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Director’s Message

To the American People,

As our nation’s biomedical research agency, the National Institutes of Health (NIH)
has been the driving force behind many of the recent innovations in science and
technology that are improving the health of all humankind. The coming years

are certain to offer many exciting new opportunities for scientific exploration—
and to pose some serious new challenges for human health. To rise to those
opportunities and challenges, it is imperative that NIH, along with all sectors of
society, work together in unprecedented ways with unprecedented speed.

Indeed, science is moving faster than ever before. To fuel this engine of discovery, NIH must continue to
support the highest caliber research throughout the country and the world, while at the same time take
vigorous steps to uphold the ethical conduct of science. NIH will further enhance the science of tomorrow
by continuing its efforts to build a next generation of researchers that better reflects the rich, creative
diversity of our great nation. The increasingly complex scientific questions that our society will face in the
future will require not only diversity of scientific disciplines, but also diversity of thought, experience, and
demographics.

As a publicly funded agency, NIH has a responsibility to be a good steward of the funds entrusted

to us by the U.S. taxpayers. NIH will do this by investing efficiently and effectively in a wide range of

basic, translational, clinical, and applied research, while at the same time supporting the workforce and
infrastructure required for a sustainable research enterprise. As outlined in this Strategic Plan, this approach
will enable NIH to build a solid foundation of fundamental knowledge about living systems that will serve to
accelerate research aimed at addressing our most pressing health needs.

NIH’s mission is to turn discovery into health. We thank you for your strong and steadfast support of this
crucial mission, and we look forward to your continued support as we strive to use the power of science to
create a healthier and more productive life for all.

With sincere appreciation,

Francis S. Collins
Director, National Institutes of Health

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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Figure 1. NIH Main Campus
Credit: NIH.
The James H. Shannon Building

(Building One) at the NIH main
campus in Bethesda, MD.
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Overview of NIH

Mission and Goals

At the National Institutes of Health (NIH), “Turning
Discovery into Health” is what its tens of thousands
of employees—and the hundreds of thousands of
scientists it supports—strive to accomplish every
day. As the foremost agency for funding biomedical
research? in the U.S., NIH’s mission is to seek funda-
mental knowledge about the nature and behavior of
living systems and to use that knowledge to enhance
health, lengthen life, and reduce illness and disability
(Figure 1)." To achieve this mission, NIH works to
support innovative research ultimately aimed at
protecting and improving human health; train the
biomedical research workforce and develop scientific
infrastructure; contribute to the nation’s economic
growth by expanding the biomedical knowledge
base; and promote integrity, public accountability,
and societal responsibility in scientific research. As an
operating division of the U.S. Department of Health
and Human Services (HHS), NIH is responsible for
carrying out the Department’s goal of advancing
scientific knowledge and innovation. NIH catalyzes
life-saving research breakthroughs by providing criti-
cal funding to eligible research institutions throughout
the nation and the world, and through the research
conducted in NIH laboratories.

While NIH’s primary mission is the conduct of
research, the agency is also a trusted resource for
accurate and timely biomedical information. NIH’s
biomedical information platforms are among the most
visited websites in the federal government, giving
researchers, health care professionals, and the public
highquality information and data necessary to make
informed decisions.

Organization

NIH is made up of 27 Institutes and Centers (ICs),
and the NIH Office of the Director (OD).2 Each IC has
its own mission and research priorities focused on
specific diseases, body systems, life stages, or fields
of science. The NIH OD sets policy and provides
guidance, in addition to serving as a resource for

Filed 04/25/25 Page 18 of 82

planning, managing, and coordinating the programs
and activities of all of NIH.

NIH receives its annual funding, or appropriation,
from the U.S. Congress. More than 80 percent of this
funding is passed on to researchers and research
institutions around the country—the extramural
research community —through a rigorous, competitive
process, while about 11 percent of NIH’s budget sup-
ports intramural projects conducted by scientists in
its own laboratories, which are subject to an equally
rigorous review.?

Supporting Researchers and Universities
Through the Extramural Research Program

Every year, NIH receives more than 54,000 research
project grant applications* and funds almost 50,000
new and continuing grants. These grants support
more than 300,000 researchers at all career stages,
including more than 43,000 principal investigators at
approximately 2,500 universities, medical schools,
and other research institutions in every state of

the U.S. and around the world. This enterprise is
managed by NIH staff who facilitate and administer
scientific programs, consult with scientific experts to
inform priority setting, and act as agency experts for
specific scientific areas.

NIH’s funding decisions are made through a highly
competitive, rigorous dual-level peer review process
that emphasizes fairness and accountability and
prioritizes support of the best scientific ideas.® NIH
relies on the expertise of more than 25,000 external
reviewers annually to assess the scientific merit of
incoming grant applications in the first stage of peer
review, which is followed by a second-level review for
mission relevance by members of national advisory
councils for ICs and the OD.® Final funding decisions
are made by IC Directors, taking into consideration
their IC’s research program priorities in the context of
the existing funding portfolio.

A variety of funding mechanisms —including grants,
cooperative agreements, research contracts, prize
competitions, and other less frequently used

aFor the purposes of this Strategic Plan, the term biomedical is used broadly to include biological, behavioral, and social scientific

perspectives.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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mechanisms—are used to support NIH’s broad scien-
tific portfolio,” allowing maximum flexibility to fund the
rapidly advancing needs of the biomedical research
community. These mechanisms are used to support

a wide range of efforts —from individual research
projects, to international consortia and networks, to
training opportunities —each of which may be tailored
to meet specific goals. For example, to create innova-
tive technologies that advance its mission and move
them toward uptake in the market, NIH supports

the Small Business Innovation Research and Small
Business Technology Transfer programs.

Research in Action in the NIH Intramural
Research Program

The NIH Intramural Research Program conducts
NIH’s in-house research and is the largest institution
committed to biomedical and behavioral research,
research training, and career development in the
world.® The mission of the Intramural Research
Program is to conduct distinctive, high-impact
laboratory, clinical, and population-based research;
facilitate new approaches to improve health through
prevention, diagnosis, and treatment; respond to
public health emergencies; and train the next genera-
tion of biomedical researchers. The program supports
approximately 8,000 basic, translational, and clinical
researchers at NIH research facilities located across
the U.S., including the main NIH campus in Bethesda,
Maryland; Research Triangle Park in North Carolina;
Johns Hopkins Bayview Medical Center in Baltimore,
Maryland; Frederick National Laboratory for Cancer
Research in Frederick, Maryland; Rocky Mountain
Laboratories in Hamilton, Montana; the Perinatology
Research Branch in Detroit, Michigan; and the
Phoenix Epidemiology and Clinical Research Branch
in Phoenix, Arizona. Scientists in the Intramural

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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Research Program include an estimated 1,200
principal investigators, 1,800 staff clinicians and
staff scientists, and 5,000 trainees. Many important
medical breakthroughs take place in the intramural
research laboratories.

Pioneering Clinical Research at the NIH
Clinical Center

The NIH Intramural Research Program includes the
NIH Clinical Center,® the world’s largest hospital
devoted exclusively to clinical research. The NIH
Clinical Center is designed to rapidly transition
scientific observations and laboratory discoveries
into clinical studies and bedside cures by bringing
together talented investigators and specialized
infrastructure, including unique patient cohorts, state-
of-the-art equipment, and specialized services. Since
its opening in 1953, more than half a million patients
have been active partners with NIH in medical
discovery. This partnership has resulted in a long list
of medical milestones, including the development of
chemotherapy for cancer; the development of some
of the earliest artificial heart valves; the demonstration
that lithium treats depression; and the first treatment
of HIV/AIDS with azidothymidine.™

About 1,600 clinical research studies are in progress
at the NIH Clinical Center. Approximately half are
studies of the natural history of disease, while most
of the other studies are clinical trials, often the

first tests of new drugs and therapies in people.
Participants come from all 50 U.S. states and around
the world. With its unique ability to assemble cohorts
of participants with rare diseases, the NIH Clinical
Center plays an important role in fostering new
multidisciplinary collaborations that study and find
treatments for rare diseases, often revealing insights
into common diseases, as well.
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. Bold Predictions

In the previous iteration of the NIH-Wide Strategic research fields that might be possible under NIH’s
Plan, NIH set out 14 ambitious goals, or “Bold stewardship. NIH has made significant progress on
Predictions,” for the next 5 years. These short-term all 14 Bold Predictions, with four being fully realized
predictions were considered aspirational goals within the ambitious 5-year timeframe. Despite the
for biomedical and behavioral research that were risks associated with making short-term predictions,
potentially within reach, but by no means guaran- it is important that NIH continue to place high hopes
teed outcomes. The 14 Bold Predictions were not on the ability for NIH-supported research to push
an exhaustive list of all of the potential avenues of the boundaries of innovation faster than ever before.
success for NIH but were designed to illustrate some  Below are some of the outcomes that NIH will strive
of the potential achievements in a wide range of to deliver over the next 5 years.

1. The All of Us Research Program will reach its goal of 1 million diverse participants and will have gathered the

10.

11.

12.

13.

14.

15.

most diverse collection of data (e.g., deep phenotypic, -omic, EHR, digital health technology) on 1 million or more
participants of any research resource in the world.

The regular use of genomic information will have transitioned from boutique to mainstream in all clinical settings,
making genomic testing as routine as complete blood counts.

Human studies on type 1 diabetes will assess the long-term survival and function of encapsulated human islets,
as well as their efficacy in preventing or delaying the onset of complications and increasing overall survival.

Incorporating novel genomics findings from clinical studies on congenital heart disease will help researchers
move toward precision therapy and personalized counseling, leading to improved outcomes and longevity for
affected children and adults.

The high burden of heart disease in communities of color and rural areas will be reduced, especially for major
outcomes, such as maternal morbidity and mortality, hypertension, and heart failure.

A gene therapy for muscular dystrophy will restore the function of the mutated gene and improve patient
outcomes.

Gene-based therapies for SCD will be evaluated and refined in large-scale clinical trials, offering a cure to the
approximately 100,000 people in the U.S. and 20 million globally who suffer severe pain and premature death
from this condition.

First-in-human clinical trials will demonstrate the efficacy of iPSC-derived products.

Engineered biological cells and scaffolds will be successfully used to repair and replace tissue damaged by
chronic wounds or such disorders as osteoarthritis.

Insight will be gained into the ultimate ability to regenerate human limbs, using emerging technologies to activate
the body’s own growth pathways and processes.

Research on new approaches to cervical cancer screening will lead to the development of self-sampling for
women, with the potential to substantially reduce the incidence and mortality of this disease.

At least one novel, non-hormonal pharmacologic treatment for endometriosis will be identified and moved to
clinical trials.

The number of maternal deaths per year in the U.S. will be significantly decreased, particularly among Black and
American Indian or Alaska Native women, by implementing results of research studies focusing on links between
social determinants and biological risk factors.

Following PRGLAC Task Force findings that almost no data exist on medications in pregnant and lactating
women, label changes will be facilitated by results of clinical trials for at least three therapeutics specific to
(1) pregnant women and lactating women and (2) children.

NIH-wide research will lead to new implementation strategies for pre-exposure prophylaxis that will significantly
reduce the number of new HIV infections and to new longacting therapies to improve viral load suppression
among people with HIV to levels that prevent transmission.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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Bold Predictions (continued)

16.

17.
18.

19.
20.
21.

22.

23.

24,

25

26.

27.

28.

29.
30.

31.

32.

33.

35.

At least one candidate universal influenza vaccine against groups 1 and 2 with 75 percent efficacy will be
submitted to the FDA for consideration.

NIH-supported researchers will develop a universal coronavirus vaccine.

By actively engaging with underserved populations to reduce disparities for COVID-19, researchers will prevent
and curb the spread of COVID-19 and save lives.

Al will reveal molecular signatures associated with the return to health after an acute illness (e.g., COVID-19).
Biomarkers will guide the choice of the most effective therapy for each individual rheumatoid arthritis patient.

NIH-supported research will lead to the development of a clinically actionable biomarker for precision psychiatry,
using neuroimaging and/or additional physiological and psychological biomarkers.

Comprehensive atlases of cell types in the mouse and human brain will provide a deeper understanding of the
circuits underlying behavior and a foundation for understanding the circuits affected in complex human brain
disorders, including depression.

Invasive and noninvasive human brain recording and stimulation technologies will enable new paradigms for
interventions in movement disorders and neuropsychiatric diseases, as well as the development of brain-
machine interfaces for sensory and motor neural prostheses.

Preventive approaches targeting vascular risk factors will reduce the risk for dementia and promote healthy brain
aging.

. At least one promising lifestyle intervention to prevent Alzheimer’s disease and related dementias will be rigor-

ously demonstrated in the next 5 years.

The role of cellular senescence in aging and disease will be clarified and translated into interventions to improve
health.

Infant survival will be optimized by synthesizing milk that captures all of the components and properties of
human milk, even individualizing it to the characteristics of the infant’s mother.

NIH research will discover how technology exposure and media use affect developmental trajectories, health and
educational outcomes, and parent—child interactions in childhood in the post-COVID-19 era.

NIH research will lead to optimized treatment for infants with Neonatal Opioid Withdrawal Syndrome.

NIH research will identify one promising intervention to mitigate risks of altered brain development trajectories
produced by exposure to alcohol and other drugs among adolescents.

Increasing evidence of the effectiveness of nonpharmacologic treatments for pain will transform the way pain is
managed and decrease the need for opioids and other medications.

Effective screening based on a person’s genetics, environmental exposures, and sociobehavioral factors will
significantly decrease the 9 million lives lost each year to global air pollution by identifying those who are most
vulnerable for early intervention.

NIH and NASA will spearhead the development of a space-based platform that will monitor species diversity and
predict geographic areas of climate concern.

. The number of NIH R01 awards that support principal investigators from underrepresented racial and ethnic

groups will be increased by 50 percent, and the racial funding disparities gap for NIH RO1 grants will be eliminat-
ed by fiscal year 2025.

New forms of scientific communications, such as preprints, will accelerate clinical research and shorten the
evidence-to-practice cycle.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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Appendix I: NIH Statutory Authority

Begun as a one-room Laboratory of Hygiene in 1887
(renamed the Hygienic Library in 1891), the National
Institutes of Health (NIH) today is one of the world’s
foremost medical research centers. An agency of
the U.S. Department of Health and Human Services,
NIH is the federal focal point for health research. The
Statutory Authority granted to NIH generally appears
in Title IV of the Public Health Service (PHS) Act,

42 U.S.C. 281 et seq. This authority has a long
history with many revisions and additions granted
by new legislation over the years. Below are several
highlights from the legislative history of NIH.

The Ransdell Act, P.L. 71-251

On May 26, 1930, the Ransdell Act reorganized,
expanded, and redesignated the Hygienic Laboratory
of the Public Health Service as the National Institute
of Health (NIH), authorizing $750,000 for construction
of two buildings for NIH and creating a system of
fellowships.

The Public Health Service Act,
PL.78-410

On July 1, 1944, the PHS Act (P.L. 78—410) consol-
idated and revised existing public health legislation,
dividing the PHS into the Office of the Surgeon
General, the Bureau of Medical Services, the Bureau
of State Services, and NIH. The PHS Act gave NIH
the legislative basis for its postwar program, with
general authority to conduct and support research
into the diseases and impairments of man, authorized
research projects and fellowships, and made the
National Cancer Institute a division of NIH.

The National Heart Act of 1948,
P.L. 80-655

On June 16, 1948, the National Heart Act of 1948
amended the PHS Act and authorized the National
Heart Institute and changed the name of the National
Institute of Health to National Institutes of Health.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025

The Public Health Improvement
Act, P.L. 106-505

On November 13, 2000, the Public Health Improve-
ment Act amended the PHS Act and provided new
authorities to NIH and other PHS agencies and
placed ongoing activities or programs in statute.

The National Institutes of Health
Reform Act of 2006, P.L. 109-482

On January 15, 2007, the NIH Reform Act of 2006
affirmed the importance of NIH and its vital role in
advancing biomedical research to improve the
health of the nation. The law reinforced how NIH’s
27 Institutes and Centers, along with various other
NIH components, work together on the nation’s
largest medical research enterprise. Among its provi-
sions, the NIH Reform Act revised Title IV of the PHS
Act to create the Division of Program Coordination,
Planning, and Strategic Initiatives, to be supported by
a Common Fund.

The 21st Century Cures Act,
P.L. 114-255

On December 13, 2016, the 21st Century Cures Act
provided NIH with critical tools and resources to
advance biomedical research across the spectrum,
from foundational basic research studies to advanced
clinical trials of promising new therapies. The Cures
Act provided NIH with important new authorities that
could be employed to hasten its mission to improve
the health of Americans.
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Appendix lll: Strategic Planning Process

The National Institutes of Health (NIH)-Wide Strategic
Plan outlines NIH’s research priorities and how these
priorities align with the agency’s mission and goals

in an evolving research landscape. It represents one
facet of NIH’s stewardship of federal dollars and
contributes to maintaining transparency and account-
ability to its many stakeholders.

Biomedical and behavioral science is progressing
rapidly. To keep pace and capitalize on scientific
advances while addressing evolving public health
needs, NIH updates the NIH-Wide Strategic Plan
every 5 years. The NIH-Wide Strategic Plan is a
living document, with each iteration building off the
foundation of the previous plan and aligning with
the agency’s near-, mid-, and long-range goals.
This latest iteration of the NIH-Wide Strategic Plan,
covering fiscal years 2021-2025, retains many of
the core elements of the NIH-Wide Strategic Plan
for fiscal years 2016-2020. However, the Strategic
Plan has been revised, updated, and expanded in
response to the many discoveries and changes in
the field made during the past 5 years. As part of this
process, the Framework around which the Strategic
Plan is organized has also been revised.

In September 2019, NIH began updating the NIH-
Wide Strategic Plan to cover fiscal years 2021-2025.
The goal was to follow a process that was transpar-
ent, focused on science and good stewardship of
research, guided by evidence, and informed by NIH’s
many stakeholders.

The strategic planning process entailed four phases:
(1) pre-planning, (2) gathering internal input and
development of the Strategic Plan framework,

(8) gathering input from external stakeholders, and
(4) drafting and publishing the Strategic Plan. The
following are key activities undertaken during these
four phases.

Pre-Planning

The NIH Division of Program Coordination, Planning,
and Strategic Initiatives (DPCPSI) within the Office of
the Director (OD), coordinated the development of the
NIH-Wide Strategic Plan for fiscal years 2021-2025.
At the initiation of this process, DPCPSI developed

NIH-Wide Strategic Plan for Fiscal Years 2021-2025

a timeline for the strategic planning process and
established an internal NIH-Wide Strategic Plan
Working Group, composed of staff from each Institute
and Center (IC) and OD Office, representing the
range of NIH’s activities and research portfolio. The
first Working Group meeting was held at the end of
September 2019.

Gathering Internal Input and
Development of the Strategic Plan
Framework

From October to December 2019, the Working Group
met biweekly to develop the Framework for the
Strategic Plan, which outlines, at a high level, NIH’s
priorities for biomedical and behavioral research

that will be addressed over the next five years. The
Framework of the NIH-Wide Strategic Plan for fiscal
years 2016-2020 was used as a starting point, and
the Framework for the new Strategic Plan evolved
over several meetings. The proposed framework was
reviewed by the IC Directors at the end of October,
the Advisory Committee to the NIH Director in
December, and the DPCPSI Council of Councils in
January 2020. The final Framework was approved by
NIH Leadership.

In parallel with development of the Framework, ICs
and OD Offices were asked to provide information on
biomedical and behavioral research advances that
have been made under the NIH-Wide Strategic Plan
for fiscal years 2016-2020 and proposed activities
that will be conducted during the next 5 years. The
Working Group reviewed the content provided and,
through an iterative process of voting and delibera-
tion, proposed for NIH Leadership’s approval the top
NIH-wide accomplishments and priorities for each
section of the Framework.

Gathering Input from External
Stakeholders

NIH recognizes that input from external stakehold-

ers—including members of the scientific and health
care communities, professional societies, advocacy
organizations, industry, other federal agencies, and
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the general public—provides valuable insight to be
considered during its strategic planning process.

To solicit comments on the proposed Framework
from external stakeholders, the Working Group
developed a Request for Information (RFI) in the NIH
Guide (NOT-OD-20-064") and the Federal Register
(FRN 2020-029192), which was advertised broadly.
Comments were accepted online from February 12,
2020, to April 1, 2020. NIH received 160 responses
to the RFI from external stakeholders. In addition,
NIH hosted two webinars on March 9 and 16, 2020,
to provide the opportunity for stakeholders to ask
questions on the Strategic Plan development process
and comment on the Framework. A summary of RFI
responses, the webinar slides, and transcript, will

be made available on the NIH-Wide Strategic plan
webpage.®

Drafting and Publishing the
Strategic Plan

In January 2020, the Working Group began drafting
the Strategic Plan based on the Framework and the
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prioritized content approved by NIH Leadership. As
it became available from the RFl and webinars, the
Working Group reviewed public feedback on the
Framework and adjusted the draft Strategic Plan in
response to this input.

Finalizing and Publishing the
Strategic Plan

The draft Strategic Plan was finalized through an iter-
ative review process with NIH Leadership. Beginning
in July 2020, the draft Strategic Plan was reviewed
by IC and OD Office Directors, and subsequently by
the NIH Director and Deputy Director. It was then
reviewed by the DPCPSI Council of Councils and the
Advisory Committee to the NIH Director. Following
final review and approval by the NIH Director and
Deputy Director, and subsequent sign off by the U.S.
Department of Health and Human Services, the final
version of the NIH-Wide Strategic Plan for fiscal years
2021-2025 was posted publicly on NIH’s website and
widely disseminated to NIH stakeholders.

1 https://grants.nih.gov/grants/guide/notice-files/NOT-OD-20-064.html

2 https://www.federalregister.gov/documents/2020/02/13/2020-02919/request-for-information-rfi-inviting-comments-

and-suggestions-on-a-framework-for-the-nih-wide
3  https://www.nih.gov/about-nih/nih-wide-strategic-plan
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Appendix IV: NIH Common Fund Strategic

Plan Report

About the NIH Common Fund

The National Institutes of Health (NIH) Common
Fund' programs represent time-limited, strategic
investments in biomedical and behavioral research
(collectively referred to as biomedical research

in the remainder of this appendix) designed to
achieve high-impact goals and catalyze discovery.
Approximately 30 multidisciplinary scientific programs
are supported by the NIH Common Fund, spanning
NIH’s mission and addressing challenges and oppor-
tunities that are of high priority for NIH as a whole.
These bold scientific programs often accelerate
emerging science, enhance the biomedical research
workforce, remove research roadblocks, or support
high-risk, high-reward science. NIH Common Fund
programs frequently produce resources—such as
datasets, tools, technologies, or methods—that are
designed to spur subsequent biomedical advances
often not possible otherwise. The work supported by
the NIH Common Fund is inherently risky, but this risk
is embraced because of the potential for transfor-
mative impact in advancing science and, ultimately,
improving human health.

The origins of the NIH Common Fund lie in the NIH
Roadmap for Medical Research, which was launched
in 2004. The NIH Reform Act of 2006 created the
NIH Common Fund as a source of support for these
transformative, NIH-wide programs within the NIH
Office of the Director (OD). This established a novel
approach to support crosscutting, NIH-wide pro-
grams in areas of emerging scientific opportunities,
rising public health challenges, and knowledge gaps
that deserved special emphasis or would otherwise
benefit from strategic planning and coordination. The
Act also mandated an emphasis on goals and mile-
stones in NIH Common Fund programs and directed
NIH to encourage participation by early-career
researchers.

The Office of Strategic Coordination (OSC) within
the NIH Division of Program Coordination, Planning,
and Strategic Initiatives (DPCPSI) is responsible for
managing the NIH Common Fund. OSC coordinates

NIH-Wide Strategic Plan for Fiscal Years 2021-2025

teams across NIH who collectively plan, implement,
and oversee each program to ensure broad impact.
Individual awards supported through the NIH
Common Fund are administered in partnership with
NIH Institutes and Centers (ICs).

About the NIH Common Fund
Strategic Plan Report

The Public Health Service Act requires, as part of the
NIH-Wide Strategic Plan, that the NIH Director submit
a report to Congress containing a strategic plan for
funding research “that represents important areas

of emerging scientific opportunities, rising public
health challenges, or knowledge gaps that deserve
special emphasis and would benefit from conducting
or supporting additional research that involves
collaboration between two or more national research
institutes or national centers, or would otherwise
benefit from strategic coordination and planning”
through the NIH Common Fund (42 U.S.C. §282a(c)

(N(C); 282(b)(7)(A) (D).

NIH Common Fund Program
Lifecycle

The congressional mandate to support goal- and
milestone-driven programs underlies a critical feature
of NIH Common Fund programs: Each program
establishes high-impact goals that are expected to be
achieved within a maximum of 10 years. This program
enables new needs or opportunities to be supported
as they emerge. The NIH Common Fund supports
research programs that transcend the scientific
boundaries of the individual ICs, are synergistic with
current IC-funded research, and would benefit from
limited-term NIH Common Fund investment. These
programs are identified through a strategic planning
process that includes input from many stakeholders
who first identify broad scientific areas that are prior-
ities for NIH as a whole and subsequently establish a
focused strategy for scientific initiatives that will cat-
alyze progress within that area. This process ensures
that the programs provide maximum utility to the



Case 1:25-cv-10787-BEM  Document 38-22  Filed 04/25/25 Page 64 of 82



48

Case 1:25-cv-10787-BEM  Document 38-22

Evaluation is an ongoing activity throughout the
lifecycle of the program and includes both formal

and informal evaluative activities. Informal evaluation
involves convening grantees and NIH-wide teams to
review progress, discuss new challenges, and devel-
op strategies to adapt as part of routine program
management. It also involves gathering input from
external consultants and using their input, together
with internal analysis, to help guide the implementa-
tion of the program. Formal evaluations involve the
development of baseline data for new programs and
the development of multiple metrics of outcomes.
The utility of data, resources, technologies, and other
program outputs is assessed through surveys, expert
opinion, and the analysis of bibliometric data, such
as citation analyses. Challenges and opportunities to
strengthen each program are considered continuous-
ly, but this assessment is also done systematically for
every program on an annual basis. This management
process ensures that the programs stay on track
toward their stated goals while also allowing adjust-
ments to ensure that the impact of each program is
maximized.

Another ongoing activity for the NIH Common Fund
is the support of infrastructure designed to maximize
the accessibility and utility of NIH Common Fund
datasets and digital resources. To this end, the NIH
Common Fund Data Ecosystem (CFDE)? is working
to ensure all NIH Common Fund datasets are find-
able, accessible, interoperable, and reusable (FAIR),
providing training for users to operate on data in a
cloud environment and ensuring that NIH Common
Fund data continue to be available after individual
programs are completed. For more information on the
CFDE, see Figure 30.

The final stage of NIH Common Fund support
involves the transition of mature programs to other
sources of support or use within the scientific com-
munity.

Although represented as sequential activities, the
management of each program has an iterative
nature. Plans for implementation and transition are
considered early in the lifecycle but may be adapted
in response to the science. Similarly, scientific
progress may demand changes in the strategic plan,
as new opportunities or challenges are identified.
Nevertheless, early consideration of implementation
and transition ensures that program goals and

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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milestones are established to meet the needs
identified during strategic planning and to provide a
sustainable model for continued use by the scientific
community when NIH Common Fund support for a
program has ended.

Figure 30. NIH Common Fund Data
Ecosystem

NIH Common Fund programs are intended to provide
resources that accelerate discovery across many differ-
ent biomedical research fields. Often these resources
include large datasets and associated digital tools
needed to mine and analyze the data. To maximize
impact, these datasets and tools must be leveraged
by researchers from different disciplines, using varying
expertise in bioinformatics and large-scale data
analysis. Additionally, these datasets must be usable
together across interoperable platforms. However,
current approaches to data storage, management,
and analysis mean that data are often not findable,
accessible, interoperable, and reusable (FAIR).

To address this challenge, the NIH Common Fund is
supporting the NIH Common Fund Data Ecosystem
(CFDE), an ongoing investment in data management
infrastructure that will support past, current, and future
NIH Common Fund datasets.

The CFDE includes several integrated efforts:

® CFDE Coordinating Center —The Coordinating
Center will manage and organize CFDE activities,
engage with participating NIH Common Fund pro-
grams, connect with user communities, support
training, develop tools and standards, and provide
technical expertise.

® Participating NIH Common Fund Data
Coordinating Centers —These Centers will work
with the CFDE Coordinating Center to understand
its program’s unique requirements for data storage
and analysis, adopt/adapt guidelines and best
practices, share resources and tools, establish
and enable use cases for cross-data analyses, and
provide training.

® | everaging NIH-wide cloud service pro-
vider partnerships—Using the Science and
Technology Research Infrastructure for Discovery,
Experimentation, and Sustainability (STRIDES) will
ensure that data are onboarded to the cloud in a
consistent manner and provide favorable pricing
for cloud data storage and use.

Ultimately, the CFDE is intended to amplify the impact
of many NIH Common Fund programs by enabling
researchers to interrogate multiple disparate datasets
and thereby make new kinds of scientific discoveries
that were not possible before.
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NIH Common Fund Strategic
Planning Process
Strategic planning for the NIH Common Fund

involves the identification of NIH-wide challenges and

opportunities that meet NIH Common Fund program
criteria® (Figure 31). It is designed to be flexible from
year to year to adapt to emerging opportunities, the
changing needs of the scientific community, and

the availability of funds. Broad topics identified in
Phase 1 are refined into well-defined programs and
initiatives in Phase 2.

Figure 31. NIH Common Fund Program
Criteria

Transformative: Programs must have high potential to
dramatically affect biomedical research.

Catalytic: Programs must achieve a defined set of
high-impact goals within a defined period of time.

Synergistic: Outcomes must synergistically promote
and advance individual missions of ICs to benefit
health.

Crosscutting: Program areas must cut across missions
of multiple ICs, be relevant to multiple diseases or
conditions, and require a coordinated approach

across NIH.

Unique: Programs must be something no other entity
is likely or able to do.

Phase 1 identifies broad scientific needs and
opportunities, focusing on the greatest challenges
to research discovery and translation, as well as

on the most promising emerging opportunities

to catalyze research across a variety of scientific
disciplines and disease conditions. Although specific
Phase 1 activities vary, ideas may be gathered
through meetings with external scientific experts,
solicitation of ideas from ICs, discussions with

NIH Leadership and Advisory Committees, and
engagement with the broader scientific community.

To effectively evaluate the responsiveness of the
proposed idea to NIH Common Fund criteria, as well
as the potential impact of the program, the following
questions are typically posed:

> What is the greatest opportunity in biomedical
research today? How can this opportunity be
realized?
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» Why is now the right time for this idea (i.e., why
is this idea timely)?

» What would be the goals of the program, and
what initiatives or activities are envisioned to
achieve these goals?

Generally, Phase 1 strategic planning activities gen-
erate many more ideas than can be supported. Ideas
are prioritized by the NIH Director, with input from
the OSC, DPCPSI, and Principal Deputy Directors. IC
Directors may also provide input to the NIH Director
on prioritization of concepts. A small subset of
prioritized ideas then moves into Phase 2 planning.

Phase 2 refines the prioritized set of broad ideas
identified in Phase 1 into specific, well-defined
initiatives. An NIH-wide Working Group representing
a broad range of interested scientific communities is
formed to continue the planning process and, if the
program is approved, lead program implementation.
Phase 2 strategic planning also occurs before
decisions are made to provide a second stage of
support for existing programs. OSC assesses the
progress of NIH Common Fund programs at the end
of the first stage of funding to determine whether a
second stage of funding (up to a limit of 10 years
total) is necessary to reap maximum benefit from the
program. The Phase 2 refinement process includes
analysis of NIH and external scientific research
portfolios (Figure 32), solicitation of input from
subject-matter experts, and input from IC Directors.

During Phase 2 planning, the DPCPSI Council of
Councils (CoC)* provides input about whether the
proposed idea addresses the NIH Common Fund
criteria and, if so, whether the proposed program
initiatives are likely to achieve the program goals

and produce the highest possible impact. When the
concept for a potential new program is cleared by the
CoC, the Working Group develops a program propos-
al that clearly describes scientific needs, gaps, and
opportunities; goals and milestones of the proposed
program; description of program management;

and a budget for all years of the program. Program
proposals are presented to the NIH Director for a final
decision about program approval.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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Figure 32. Portfolio Analysis: Focusing Scope and Identifying Opportunities

Portfolio analysis occurs during Phase 2 of the strategic planning process. It is a vital part of strategic planning that
provides critical information concerning ongoing efforts in areas being considered as potential NIH Common Fund
programs. Portfolio analysis helps identify specific areas where strategic investment by the NI[H Common Fund could
support unique and potentially transformative research.

The Somatic Cell Genome Editing (SCGE) program, launched in fiscal year 2018, included a robust portfolio analysis
during the planning process to identify specific activities in support of the program’s overall goal to advance therapeutic
use of precision genome editing approaches to treat or cure numerous diseases caused by genetic mutations. With the
discovery of CRISPR and similar tools that can precisely change genetic sequences, this field experienced an explosion
of interest. However, remaining gaps in research investment were holding back the translation of genome editing
approaches into the clinic, especially for rare or uncommon diseases. Information on private-sector and other govern-
ment agency investment was provided by consultation with experts, complementing the SCGE portfolio analysis that
assessed NIH investment in genome editing tools and technologies in fiscal year 2016. This analysis identified critical
gap areas, including gene editing reporter systems and in vitro models for testing efficacy and safety. Additionally, the
analysis demonstrated a pressing need to develop new genome editing tools that were less likely to produce adverse
or off-target effects. Furthermore, the analysis revealed that current investment in genome editing delivery vehicles

was highly focused on a single viral vector (adeno-associated virus, or AAV) with inherent limitations. Other delivery
systems —such as nanopatrticles, alternative viruses, ribonucleoprotein complexes, and exosomes—were largely
overlooked, despite representing potentially transformative approaches to overcoming limitations associated with AAVs.

The results of this portfolio analysis, combined with expert input, identified areas of scientific opportunity that became
the basis of the SCGE program initiatives. These initiatives include (1) developing animal models for testing genome
editing tools; (2) generating assays and models to test the efficacy and safety of genome editing tools; (3) improving
genome editing delivery systems —including a wide range of delivery systems beyond AAVs—to target specific cells
and tissues; (4) expanding the number and types of genome editing complexes; and (5) distributing the knowledge and
resources developed through this program to the scientific community.

A follow-up analysis conducted in 2020 confirmed that the SCGE program is stimulating research in gap areas identified
in the baseline portfolio analysis. This analysis showed that the SCGE program is filling an important niche by support-
ing research on exploring the use of exosomes, nanoparticles, and ribonucleoproteins as delivery vehicles. The analysis
also revealed that the SCGE program is developing genome editing tools that target a wide range of tissues and organs,
including one organ system (the gastrointestinal tract) that is not targeted by any other NIH-supported genome editing
projects, as well as other several tissues or organs for which SCGE projects are the only ones using non-AAV delivery

systems for targeted delivery.

Strategic Planning Activities Since
2015

Prior to the passage of the 275t Century Cures Act,®
the NIH Common Fund developed a biennial strategic
planning report. With the passage of this Act, the

NIH Common Fund Strategic Planning Report is

now included within the NIH-Wide Strategic Plan.
Described here are the strategic planning activities
that have taken place since the last NIH Common
Fund Strategic Planning Report in 2015.°

Strategic Planning 2015-2016

In 2015, OSC held the “Innovate to Accelerate” 2-day
strategic planning workshop that brought together
more than 20 innovative thinkers representing diverse
areas of expertise to brainstorm ideas for potential
new NIH Common Fund programs beginning in fiscal
year 2018 or later. Following the workshop, all ideas
that emerged from the workshop were posted in an
online discussion forum, where an additional cohort

NIH-Wide Strategic Plan for Fiscal Years 2021-2025

of approximately 300 selected scientific experts were
invited to view ideas, provide comments and sugges-
tions, and submit one original idea for inclusion in the
online discussion. All ideas and associated discus-
sions were considered along with ideas submitted by
IC Directors.

From these activities, two ideas were prioritized for
further planning and ultimately were launched in fiscal
year 2018:

e Human BioMolecular Atlas Program (HuBMAP)’
(Figure 33)—The planning process that led to
the HUBMAP program identified understanding
human physiology and disease at the level of
individual cells as a challenge that we now have
the technologies to address. Because the cell
is the fundamental unit of the human body, an
understanding of normal and disease process-
es at this level is anticipated to lead to more
specific and effective therapies. In recent years,
technologies that enable the analysis of single
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workshops was the emerging opportunities presented
by integration of artificial intelligence (Al) and machine
learning approaches into biomedical research.
Independently, in recognition of the opportunity and
challenges posed by Al in biomedicine, NIH orga-
nized a workshop in July 2018, Harnessing Artificial
Intelligence and Machine Learning to Advance
Biomedical Research.? These initial discussions
contributed to additional planning activities and, ulti-
mately, a new NIH Common Fund program in Al (see
the next section, “Strategic Planning 2019-2020,” for
more details).

In addition to input gathered through the journal
editor workshops, OSC also solicited ideas from IC
Directors. From this process, three ideas emerged
that are now being pursued as potential NIH Common
Fund programs.

e Harnessing Data Science for Health Discovery
and Innovation in Africa?®—This program will
leverage data science technologies and prior
NIH investments to develop solutions to Africa’s
most pressing public health problems through a
robust ecosystem of new partners from academic,
government, and private sectors. Extensive
mobile phone coverage in Africa provides an
opportunity to rapidly advance health care delivery
systems through mobile health applications,
point-of-care technologies, and self-management
systems. Additionally, this program leverages
and builds upon substantial investment in African
research and research training by NIH ICs, the
NIH Common Fund, and other organizations.

For example, the Data Science in Africa program
will build on and translate the resources and
expertise developed through the Human Heredity
and Health in Africa?* program into products and
policies impacting health in Africa and around

the world. The program aims to promote sustain-
ability of the African health research enterprise

by encouraging robust partnerships with African
governmental, private, and academic partners and
will also consider ethical, legal, and social issues
for data science research and its applications

to public health in Africa. This program was
approved by the NIH Director and is anticipated to
launch in fiscal year 2021.

® Faculty Institutional Recruitment for Sustainable
Transformation (FIRST)?*— Despite ongoing
investment in programs designed to enhance
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the diversity of the biomedical workforce,
underrepresentation of some racial and ethnic
groups, particularly at the faculty level, remains a
persistent challenge. Many previous efforts have
focused on individuals; however, substantial evi-
dence suggests that targeting institutional culture
change is needed to achieve the desired results.
Early success of the NIH Distinguished Scholars
Program?® and other cohort-based recruitment
programs indicates that recruitment of a critical
mass of investigators committed to diversity and
inclusion may foster the institutional changes
needed to create meaningful changes in diversity
at the faculty level. The FIRST program aims to
create cultures of inclusive excellence at NIH-
funded institutions, establishing and maintaining
scientific environments that can cultivate and
benefit from a full range of talent. It will establish
a faculty cohort model for hiring, mentoring, and
professional development; integrated, institu-
tion-wide approaches to address bias, faculty
equity, mentoring, and work-life issues; and a
coordination and evaluation center to conduct
independent evaluations of program impacts. This
program was approved by the NIH Director and is
anticipated to launch in fiscal year 2021.

e Nutrition for Precision Health, powered by
the NIH All of Us Research Program—Current
dietary recommendations are often confusing,
sometimes contradictory, and generally do not
consider individual differences. Rapidly advancing
technologies—including high-throughput -omics
(e.g., genomics, epigenomics, proteomics, metab-
olomics) and Al—combined with the growing
emphasis on personalized medicine approaches
present an opportunity to develop more precise
and dynamic nutritional recommendations. The
program, still in development, would aim to
understand individual responses to diet, enabling
tailored dietary recommendations to be provided
by physicians and the development of tools to
allow individuals to make more informed decisions
about healthy food choices. This program is
anticipated to launch in fiscal year 2021.

Strategic Planning 2019-2020

To plan for new NIH Common Fund programs to
begin in fiscal year 2022 or beyond, OSC used an
online crowdsourcing platform to solicit ideas from

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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the NIH community for bold investments that could
become future NIH Common Fund programs. The
community was also encouraged to provide construc-
tive comments on ideas submitted by others, so that
each idea could benefit from the collective expertise
of the NIH community. In addition to gathering ideas
through the crowdsourcing site, IC Directors were
also invited to submit ideas.

From this process, one idea focused on exploring
transposable elements and somatic mosaicism was
selected for further development. This potential
program, Somatic Mosaicism and Retrotranspositions
(SMaRt), would investigate genetic elements that
make up approximately half of the human genome
and which, in some cases, have the ability to move
within the genome and thereby create genetically
distinct cells within a single individual. This mobility
can result in genomic damage and disease, but

the extent to which this process happens and how

it is regulated is largely unknown. If approved, the
SMaRT program would aim to deliver new paradigms
concerning the regulation of these elements and how
their transposition contributes to normal biology and
disease. Pending approval, this program is anticipat-
ed to launch in fiscal year 2022.

In addition to the strategic planning process above,
several other NIH-wide efforts contributed to
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development of new NIH Common Fund programs.
At the NIH Leadership Forum, NIH leadership and

IC Directors identified cellular senescence as a
high-priority research area. Cellular senescence
refers to a highly stable state of cell cycle arrest in
which cells stop dividing, often in response to various
stressors, such as aging and inflammation. A better
understanding of the mechanisms of cellular senes-
cence and how this process affects tissue and organ
function may lead to new approaches for addressing
the deleterious effects of aging and of numerous
diseases and conditions. If approved, this program is
planned to launch in fiscal year 2022.

Finally, the Advisory Committee to the NIH Director
Working Group on Atrtificial Intelligence provided NIH-
wide recommendations?” on how NIH could leverage
and promote Al to advance research across many
biomedical topics and have positive effects across
diverse fields. Several of these recommendations
formed the basis for a new potential NIH Common
Fund program, Artificial Intelligence for BiomedicalL
Excellence (AIBLE).2® This program aims to generate
new biomedically relevant datasets amenable to
machine learning analysis at scale. This program is
anticipated to launch in fiscal year 2021. For more
details, see Figure 38.

Figure 38. Artificial Intelligence for BiomedicalL Excellence Program

Following a 2018 NIH workshop on artificial intelligence (Al) and machine learning in biomedical research, the NIH
Director formed the Advisory Committee to the NIH Director (ACD) Working Group on Atrtificial Intelligence. This group
was charged with determining opportunities for NIH-wide efforts in Al and ways these efforts could cross biomedical
topics to positively affect diverse fields, identifying ways for NIH to build connections between the data science and
biomedical research communities, defining approaches to cross-training computer scientists and biomedical research-
ers, and identifying ethical consideration for biomedical research and Al.

This working group delivered its final recommendations in December 2019. Several of these recommendations fit well
with the criteria for NIH Common Fund programs, whereas other recommendations were within the mandate of the NIH’s
Office of Data Science Strategy. An NIH-wide working group convened and conducted planning activities to determine
how an NIH Common Fund program could effectively address the relevant recommendations, leading to development
of the Artificial Intelligence for Biomedical Excellence (AIBLE) program. The overall goal of this program is to generate
new biomedically relevant datasets amenable to machine learning analysis at scale, achieved through the following

initiatives:

® Support data design centers to generate rubrics of amenability to machine learning approaches that allow the
evaluation of datasets and plans to generate datasets, create infrastructure to disseminate tools, and host and

promote datasets.

® Develop software and firmware tools to accelerate Al readiness.

® Enhance existing data generation efforts to improve Al readiness.

® Generate gold-standard, multimodal human datasets that adhere to the rubrics established by the program.

® Use the rubrics to evaluate and update select existing public biomedical research data.

Because this potential program leveraged the carefully developed recommendations from the ACD working group, it is
anticipated to launch on an accelerated timeline in fiscal year 2021.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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Strategic Planning 2020-2021 Planning for Transition from NIH

OSC is currently beginning a new round of strategic  Gommon Fund Support
planning in 2020. Still in the early stages of develop-

ment, this round of strategic planning is intended to
leverage existing community-generated white papers
(i.e., assessments of scientific opportunities and
needs in a given scientific area). By reviewing these
thoughtful analyses from many scientific societies or
other groups, NIH may obtain well-considered input

NIH Common Fund programs are designed to
achieve a set of high-impact goals within a defined
time frame. At the conclusion of each program, deliv-
erables will either stimulate IC-funded research or will
transition to support by ICs or other entities that find
the resources generated by the program useful.

that reflects consensus views and that may reveal Transition plans are considered early in the lifecycle of
overlapping challenges and opportunities affecting an NIH Common Fund program, and these plans are
multiple communities. Potential program concepts reconsidered throughout the lifecycle to ensure the
will also be solicited from the IC Directors and may transition accommodates the changing needs of both
arise from discussions involving NIH leadership, the program and the external scientific community.
Advisory Councils, or other entities providing input A detailed description of the NIH Common Fund’s

to NIH. Human Microbiome Project® transition is provided as

an example in Figure 39.

Figure 39. Transition of the Human Microbiome Project

The Human Microbiome Project (HMP), supported by the NIH Common Fund from 2007 to 2016, developed numerous
research resources to enable the study of the microbial communities that live in and on the human body and the roles
these communities play in health and disease. The first stage of HMP developed DNA sequence datasets and computa-
tional tools for characterizing the microbiome in healthy adults and in people with microbiome-associated diseases. The
second stage of HMP created integrated datasets of multiple biological properties from both the microbiome and the
host over time in people with specific microbiome-associated diseases.

HMP was an extremely successful program. Some of its major accomplishments include sequencing approximately
3,000 reference bacterial genomes isolated from the human body; generating a comprehensive profile of the healthy
human microbiome; developing integrated datasets of metagenomic, transcript, protein, and metabolite profiles from
microbiome and host in multiple human cohorts; developing software and online resources to enable studies of the
microbiome; and publication of more than 700 scientific papers.

HMP helped catalyze the nascent field of microbiome research, laying the foundation for continued NIH investment
through the Institutes and Centers (ICs) after the program ended. NIH investment in microbiome research outside of
HMP has increased more than 40-fold since the inception of HMP and now spans more than 20 ICs. The Trans-NIH
Microbiome Working Group was established in 2012 to provide a forum for coordinating NIH research activities
related to the human microbiome. Ongoing access to critical HMP resources, including datasets and digital tools, will
be accomplished through the Common Fund Data Ecosystem (CFDE). Inclusion of these resources within the CFDE
ensures that the biomedical research community continues to benefit from HMP and that investment in HMP is lever-
aged for maximum possible impact.

NIH-Wide Strategic Plan for Fiscal Years 2021-2025
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The NIH Common Fund Budget

The NIH Common Fund budget for fiscal years
2018-2021 is shown in Table 1. Although NIH
Common Fund programs are planned in advance, the
specific activities funded in each program depend on
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the budget made available through annual appropri-
ations. As programs end, funds are freed to support
new programs and planned expansions of ongoing
programs.

Table 1: The NIH Common Fund Budget, Fiscal Years 2018-2021

Fiscal Year

2018 Actual

Fiscal Year
2019 Actual

NIH Common Fund (dollars in

millions) $600.7 $619.2
NIH Common Fund

Percentage of NIH Labor/U.S.

Department of Health and 1.62% 1.58%
Human Services Funding®

Fiscal Year 2020 Fiscal Year 2021

Actual President’s Budget
Request®

$639.1 $596.5

1.54% 1.54%

2|ncludes March 17, 2020, budget amendment of $439.584 million for the National Institute of Allergy and Infectious Diseases.
bExcludes mandatory funding for the Type 1 Diabetes Research program and funding appropriated through the Interior, Environment, and Related Agencies
Appropriations Act for the National Institute of Environmental Health Sciences Superfund Research Program. Includes program evaluation financing resources.

The Public Health Service Act requires that the NIH
Common Fund Strategic Plan Report include an
estimate of amounts needed for (i) maximizing the
potential of the Common Fund research under 42
U.S.C. 282(b)(7)(A)i); (i) to be sufficient only for con-
tinuing to fund research activities previously identified
by the Division of Program Coordination, Planning,
and Strategic Initiatives; and (jii) to be necessary

to fund research described in 42 U.S.C. 282(b)(7)
(A)(i) that (1) is in addition to the research activities
described in clause (ii) and (2) for which there is the
most substantial need. See 42 U.S.C. 282a(c)(1)(C).

Budgets for ongoing NIH Common Fund programs
are planned in advance to maximize the potential of
all programs. Therefore, the amounts described in (i)
and (ii) are the same and are equal to the total budget
for all NIH Common Fund programs. In addition to the
amount for ongoing NIH Common Fund programs,
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funds are available for new initiatives each year.
These new initiatives are identified by the strategic
planning principles outlined in this report, thus
ensuring they address research areas of substantial
need. Within each of the programmatic areas identi-
fied through strategic planning, the NIH peer review
process also identifies specific research proposals
addressing areas of substantial need. Therefore, the
amounts described in (iii) are equal to the amount
reserved for new NIH Common Fund initiatives.

Each year, as part of the President’s Budget Request,
the NIH Common Fund describes both the amounts
estimated for each ongoing program (i and ii) and the
amounts budgeted for new initiatives (jii). Table 2
shows the estimates presented in the Fiscal Year
2021 President’s Budget Request; prior years’
Requests can be found at https://commonfund.nih.
gov/about/budgetrequests.
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Table 2: NIH Common Fund President’s Budget Request, Fiscal Year 2021

NIH Common Fund Program Fiscal Year Fiscal Year YeIa:lrsggé1
(Dollars in Thousands) 2019 Final 2020 Enacted President’s
Budget Request
4D Nucleome 27,997 28,860 27,485
Acute to Chronic Pain Signatures 2,094 16,636 14,648
Big Data to Knowledge (BD2K) 2,605 0 0
Enhancing the Diversity of the NIH-Funded Workforce 52,656 53,713 47,401
Extracellular RNA Communication 6,728 5,846 10,497
Gabriella Miller Kids First Pediatric Research 13,482 13,000 13,000
Genotype-Tissue Expression (GTEX) Resources 772 0 0
Global Health 15,569 11,565 9,261
Glycoscience 19,435 13,362 5,191
Health Care Systems Research Collaboratory 1,988 1,750 1,694
High-Risk Research 206,110 193,100 186,001
NIH Director’s Pioneer Award 45,446 54,265 51,293
NIH Director’s New Innovator Award Program 102 692 77,815 79,795
Transformative Research Award 35,149 38,402 34,659
NIH Director’s Early Independence Award Program 22,823 22,618 20,255
Human BioMolecular Atlas Project (HuBMAP) 15,005 27,031 31,040
llluminating the Druggable Genome 12,970 13,390 12,971
Knockout Mouse Phenotyping Program 13,757 11,000 0
Library of Integrated Network-Based Cellular Signatures (LINCS) 9,946 87 0
Metabolomics 12,403 12,401 12,000
Molecular Transducers of Physical Activity 44,744 46,126 42,609
New Models of Data Stewardship 199 0 0
NIH Center for Regenerative Medicine (NCRM) 7,597 5,700 0
Protein Capture 1,334 0 0
Science of Behavior Change 12,674 222 0
Somatic Cell Genome Editing 33,324 38,937 44,232
S.P.A.R.C. - Stimulating Peripheral Activity to Relieve Conditions 51,559 47,268 41,883
Strengthening the Biomedical Research Workforce 56 0 0
Transformative High Resolution Cryo-Electron Microscopy (CryoEM) 14,895 51,800 36,290
Undiagnosed Diseases Network 29,207 24,401 21,683
Strategic Planning, Evaluation, and Infrastructure 10,061 22,917 21,129
Subtotal NIH Common Fund 619,166 639,111 579,017
New Initiatives in NIH Common Fund 17,450

Total NIH Common Fund 619,166 m 506,467
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https://commonfund.nih.gov/exrna.

https://commonfund.nih.gov/pain.

https://heal.nih.gov.

https://commonfund.nih.gov/editing.

https://commonfund.nih.gov/sparc.

https://commonfund.nih.gov/sites/default/files/Journal Editors Workshop Exec Summary 508.pdf.
https://datascience.nih.gov/community/2018biomedAl.

https://commonfund.nih.gov/AfricaData.

https://h3africa.org.

https://commonfund.nih.gov/first.

https://diversity.nih.gov/programs-partnerships/dsp.
https://acd.od.nih.gov/documents/presentations/12132019Al.pdf.
https://dpcpsi.nih.gov/sites/default/files/CoC May 2020 1.05PM Concept Clearance AIBLE Brennan 508.pdf.
https://commonfund.nih.gov/hmp.
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. Appendix V: Acronyms

3-D
A2CPS
ABCD

ACTIV

AFREhealth

AHRQ

Al
AIBLE

AMD
AMP
AMP-AD
AMP-PD

AMP-RA/
Lupus

AMP-T2D
ASSIST

BIRCWH

BRAIN

BUILD

CAR
CcC
CcDC

CFDE
CIT
ClinGen

three-dimensional
Acute to Chronic Pain Signatures

Adolescent Brain Cognitive
Development

Accelerating COVID-19 Therapeutic
Interventions and Vaccines

African Forum for Research and
Education in Health

Agency for Healthcare Research and
Quality

artificial intelligence

Atrtificial Intelligence for Biomedical
Excellence

age-related macular degeneration
Accelerating Medicines Partnership
AMP-Alzheimer’s Disease
AMP-Parkinson’s Disease
AMP-Rheumatoid Arthritis/Lupus

AMP-Type 2 Diabetes

Application Submission System &
Interface for Submission Tracking

Building Interdisciplinary Research
Careers in Women’s Health

Brain Research through Advancing
Innovative Neurotechnologies®

Building Infrastructure Leading to
Diversity

chimeric antigen receptor
NIH Clinical Center

Centers for Disease Control and
Prevention

Common Fund Data Ecosystem
Center for Information Technology

Clinical Genome

CoC
CORD-19
COVID-19
cryoEM
CSR
CTSA

DASH
DoD

DPC

DPC DaTA

DPCPSI

DR2
DRC
ECHO

ENCODE
ERC
ERM
EVD
exRNA
FAIR

FDA
FIC
FIRST

FOIA
GACD
GBD
H3Africa
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Council of Councils

COVID-19 Open Research Dataset
coronavirus disease 2019
cryo-electron microscopy

Center for Scientific Review

Clinical and Translational Science
Awards

Data and Biospecimen Hub
U.S. Department of Defense
Diversity Program Consortium

DPC Dissemination and Translation
Awards

Division of Program Coordination,
Planning, and Strategic Initiatives

Disaster Research Response
Democratic Republic of the Congo

Environmental influences on Child
Health Outcomes

ENCyclopedia of DNA Elements
extracellular RNA communication
Enterprise Risk Management
Ebola virus disease

extracellular RNA

findable, accessible, interoperable,
and reusable

U.S. Food and Drug Administration
Fogarty International Center

Faculty Institutional Recruitment for
Sustainable Transformation

Freedom of Information Act
Global Alliance for Chronic Diseases
Global Burden of Disease

Human Heredity and Health in Africa
Consortium
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HEAL

HHS

HMP
HRSA

HuBMAP
IC

IDeA

IDG
IMPROVE

INCLUDE

IPRCC

iPSC
ISS-NL

MOSAIC

MoTrPAC

NARI

NASA

NCATS

NCCIH

NCD
NCI
NEI
NGRI

NHGRI

Helping to End Addiction
Long-terms™

U.S. Department of Health and
Human Services

Human Microbiome Project

Health Resources and Services
Administration

Human BioMolecular Atlas Program
Institute and Center

Institutional Development Award
llluminating the Druggable Genome

Implementing a Maternal health and
PRegnancy Outcomes Vision for
Everyone

INvestigation of Co-occurring
conditions across the Lifespan to
Understand Down syndromE

Interagency Pain Research
Coordinating Committee

induced pluripotent stem cell

International Space Station
U.S. National Laboratory

Maximizing Opportunities
for Scientific and Academic
Independent Careers

Molecular Transducers of Physical
Activity Consortium

Native American Research
Internship

National Aeronautics and Space
Administration

National Center for Advancing
Translational Sciences

National Center for Complementary
and Integrative Health

noncommunicable diseases
National Cancer Institute
National Eye Institute

Next Generation Researchers
Initiative

National Human Genome Research
Institute
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NHLBI

NIA
NIAAA

NIAID

NIAMS

NIBIB

NICHD

NIDA

NIDCD

NIDCR

NIDDK

NIEHS

NIGMS

NIH

NIH

RePORTER

NIMH
NIMHD

NINDS

NINR

NLM
oD
0sC
PALM
PATH

Filed 04/25/25

Page 79 of 82

National Heart, Lung, and Blood
Institute

National Institute on Aging

National Institute on Alcohol Abuse
and Alcoholism

National Institute of Allergy and
Infectious Diseases

National Institute of Arthritis and
Musculoskeletal and Skin Diseases

National Institute of Biomedical
Imaging and Bioengineering

Eunice Kennedy Shriver National
Institute of Child Health and Human
Development

National Institute on Drug Abuse

National Institute on Deafness and
Other Communication Disorders

National Institute of Dental and
Craniofacial Research

National Institute of Diabetes and
Digestive and Kidney Diseases

National Institute of Environmental
Health Sciences

National Institute of General Medical
Sciences

National Institutes of Health

NIH Research Portfolio Online
Reporting Tools Expenditures and
Results

National Institute of Mental Health

National Institute on Minority Health
and Health Disparities

National Institute of Neurological
Disorders and Stroke

National Institute of Nursing
Research

National Library of Medicine
NIH Office of the Director
Office of Strategic Coordination
Pamoja Tulinde Maisha

Population Assessment of Tobacco
and Health
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PHS
PMC
PPP
PRGLAC

RCDC

RCMI

RFI
SAMHSA

SARS-CoV-2

SCAP
SCD
SCDIC

SCGE

Public Health Service
PubMed Central
public—private partnership

Pregnant Women and Lactating
Women

Research, Condition, and Disease
Classification

Research Centers in Minority
Institutions

Request for Information

Substance Abuse and Mental Health
Services Administration

severe acute respiratory syndrome
coronavirus 2

Single Cell Analysis Program
sickle cell disease

Sickle Cell Disease Implementation
Consortium

Somatic Cell Genome Editing

SEER

SGM
SIG
SMaRt

SPARC

SPRINT

SSC

STRIDES

TRSP

UDN
UDP
VA
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Surveillance, Epidemiology, and End
Results

sexual and gender minority
Shared Instrumentation Grant

Somatic Mosaicism and
Retrotranspositions

Stimulating Peripheral Activity to
Relieve Conditions

Systolic Blood Pressure Intervention
Trial

Symptom Science Center

Science and Technology Research
Infrastructure for Discovery,
Experimentation, and Sustainability

Tobacco Regulatory Science
Program

Undiagnosed Diseases Network
Undiagnosed Diseases Program

U.S. Department of Veterans Affairs
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