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NATIONAL INSTITUTES OF HEALTH REFORM ACT OF 2006

SEPTEMBER 26, 2006.—Committed to the Committee of the Whole House on the
State of the Union and ordered to be printed

Mr. BARTON of Texas, from the Committee on Energy and
Commerce, submitted the following

REPORT

together with

ADDITIONAL VIEWS
[To accompany H.R. 6164]

[Including cost estimate of the Congressional Budget Office]

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-



5

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;



24

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.
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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