and analyze expenditures made for activities
with respect to health disparities research conducted or sup-
ported by the National Institutes of Health;

[(3) include a separate statement applying the requirements
of paragraphs (1) and (2) specifically to minority health dis-
parities research; and

[(4) contain such recommendations as the Director considers
appropriate.

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this subpart, there are authorized to be appropriated
$100,000,000 for fiscal year 2001, and such sums as may be nec-
essary for each of the fiscal years 2002 through 2005. Such author-
ization of appropriations is in addition to other authorizations of
appropriations that are available for the conduct and support of mi-
nority health disparities research or other health disparities re-
search by the agencies of the National Institutes of Health.]

SEC. 485F. CENTERS OF EXCELLENCE FOR RESEARCH EDUCATION
AND TRAINING.
(a) kock sk

* * *k & * * *k
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[(h) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
making grants under subsection (a), there are authorized to be ap-
propriated such sums as may be necessary for each of the fiscal
years 2001 through 2005.1
SEC. 485G. LOAN REPAYMENT PROGRAM FOR MINORITY HEALTH DIS-

PARITIES RESEARCH.

(a) ok ok

* * * * * * *

[(e) FUNDING.—

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appro-
priated such sums as may be necessary for each of the fiscal
years 2001 through 2005.

[(2) AVAILABILITY OF APPROPRIATIONS.—Amounts available
for carrying out this section shall remain available until the
expiration of the second fiscal year beginning after the fiscal
year for which the amounts were made available.]

SEC. 485H. GENERAL PROVISIONS REGARDING THE CENTER.

[(a) ADMINISTRATIVE SUPPORT FOR CENTER.—The Secretary,]
The Secretary, acting through the Director of the National Insti-
tutes of Health, shall provide administrative support and support
services to the Director of the Center and shall ensure that such
support takes maximum advantage of existing administrative
structures at the agencies of the National Institutes of Health.

[(b) EVALUATION AND REPORT.—

[(1) EVALUATION.—Not later than 5 years after the date of
the enactment of this subpart, the Secretary shall conduct an
evaluation to—

[(A) determine the effect of this subpart on the planning
and coordination of health disparities research programs
at the agencies of the National Institutes of Health;

[(B) evaluate the extent to which this subpart has elimi-
nated the duplication of administrative resources among
such Institutes, centers and divisions; and

[(C) provide, to the extent determined by the Secretary
to be appropriate, recommendations concerning future leg-
islative modifications with respect to this subpart, for both
minority health disparities research and other health dis-
parities research.

[(2) MINORITY HEALTH DISPARITIES RESEARCH.—The evalua-
tion under paragraph (1) shall include a separate statement
that applies subparagraphs (A) and (B) of such paragraph to
minority health disparities research.

[(3) REPORT.—Not later than 1 year after the date on which
the evaluation is commenced under paragraph (1), the Sec-
retary shall prepare and submit to the Committee on Health,
Education, Labor, and Pensions of the Senate, and the Com-
mittee on Commerce of the House of Representatives, a report
concerning the results of such evaluation.]

* * * & * * *
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PART G—AWARDS AND TRAINING

Ruth L. Kirschstein National Research Service Awards
SEC. 487. (a) * * *

* * & * * * &

[(d) For the purpose of carrying out this section, there are au-
thorized to be appropriated $400,000,000 for fiscal year 1994, and
such sums as may be necessary for each of the fiscal years 1995
and 1996. Of the amounts appropriated under this subsection—

[(1) not less than 15 percent shall be made available for pay-
ments under Ruth L. Kirschstein National Research Service
Awards provided by the Secretary under subsection (a)(1)(A);

[(2) not less than 50 percent shall be made available for
grants under subsection (a)(1)(B) for Ruth L. Kirschstein Na-
tional Research Service Awards;

[(3) 1 percent shall be made available to the Secretary, act-
ing through the Administrator of the Health Resources and
Services Administration, for payments under Ruth L.
Kirschstein National Research Service Awards which (A) are
made to individuals affiliated with entities which have received
grants or contracts under section 747, 748, or 749, and (B) are
for research in primary medical care; and 1 percent shall be
made available for payments under Ruth L. Kirschstein Na-
tional Research Service Awards made for health services re-
search by the Agency for Health Care Policy and Research
under section 304(a); and

[(4) not more than 4 percent may be obligated for Ruth L.
Kirschstein National Research Service Awards for periods of
three months or less.]

LOAN REPAYMENT PROGRAM FOR RESEARCH WITH RESPECT TO
ACQUIRED IMMUNE DEFICIENCY SYNDROME

SEC. 487A. (a) * * *
* * * * * * *
[(c) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of car-
rying out this section, there are authorized to be appropriated such

sums as may be necessary for each of the fiscal years 1994 through
2001.1

% * % % % * %
SEC. 487F. LOAN REPAYMENT PROGRAM REGARDING CLINICAL RE-
SEARCHERS.
(a) * * *
% % % % % % %

[(c) FUNDING.—

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appro-
priated such sums as may be necessary for each fiscal year.

[(2) AVAILABILITY.—Amounts appropriated for carrying out
this section shall remain available until the expiration of the
second fiscal year beginning after the fiscal year for which the
amounts were made available.]

* * *k & * * *k
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PART H—GENERAL PROVISIONS
k * ES * k * ES

CERTAIN PROVISIONS REGARDING REVIEW AND APPROVAL OF
PROPOSALS FOR RESEARCH

SEC. 492A. (a) REVIEW AS PRECONDITION TO RESEARCH.—

(1) * % =

(2) PEER REVIEW.—In the case of any proposal for the Na-
tional Institutes of Health to conduct or support research, the
Secretary may not approve or fund any proposal that is subject
to technical and scientific peer review under section 492 unless
the proposal has undergone such review in accordance with
such section and has been recommended for approval by a ma-
jority of the members of the entity conducting such review, and
unless a majority of the voting members of the appropriate ad-
visory council under section 406, or as applicable, of the aduvi-
sory council under section 402(k), has recommended the pro-
posal for approval.

* * & & * * &

RESEARCH ON PUBLIC HEALTH EMERGENCIES

SEC. 494. [(a) If the Secretaryl If the Secretary determines, after
consultation with the Director of NIH, the Commissioner of the
Food and Drug Administration, or the Director of the Centers for
Disease Control and Prevention, that a disease or disorder con-
stitutes a public health emergency, the Secretary, acting through
the Director of NTH—

* * * * * * *

[(b) Not later than 90 days after the end of a fiscal year, the Sec-
retary shall report to the Committee on Energy and Commerce of
the House of Representatives and the Committee on Labor and
Human Resources of the Senate on actions taken under subsection
(a) in such fiscal year.]

* & * * * & *

PART I—FOUNDATION FOR THE NATIONAL
INSTITUTES OF HEALTH

SEC. 499. ESTABLISHMENT AND DUTIES OF FOUNDATION.
(a) kok sk

* * * * * * *

(d) BOARD OF DIRECTORS.—
(1) COMPOSITION.—

* * *k & * * *k

D)a * * *

[(ii) Upon the appointment of the members of the Board
under clause (i)(II), the terms of service of the ex officio
members of the Board as members of the Board shall ter-
minate.]
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(it) Upon the appointment of the appointed members of
the Board under clause (i)(II), the terms of service as mem-
bers of the Board of the ex officio members of the Board de-
seribed in clauses (i) and (ii) of subparagraph (B) shall ter-
minate. The ex officio members of the Board described in
clauses (iii) and (iv) of subparagraph (B) shall continue to
serve as ex officio members of the Board.

* * *k & * * *k

(G) The Board may, through amendments to the bylaws
of the Foundation, provide that the number of appointed
members of the Board shall be greater than the number
specified in subparagraph (C).

* * * & * * *

3 TEARMS AND VACANCIES.—

( ) ok ok

[(B) Any vacancy in the membership of the Board shall
be filled in the manner in which the original position was
made and shall not affect the power of the remaining
members to execute the duties of the Board.]

(B) Any vacancy in the membership of the appointed
members of the Board shall be filled in accordance with the
bylaws of the Foundation established in accordance with
paragraph (6), and shall not affect the power of the remain-
ing appointed members to execute the duties of the Board.

* * k & * * k

(5) MEETINGS AND QUORUM.—A majority of the appointed
members of the Board shall constitute a quorum for purposes
of conducting the business of the Board.

%k % £ £ %k % £
(j) GENERAL PROVISIONS.—

(2) FINANCIAL CONFLICTS OF INTEREST.—Any individual who
is an officer, employee, or member of the Board of the Founda-
tion may not (in accordance with policies and requirements de-
veloped under subsection [(d)(2)(B)G)(ID)]1 (d)(6)) personally or
substantially participate in the consideration or determination
by the Foundation of any matter that would directly or predict-
ably affect any financial interest of the individual or a relative
(as such term is defined in section 109(16) of the Ethics in Gov-
ernment Act of 1978) of the individual, of any business organi-
zation or other entity, or of which the individual is an officer
or employee, or is negotiating for employment, or in which the
individual has any other financial interest.

* * * * * * *

(4) REPORTS.—

(A) Not later than 5 months following the end of each
fiscal year, the Foundation shall publish a report describ-
ing the activities of the Foundation during the preceding
fiscal year. Each such report shall include for the fiscal
year involved a comprehensive statement of the oper-
ations, activities, financial condition, and accomplishments
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of the Foundation, including an accounting of the use of
amounts transferred under subsection (I).

* * * * * * *

[(C) The Foundation shall make copies of each report
submitted under subparagraph (A) available for public in-
spection, and shall upon request provide a copy of the re-
port to any individual for a charge not exceeding the cost
of providing the copy.]

(C) The Foundation shall make copies of each report sub-
mitted under subparagraph (A) available—

(i) for public inspection, and shall upon request pro-
vide a copy of the report to any individual for a charge
that shall not exceed the cost of providing the copy; and

(it) to the appropriate committees of Congress.

* * * * * * *

(10) TRANSFER OF FUNDS.—The Foundation may transfer
funds to the National Institutes [of Health.1 of Health and the
National Institutes of Health may accept transfers of funds
from the Foundation. Any funds transferred under this para-
graph shall be subject to all Federal limitations relating to fed-
erally-funded research.

* * k & * * k

[() FuNDING.—

[(1) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this part, there is authorized to be appropriated
an aggregate $500,000 for each fiscal year.

[(2) LIMITATION REGARDING OTHER FUNDS.—Amounts appro-
priated under any provision of law other than paragraph (1)
may not be expended to establish or operate the Foundation.]

* * * * * * *

TITLE XI—GENETIC DISEASES, HEMOPHILIA PROGRAMS,
AND SUDDEN INFANT DEATH SYNDROME

* * *k & * * *k

PART B—SUDDEN INFANT DEATH SYNDROME

SUDDEN INFANT DEATH SYNDROME RESEARCH AND RESEARCH
REPORTS

SeEc. 1122. [(a) From the sums] From the sums appropriated to
the National Institute of Child Health and Human Development,
the Secretary shall assure that there are applied to research of the
type described in subparagraphs (A) and (B) of subsection (b)(1) of
this section such amounts each year as will be adequate, given the
leads and findings then available from such research, in order to
make maximum feasible progress toward identification of infants at
risk of sudden infant death syndrome and prevention of sudden in-
fant death syndrome.

[(b)(1) Not later than ninety days after the close of the fiscal
year ending September 30, 1979, and of each fiscal year thereafter,
the Secretary shall report to the Committees on Appropriations of
the Senate and the House of Representatives, the Committee on
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Labor and Human Resources of the Senate, and the Committee on
Energy and Commerce of the House of Representatives specific in-
formation for such fiscal year on—

[(A) the (i) number of applications approved by the Secretary
in the fiscal year reported on for grants and contracts under
this Act for research which relates specifically to sudden infant
death syndrome, (ii) total amount requested under such appli-
cations, (iii) number of such applications for which funds were
provided in such fiscal year, and (iv) total amount of such
funds; and

[(B) the (i) number of applications approved by the Secretary
in such fiscal year for grants and contracts under this Act for
research which relates generally to sudden infant death syn-
drome, including high-risk pregnancy and high-risk infancy re-
search which directly relates to sudden infant death syndrome,
(i) relationship of the high-risk pregnancy and high-risk in-
fancy research to sudden infant death syndrome, (iii) total
amount requested under such applications, (iv) number of such
applications for which funds were provided in such fiscal year,
and (v) total amount of such funds.

[(2) Each report submitted under paragraph (1) of this sub-
section shall—

[(A) contain a summary of the findings of intramural and ex-
tramural research supported by the National Institute of Child
Health and Human Development relating to sudden infant
death syndrome as described in subparagraphs (A) and (B) of
such paragraph (1), and the plan of such Institute for taking
maximum advantage of such research leads and findings; and

[(B) provide an estimate of the need for additional funds
over each of the next five fiscal years for grants and contracts
under this Act for research activities described in such sub-
paragraphs.

[(c) Within five days after the Budget is transmitted by the
President to the Congress for each fiscal year after fiscal year 1980,
the Secretary shall transmit to the Committees on Appropriations
of the Senate and the House of Representatives, the Committee on
Labor and Human Resources of the Senate, and the Committee on
Energy and Commerce of the House of Representatives an estimate
of the amounts requested for the National Institute of Child Health
and Human Development and any other Institutes of the National
Institutes of Health, respectively, for research relating to sudden
infant death syndrome as described in subparagraphs (A) and (B)
of subsection (b)(1) of this section, and a comparison of such
amounts with the amounts requested for the preceding fiscal year.]

TITLE XXIII—RESEARCH WITH RESPECT TO ACQUIRED
IMMUNE DEFICIENCY SYNDROME

PART A—ADMINISTRATION OF RESEARCH PROGRAMS

[SEC. 2301. REQUIREMENT OF ANNUAL COMPREHENSIVE REPORT
ON ALL EXPENDITURES BY SECRETARY WITH RESPECT

TO ACQUIRED IMMUNE DEFICIENCY SYNDROME.
[(a) IN GENERAL.—Not later than December 1 of each fiscal year,
the Secretary shall prepare and submit to the Congress a report on
the expenditures by the Secretary of amounts appropriated for the
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preceding fiscal year with respect to acquired immune deficiency
syndrome.

[(b) INCLUSION OF CERTAIN INFORMATION.—The report required
in subsection (a) shall, with respect to acquired immune deficiency
syndrome, include—

[(1) for each program, project, or activity with respect to
such syndrome, a specification of the amount obligated by each
office and agency of the Department of Health and Human
Services;

[(2) a summary description of each such program, project, or
activity;

[(3) a list of such programs, projects, or activities that are
directed towards members of minority groups;

[(4) a description of the extent to which programs, projects,
and activities described in paragraph (3) have been coordinated
between the Director of the Office of Minority Health and the
Director of the Centers for Disease Control and Prevention;

[(5) a summary of the progress made by each such program,
project, or activity with respect to the prevention and control
of acquired immune deficiency syndrome;

5(6) a summary of the evaluations conducted under this title;
an

[(7) any report required in this Act to be submitted to the
Secretary for inclusion in the report required in subsection

(a).]

* * * & * * *

PART D—OFFICE OF AIDS RESEARCH

Subpart I—Interagency Coordination of Activities
* * * % * * *

SEC. 2354. ADDITIONAL AUTHORITIES.

(a) kockosk

[(b) REPORT TO SECRETARY.—The Director of the Office shall
each fiscal year prepare and submit to the Secretary, for inclusion
in the comprehensive report required in section 2301(a), a report—

[(1) describing and evaluating the progress made in such fis-
cal year in research, treatment, and training with respect to
acquired immune deficiency syndrome conducted or supported
by the Institutes;

[(2) summarizing and analyzing expenditures made in such
fiscal year for activities with respect to acquired immune defi-
ciency syndrome conducted or supported by the National Insti-
tutes of Health; and

[(3) containing such recommendations as the Director con-
siders appropriate.]l

[(c)] () PROJECTS FOR COOPERATION AMONG PUBLIC AND PRI-
VATE HEALTH ENTITIES.—In carrying out subsection (a), the Direc-
tor of the Office shall establish projects to promote cooperation
among Federal agencies, State, local, and regional public health
agencies, and private entities, in research concerning the diagnosis,
grevention, and treatment of acquired immune deficiency syn-

rome.
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Subpart II—Emergency Discretionary Fund

SEC. 2356. EMERGENCY DISCRETIONARY FUND.
(a) * * *

* * *k & * * *k

[(e) REPORT TO CONGRESS.—Not later than February 1 of each
fiscal year, the Director of the Office shall submit to the Committee
on Energy and Commerce of the House of Representatives, and to
the Committee on Labor and Human Resources of the Senate, a re-
port on the identified sets of AIDS activities carried out during the
preceding fiscal year with amounts in the Fund. The report shall
provide a description of each such set of activities and an expla-
nation of the reasons underlying the use of the Fund for the set.]

L(H)] (e) DEFINITIONS.—For purposes of this section:

ES * ES ES ES * ES
[(g)] (/) FUNDING.—
Ed * ES ES Ed * ES

Subpart III—General Provisions

SEC. 2359. GENERAL PROVISIONS REGARDING THE OFFICE.
(a) koskosk
[(b) EVALUATION AND REPORT.—

[(1) EVALUATION.—Not later than 5 yearsl (b) EVALUA-
TION.—Not later than 5 years after the date of the enactment
of National Institutes of Health Revitalization Act of 1993, the
Secretary shall conduct an evaluation to—

[(A)] (1) determine the effect of this section on the planning
and coordination of the AIDS research programs at the insti-
tutes, centers and divisions of the National Institutes of
Health;

[(B)] (2) evaluate the extent to which this part has elimi-
nated the duplication of administrative resources among such
Institutes, centers and divisions; and

[(C)] (3) provide recommendations concerning future alter-
ations with respect to this part.

[(2) REPORT.—Not later than 1 year after the date on which
the evaluation is commenced under paragraph (1), the Sec-
retary shall prepare and submit to the Committee on Labor
and Human Resources of the Senate, and the Committee on
Energy and Commerce of the House of Representatives, a re-
port concerning the results of such evaluation.]

* * *k & * * *k

SECTION 7 OF THE ORPHAN DRUG ACT

ANALYSIS OF THYROID CANCER,; ACTIONS BY THE SECRETARY

SEC. 7. (a) In carrying out section 301 of the Public Health Serv-

ice Act, the Secretary of Health and Human Services shall—
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(2) conduct scientific research and prepare analyses nec-
essary to develop valid and credible methods to estimate the
thyroid doses of Iodine 131 that are received by individuals
from nuclear bomb fallout; and

(3) conduct scientific research and prepare analyses nec-
essary to develop valid and credible assessments of the expo-
sure to Iodine 131 that the American people received from the
Nevada atmospheric nuclear bomb tests[; and]l.

[(4) prepare and transmit to the Congress within one year
after the date of enactment of this Act a report with respect
to the activities conducted in carrying out paragraphs (1), (2),
and (3).1

(b)(1) * * *

(3) The tables specified in paragraph (1) and the formulas speci-
fied in paragraph (2) shall be devised from the best available data
that are most applicable to the United States, and shall be devised
in accordance with the best available scientific procedures and ex-
pertise. [The Secretary of Health and Human Services shall update
these tables and formulas every four years, or whenever he deems
it necessary to insure that they continue to represent the best
available scientific data and expertise.]

HOME HEALTH CARE AND ALZHEIMER’S DISEASE
AMENDMENT'S OF 1990

TITLE III—TASK FORCE ON AGING
RESEARCH

[SEC. 304. REPORTS.

[(a) IN GENERAL.—Not later than 1 year after the date of the en-
actment of this Act, and annually thereafter, the Task Force shall
prepare and submit to the Secretary, and to the Committee on En-
ergy and Commerce of the House of Representatives and the Com-
mittee on Labor and Human Resources of the Senate, a report pro-
viding the recommendations required in section 301(b).

[(b) AVAILABILITY TO PUBLIC.—The Task Force may make avail-
able to the public copies of the reports required in subsection (a).l

SEC. [305] 304. DEFINITIONS.
For purposes of this title:

* * * * * * *
SEC. [306] 305. AUTHORIZATION OF APPROPRIATIONS.
For the purpose of carrying out this title, there are authorized

to be appropriated such sums as may be necessary for each of the
fiscal years 1991 through 1993.

* * & * * * &
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SECTION 4923 OF THE BALANCED BUDGET ACT OF 1997

SEC. 4923. REPORT ON DIABETES GRANT PROGRAMS.
(a) ok ok
[(b) REPORTS.—The Secretary shall submit to the appropriate
committees of Congress—
[(1) an interim report on the evaluation conducted under
subsection (a) not later than January 1, 2000, and
[(2) a final report on such evaluation not later than January
1, 2007.]1

CHILDREN’S HEALTH ACT OF 2000

* * & * * * &

DIVISION A—CHILDREN’S HEALTH
TITLE I—AUTISM

[SEC. 105. REPORT TO CONGRESS.

[Not later than January 1, 2001, and each January 1 thereafter,
the Secretary shall prepare and submit to the appropriate commit-
tees of Congress, a report concerning the implementation of this
title and the amendments made by this title.]

TITLE X—PEDIATRIC RESEARCH
INITIATIVE
SEC. 1004. LONG-TERM CHILD DEVELOPMENT STUDY.
(a) I

[(d) REPORT.—Beginning not later than 3 years after the date of
the enactment of this Act, and periodically thereafter for the dura-
tion of the study under this section, the Director of the National
Institute of Child Health and Human Development shall prepare
and submit to the appropriate committees of Congress a report on
the implementation and findings made under the planning and fea-
sibility study conducted under this section.]

* k *k & * k *k

DIVISION B—YOUTH DRUG AND
MENTAL HEALTH SERVICES

* * *k & * * *k
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TITLE XXXVI—-METHAMPHETAMINE
AND OTHER CONTROLLED SUB-
STANCES

* k * & * k &

PART III—ABUSE PREVENTION AND
TREATMENT

[SEC. 3633. STUDY OF METHAMPHETAMINE TREATMENT.

[(a) STUDY.—

[(1) REQUIREMENT.—The Secretary of Health and Human
Services shall, in consultation with the National Institute on
Drug Abuse, conduct a study on the development of medica-
tions for the treatment of addiction to amphetamine and meth-
amphetamine.

[(2) REPORT.—Not later than 9 months after the date of the
enactment of this Act, the Secretary shall submit to the Com-
mittees on the Judiciary of the Senate and House of Represent-
atives a report on the results of the study conducted under
paragraph (1).

[(b) AUTHORIZATION OF APPROPRIATIONS.—There are hereby au-
thorized to be appropriated for the Department of Health and
Human Services for fiscal year 2000 such sums as may be nec-
essary to meet the requirements of subsection (a).]

% * * * % * *

SECTION 105 OF THE MINORITY HEALTH AND HEALTH
DISPARITIES RESEARCH AND EDUCATION ACT OF 2000

[SEC. 105. REPORT REGARDING RESOURCES OF NATIONAL INSTI-
TUTES OF HEALTH DEDICATED TO MINORITY AND OTHER
HEALTH DISPARITIES RESEARCH.

[Not later than December 1, 2003, the Director of the National
Center on Minority Health and Health Disparities (established by
the amendment made by section 101(a)), after consultation with
the advisory council for such Center, shall submit to the Congress,
the Secretary of Health and Human Services, and the Director of
the National Institutes of Health a report that provides the fol-
lowing:

[(1) Recommendations for the methodology that should be
used to determine the extent of the resources of the National
Institutes of Health that are dedicated to minority health dis-
parities research and other health disparities research, includ-
ing determining the amount of funds that are used to conduct
and support such research. With respect to such methodology,
the report shall address any discrepancies between the meth-
odology used by such Institutes as of the date of the enactment
of this Act and the methodology used by the Institute of Medi-
cine as of such date.
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[(2) A determination of whether and to what extent, relative
to fiscal year 1999, there has been an increase in the level of
resources of the National Institutes of Health that are dedi-
cated to minority health disparities research, including the
amount of funds used to conduct and support such research.
The report shall include provisions describing whether and to
what extent there have been increases in the number and
amount of awards to minority serving institutions.]

SECTION 6 OF THE MUSCULAR DYSTROPHY COMMU-
NITY ASSISTANCE, RESEARCH AND EDUCATION
AMENDMENTS OF 2001

[SEC. 6. REPORT TO CONGRESS.

[Not later than January 1, 2003, and each January 1 thereafter,
the Secretary shall prepare and submit to the appropriate commit-
tees of Congress, a report concerning the implementation of this
Act and the amendments made by this Act.]

RESEARCH REVIEW ACT OF 2004

* * & * * * &

[SEC. 3. EPIDEMIOLOGICAL STUDY REPORT.

[(a) IN GENERAL.—The Secretary, acting through the Director of
the Centers for Disease Control and Prevention, shall prepare a re-
port outlining the epidemiological studies currently under way at
such Centers, future planned studies, the criteria involved in deter-
mining what epidemiological studies to conduct, defer, or suspend,
and the scope of those studies, including with respect to the inflam-
matory bowel disease epidemiological study. The report shall in-
clude a description of the activities the Centers for Disease Control
and Prevention undertakes to establish partnerships with research
and patient advocacy communities to expand epidemiological stud-
ies.

[(b) REPORT.—Not later than May 1, 2005, the Secretary shall
submit the report under subsection (a) to the Committee on Energy
and Commerce of the House of Representatives and to the Com-
mittee on Health, Education, Labor, and Pensions of the Senate.]
SEC. [4] 3. STUDY BY GOVERNMENT ACCOUNTABILITY OFFICE ON

MEDICARE AND MEDICAID COVERAGE STANDARDS.

(a) kok ok

* * & * * * &

SEC. [5] 4. STUDY BY GOVERNMENT ACCOUNTABILITY OFFICE IN-
VOLVING DISABILITY INSURANCE.

(a)***

* * *k & * * &



ADDITIONAL VIEWS OF REPRESENTATIVES EDWARD MAR-
KEY, JOHN DINGELL, HENRY WAXMAN, RICK BOUCHER,
EDOLPHUS TOWNS, FRANK PALLONE, SHERROD BROWN,
ANNA ESHOO, BART STUPAK, ELIOT ENGEL, ALBERT
WYNN, GENE GREEN, DIANA DEGETTE, LOIS CAPPS,
THOMAS ALLEN, JAN SCHAKOWSKY, HILDA SOLIS, JAY
INSLEE, TAMMY BALDWIN

The National Institutes of Health is our country’s premier re-
search institution. It embodies our hopes for treating or curing de-
bilitating diseases like heart disease, Alzheimer’s, cystic fibrosis,
diabetes, cancer and so many other illnesses that American fami-
lies battle every day. It also our best hope for containing the health
care costs of the Baby Boomers. If we don’t act now, the chronic
disease epidemic and its economic costs will skyrocket over the
next 25 years. We must invest in research today that will yield the
cures tomorrow.

We are concerned that the 5% authorization level included in
this legislation sets a cap on the funding available for NIH for the
duration of the authorization. Further this 5% increase will barely
keep up with the high rate of inflation. Biomedical inflation, as
measured by the Biomedical Research and Development Price
Index (BRDPI), is generally 3—4 percent per year. In some years it
is even as high as 5-10%. In a year in which biomedical inflation
is over 5%, this bill would authorize a real cut to NIH.

We have already seen the impact on research when the NIH
budget fails to account for increases in inflation. Since 2003, NIH
has lost 11 percent of its research funding when adjusted for infla-
tion. Already this has done significant damage to NIH’s ability to
support cutting edge research and encourage new investigators.
The impact has been so significant that even top-tier researchers
with established track records of publishing in top journals are
struggling to get funding for their research.

In committee, we supported an amendment offered by Mr. Mar-
key to ensure that the bill authorized a real 5% increase in NIH
funding above the rate of inflation. This amendment was endorsed
by numerous research and patient advocacy organizations includ-
ing, AIDS Action, The AIDS Institute, AIDS Vaccine Advocacy Coa-
lition (AVAC), The Alliance for Aging Research, The Alliance for
Microbicide Development, The Alzheimer’s Foundation of America,
American Psychological Association, amfAR, The Foundation for
AIDS Research, Beth Israel Deaconess Medical Center, Boston
Medical Center, Boston University School of Medicine, Brigham
and Women’s Hospital, Cambridge Health Alliance, Caritas Carney
Hospital, Caritas St. Elizabeth’s Medical Center, Children’s Hos-
pital Boston, Consortium of Social Science Associations, The Cystic
Fibrosis Foundation, Dana Farber Cancer Institute, Drug Develop-
ment Committee of the AIDS Treatment Advocacy Campaign
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(ATAC), Elizabeth Glaser Pediatric AIDS foundation, Faulkner
Hospital, The Friends of the National Institute on Aging, Harvard
University, Lahey Clinic Medical Center, Massachusetts Eye and
Ear Infirmary, Massachusetts General Hospital, National AIDS
Treatment Advocacy Project (NATAP), The New England Council,
The Schepens Eye Research Institute, Treatment Action Group
(TAG), Tufts New England Medical Center.

Although the amendment was rejected on a party-line vote, we
continue to believe that Congress should provide at least 5 percent
annual increases in NIH funding above the level of biomedical in-
flation, so that NIH can maintain and expand its life-saving re-
search.

EDWARD J. MARKEY.
RicK BOUCHER.
HENRY A. WAXMAN.
EporLpHUS TOWNS.
GENE GREEN.
SHERROD BROWN.
Evior L. ENGEL.
BART STUPAK.
TAMMY BALDWIN.
JAN SCHAKOWSKY.
Tom ALLEN.

D1ANA DEGETTE.
HiLba L. SoLis.
Lois CAPPs.

ANNA EsHOO.

JAY INSLEE.

FRANK PALLONE, Jr.
JOHN D. DINGELL.
ALBERT R. WYNN.
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