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A Welcome Message from Sally Rockey

Director, Office of Extramural Research

A Look Back at 2009, A Look Ahead to 2010

In this inaugural edition of the 2009 OER Report, we would like to give you insight into
the tremendous work that goes on within our six major offices, thanks to our 1,200
employees. Here you will find a multitude of achievements, a sense of the many high
profile NIH initiatives where OER played a critical role in FY09, and a glimpse of the
work that lies ahead.

Early in 2009, NIH was given a unique opportunity in the form of $10.4 billion from the
American Recovery and Reinvestment Act (ARRA). ARRA sought to place research
funding in the hands of institutions the very next day it seemed, with the goal of jump
starting jobs and the economy and creating jobs. ARRA arrived with little notice at NIH's
door and upended NIH’s traditional timelines for announcing opportunities and receiving
and reviewing grant applications. OER rose to the challenge setting new policies,
coordinating the activities of NIH Institutes and Centers, communicating with internal and
external stakeholders, developing electronic systems support, solving problems
creatively, and expediting processes along the way. We stand proud, knowing that our
labor was well worth the while—the funding has found its way to scientists and labs
across this country, and we eagerly await the scientific results.

Federal pronouncements often bring in their wake changes in policy. OER’s
relationships with NIH senior leadership, NIH Institutes and Centers, institutions and
investigators, other government entities, and the public uniquely position us to fulfill the
role of implementer. So it was in March 2009, when President Obama signed an
executive order on research involving stem cells, leading to changes in the way NIH
funds human stem cell research. Along with helping shape the new policy, OER set in
place award policies and procedures for staff members in the ICs; implemented systems
to support compliance and oversight; and developed the NIH Stem Cell Registry.

These initiatives are only a few examples of the many ways OER ensures scientific
integrity, public accountability and effective stewardship of the NIH extramural research
portfolio. We demonstrate the same commitment in all our day-to-day activities.

Sally J. Rockey, Ph.D.

NIH Deputy Director for Extramural Research

Director, NIH Office of Extramural Research

http://grants.nih.gov/grants/oer.htm
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2009 Office of Extramural Research Report Introduction

About OER: Making Grants Happen Without Funding a Single Project

Extramural grants represent more than 80% of the $31.2B NIH budget. Through its
approximately 1,200 individuals and $113M budget, the Office of Extramural Research
(OER) provides the infrastructure that makes these grants happen. We provide the
corporate framework for NIH research administration, ensuring scientific integrity, public
accountability, and effective stewardship of the NIH research grant portfolio with the
ultimate goal of preserving public trust in research.

Program Scientific Public
Stewardship Integrity Accountability

yster ¥
Data Support

Services and Infrastructure

OER takes a collaborative approach to supporting the research enterprise, interacting
with major stakeholders (research institutions and extramural staff) and ensuring
appropriate policies, procedures and systems for oversight are in place while, at the
same time, considering the impact on our research partners.

Our responsibilities span a wide breadth from developing policies and procedures, to
providing approximately 600 administrative support staff to the NIH ICs through the
Division of Extramural Activities Support (DEAS), to providing electronic systems (eRA)
for extramural staff and more than 100,000 investigators worldwide. For many of these
activities we provide support for other agency partners as well. The functions of OER are
carried out through our six offices.

Office of Laboratory Animal Welfare (OLAW): Responsible for guidance and
interpretation of the Public Health Service (PHS) Policy on Humane Care and Use of
Laboratory Animals, supports educational programs, and monitors compliance with the
Policy by Assured institutions and PHS funding components to ensure the humane care
and use of animals in PHS-supported research, testing, and training thereby contributing
to the quality of PHS-supported activities.

Office of Policy for Extramural Research Administration (OPERA): Provides
leadership and oversight in grants management policy and compliance, intellectual
property, and OMB clearances to the extramural research community and NIH
extramural staff through policy development, expert guidance, analysis, outreach, and
related information dissemination in order to promote effective stewardship of NIH
extramural funds in support of health research.
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Office of Extramural Programs (OEP): Provides leadership and expertise in science
program management, including program and policy development, interpretation,
coordination, oversight, evaluation, training and outreach for the extramural research
community and NIH extramural staff, promoting the highest quality and sustained
capability of research and training programs in order to improve public health.

Office of Research Information Systems (ORIS): Provides IT systems, data, and
reporting support for grants processing for NIH and other agencies (HHS Operating
Divisions, Federal Drug Administration, Veterans’ Administration, and others) and works
with the user community to provide efficient techniques for the conduct of extramural
business. This effort is intended to guide the management of the NIH research portfolio
and improve the nation’s health.

Office of Administrative Operations (OAQ): Serves as an organizational liaison by
providing information, guidance, administrative support, and analytical services to
ensure that OER obtains and manages the resources needed to carry out its mission.
The Division of Extramural Activities (DEAS) resides within OAO and provides
centralized support activities for grants management, program, and peer review
activities.

Office of Planning and Communications (OPC): Oversees OER evaluation and
planning activities such as program evaluations, strategic planning, and other activities
that cross OER units where centralized coordination will assist in developing policy or
guidance. OPC supports the NIH and OER missions by providing NIH staff and the
extramural research community with a central source of accurate and timely information
on grants policies, processes, and systems. It also coordinates Government
Performance Results Act (GPRA) and is involved in the Congressional appropriations
process as it relates to OER.

Office of Planning and Communication
Della Hann, Ph.D., Acting Director and
Acting Deputy Director for OER

Office of Office of Policy for Office of Office of Research Office of
Laboratory Extramural Research Extramural Programs Information Systems Administrative
Animal Welfare Administration Sherry Mills, MD, Oliver “Pete” Morton, Operations
Patricia Brown, Joe Ellis, Director MPH, Director Acting Director Rebecca Kelley,
VMD, Director Director



A Look Back at 2009: Putting It Into Perspective

American Recovery and Reinvestment Act of 2009

The American Recovery and Reinvestment Act (ARRA) provided incredible opportunities
for NIH and OER. ARRA designated approximately $10 billion directly to NIH for
scientific research, scientific equipment, and intramural and extramural repair,
improvements, and construction. This funding allowed NIH to give nearly 13,000 awards
via new awards, supplements, and funding of grants beyond the pay line.

OER played a pivotal role in the distribution of these funds by facilitating rapid funding
opportunity development, developing policies and procedures for ARRA funding,
implementing electronic systems to support the unique requirements of these awards,
and communicating the constant stream of decisions, policies and processes to NIH staff
and our extramural partners. OER has also played a leading role in NIH's ARRA award
monitoring, a Federal-wide initiative to increase transparency into the ways ARRA
dollars are spent.

Financial Conflict of Interest

NIH faced several questions in FY09: Should the regulations governing financial conflicts
of interests of extramural investigators be revised and, if so, how? Should investigators
be required to disclose all of their financial interests? Should NIH make disclosures
public? OER led the way for NIH and HHS by drafting and publishing an Advanced
Notice of Proposed Rulemaking in May 2009 requesting comment on the “Responsibility
of Applicants for Promoting Objectivity in Research for which Public Health Service
Funding is Sought and Responsible Prospective Contractors.” OER analyzed and
incorporated comments into a Notice of Proposed Rulemaking that was released in May
of 2010.

Stem Cell Research

On March 9, 2009, President Barack Obama issued Executive Order (EO) 13505,
“Removing Barriers to Responsible Scientific Research Involving Human Stem Cells.”
After receiving approximately 49,000 comments from various advocacy groups,
professional societies, Congress, academic institutions and private citizens, NIH
published the “National Institutes of Health Guidelines for Human Stem Cell Research,”
which took effect July 7, 2009. In addition to helping shape the new policy, OER set in
place award policies and procedures for staff members in the ICs, implemented systems
to support compliance and oversight, and developed the NIH Stem Cell Registry.

Enhancing Peer Review

NIH has undertaken major changes to its Peer Review system, with the goal of funding
the best science, by the best scientists, with the least amount of administrative burden.
These changes affect all of OER'’s stakeholders—from grantees to NIH staff leading the
reviews—making OER once again the logical place to coordinate implementation of the
changes. OER, working with the Peer Review Oversight Committee, helped shape new
policies; ensured staff were trained; developed a new application guide; changed
electronic systems to support the new application format, scoring system and review
meetings; rapidly revised 600 funding opportunity announcements to reflect the
changes, and managed community expectations regarding the changes.



Early Stage Investigators

Entry of new investigators into the ranks of independent, NIH-funded researchers is
essential to the health of this country’s biomedical research enterprise. In order to
encourage early transition to independence and ensure a pipeline of new investigators,
the NIH announced a new policy in FYQ9 involving the identification of early stage
investigators (ESIs). OER provided leadership during policy development, performed
data and workforce development analysis to track trends, conducted environmental
scans to anticipate future scientific workforce needs, and worked to get consensus on
the new policy.

A Look Ahead to 2010: Opportunities Await Us

Five Thematic Areas

On August 17, 2009, Dr. Francis Collins outlined five thematic areas to steer NIH into the
future. OER will continue to support implementation of these themes, especially Theme
5. empowering the biomedical research community by considering future budgets,
training, peer review, and workforce diversity. This will be the impetus for work on OER’s
Early Stage Investigator and workforce development issues.

Continuous Evaluation of Peer Review

A major outcome of the Peer Review Enhancement initiative is the statement of NIH’s
commitment to continually evaluate our peer review system. As part of OER’s role in
developing, monitoring and providing oversight for NIH peer review policy, OER wiill
continue to evaluate the recent changes to ensure NIH continues to have the premier
peer review system in the world.

eRA Evergreening

As eRA's IMPAC Il system is nearing its 20th year, OER continues the process of
updating eRA systems both through the implementation of new hardware and software
infrastructure and by coordinating the cyclical redesigning and rebuilding systems hand-
in-hand with the user community to reflect their changing needs. This Evergreening
initiative will allow eRA to better serve the extramural (100,000 users and 9,500
institutions) and the intramural communities, allowing them to record, review, process,
and manage grant applications and awards.

Increased Transparency

NIH is fully committed to making grant funding information and the associated research
results available to the public. To this end, OER is responsible for the systems that
capture funding information and provide the public high quality data. The RePORT Web
site provides access to reports, data, publications and patents, and analyses of NIH
research activities (no later than 12 months after publication). In addition, OER
developed the NIH Public Access policy and coordinates systems integration that allow
for oversight and monitoring.

American Recovery and Reinvestment Act of 2009

Although the remaining ARRA funds will be disbursed in 2010, OER’s job is not yet
completed. We will continue to monitor grantee reports, create data reports of our own,
and perform impact analyses on the effects to the community when ARRA funding runs
out.



Financial Conflict of Interest
OER is leading the way to tightening financial conflict of interest rules to improve

scientific integrity and public trust in research. In 2010, OER will be analyzing the
comments from the Notice of Proposed Rulemaking and working with other leaders
within NIH’s Office of the Director, HHS and the Office of Management and Budget to

issue the final regulation.
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Topic: Program Stewardship

Business Area: Peer Review Policy

Contact: Sally Amero

Introduction

The NIH peer review process is the cornerstone of the NIH extramural research
enterprise. Within NIH, OER is the central locus for developing, implementing,
coordinating, and overseeing policies and procedures that facilitate the scientific and
technical evaluation of all applications for research grants, training awards, and R&D
contract proposals that are submitted to NIH for funding. Thus, OER has the ultimate
authority and responsibility for ensuring that applications and proposals submitted to NIH
are evaluated in a process that is fair, equitable, timely, and unbiased.

Key Attributes

Involves a two-tiered process of initial peer review by Scientific Review Groups
and subsequent review by NIH Advisory Councils or Boards.

Is widely regarded as the premier system for peer review worldwide.

Utilizes tens of thousands of outside experts each year.

Requires objectivity, fairness, and scientific and technical competence—the core
values of NIH peer review.

Requires that all applications accepted for review are subjected to the same
review process and standardized review criteria.

Must comply with applicable federal laws and regulations, and HHS policy.

Major Accomplishments

Facilitated Enhancing Peer Review and ARRA initiatives fro the agency through
review policy.

Implemented objectives and goals of the Enhancing Peer Review initiative.
Facilitated the review of applications submitted to initiatives under ARRA.
Developed and launched new critique templates for reviewers, scoring system,
guidance for reviewers and staff, and other peer review enhancements.
Standardized review criteria in Funding Opportunity Announcements that are
issued in the NIH Guide and used in the evaluation of different types of
applications.

Performed outreach to the extramural community through NIH Regional
Seminars, the NIH Nexus, and other presentations.

Provided leadership for review staff in assimilating changes to the peer review
system.
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Major Opportunities

Develop more efficient systems for managing information flow, data capture and
retrieval, and text mining throughout the peer review process (Evergreening).
Incorporate advanced telecommunication technology to conduct review
meetings.

Develop policies that reflect the changing nature of research.

Develop metrics for agency-wide reporting on the NIH peer review process.
Assess current policy and regulatory documents for revisions as needed.
Recruit the best talent as reviewers and review staff.

Facilitate the electronic receipt of Research and Development (R&D) contracts.

For more information, please visit the following Web site:
http://grants.nih.gov/grants/peer/peer.htm
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Topic: Program Stewardship

Business Area: Enhancing Peer Review

Contact: Sally Amero

Introduction

The NIH has a long-standing history of supporting the most promising and meritorious
biomedical and behavioral research. The NIH peer review system has been adopted
internationally as the best guarantor of scientific independence. However, the increasing
breadth, complexity, and interdisciplinary nature of modern research have created
challenges for NIH's peer review system, the cornerstone of the research enterprise. As
the scientific and public health landscape continue to evolve, the NIH recognizes the
need for the processes used to support science to be fair, efficient, and effective.
Therefore, in 2007, the NIH undertook a major evaluation of its peer review system
through the Enhancing Peer Review initiative.

Key Attributes

e Atthe end of a year-long diagnostic phase, the NIH released the final report,
which identified the most significant challenges and proposed recommendations
that would enhance the peer review system. The report outlined four
implementation objectives:
Engage the best reviewers
Improve the quality and transparency of review
Ensure balanced and fair reviews
Continuously review peer review
The major enhancements to the NIH peer review system first were implemented
in May 2009, with a second phase of implementation occurring in January 2010.

Major Accomplishments

OER was at the forefront of enhancing peer review in 2009:
New NIH Policy on Resubmissions

9-Point scoring system

Enhanced review criteria

Formatted reviewer critiques

Scoring of individual review criteria

Clustering of New Investigator applications during review
Shorter applications for RO1s and other mechanisms
Restructured applications to align with review criteria
Continuous review of peer review transferred to OER.

All Funding Opportunity Announcements revised and re-issued.
All instructional documents and critique templates for reviewers posted on one
central OER Web site.
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Major Opportunities
¢ Revision of key policy and regulatory documents.
¢ Evaluation studies and metrics to monitor the success of enhancing peer review.
e Incorporation of review systems in other HHS agencies.

For more information, please visit the following Web site:
http://enhancing-peer-review.nih.gov/index.html
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Topic: Program Stewardship

Business Area: Program Policy

Contact: Valery Gordon

Introduction

The NIH Extramural Programs within the Institutes and Centers establish program
priorities, select applications that are identified by scientific and technical review as most
likely to achieve programmatic goals, and ensure that awards are administered in a
manner consistent with high scientific and programmatic standards and pertinent
policies. The Office of Extramural Research (OER) is the central locus for developing,
implementing, coordinating, and overseeing policies and procedures that provide
priorities and standards for processes involved in issuing and monitoring research
conducted under NIH awards.

Key Attributes

¢ Involves developing and maintaining balanced individual and IC research
portfolios.
Includes program analysis and evaluation.

¢ Involves regular communication with investigators to stay current with research
progress, challenges, and scientific advances.

¢ Involves monitoring of compliance with regulations and policies on NIH-
supported research.

e Serves as a source of information and advocacy for programmatic decision-
making.
Requires that awards are fair, consistent, and subject to publicized standards.

o Requires that awardees comply with all applicable regulations and policies.

Major Accomplishments

e Guided efforts to enhance NIH processes for data entry and collection through
work with eRA advisory committees that will lead to greater accuracy of data on
human subjects research in IMPAC II.

e Responded to inquiries from Congressional representatives about applications
and awards.

o Revised and drafted four Manual Chapters, two NIH policies, and
Implementation Guidelines.

e Provided training on ARRA features in QVR and reminders for program staff for
addressing issues related to NIH Enhancing Peer Review through the Program
Leadership Committee.

e Published notices, advised ICs on standard operating procedures, updated
FAQs for ClinicalTrials.gov to promote compliance with the Food & Drug
Administration Amendments Act (FDAAA) of 2007.

o Participated in efforts to revise NIH policies and implementation of data and
safety monitoring for clinical trials.
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Major Opportunities

e Evaluation of program operation and accomplishments, including consideration
of state of the art science, assessing contributions by the program to an overall
mission, and assessing how outcomes meet the aim of an initial plan with a view
of possible modification of the plan or program.

e Develop a pre-FOA development Web site.
Conduct training for NIH staff and outreach to the extramural community.

e Continue to update and develop Manual Chapters and Grant Application and
Management System (GAMS) as policies evolve.

o Optimize and standardize processes for establishing collaborations with foreign
entities in conjunction with the Fogarty International Center (FIC).

e Update the Handbook for Program Officials.

e Provide training resources through Program Leadership Committee.

For more information, please visit the following Web site:
http://odoerdb2.od.nih.gov/oer/policies/policies.htm
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Topic: Program Stewardship

Business Area: New and Early Stage Investigator Policies

Contact: Walter T. Schaffer and James Onken

Introduction

New Investigators (NI) are the innovators of the future. They bring fresh ideas and
technologies to existing biomedical research problems, and they pioneer new areas of
investigation. Their entry into the ranks of independent, NIH-funded researchers is
essential to the health of this country’s biomedical research enterprise. Increasing age
and lagging entry rates into the pool of RO1 funded investigators led to the establishment
of targets and Institute and Center specific commitments starting in FY06. This resulted
in an increased proportion of competing R0O1 awards going to New Investigators but had
little effect on the duration of training and the age at entry. In FYQ9, the NIH established
the Early Stage Investigator (ESI) policy that was designed to provide special incentives
to NI who were within ten years of their terminal research degree or the completion of
medical residency and encourage earlier completion of training and achievement of
independence.

Key Attributes

e NI are identified at the time they create a profile in the NIH Commons.

e The electronic system identifies investigators who have not previously received
a substantial, competing NIH grant.

¢ NI then enter the date of completing their terminal research degree or medical
residency and the NIH Commons calculates a ten year period of ESI status.

e The ESI status can be extended to account for breaks in research or research
training because of family care, illness, disability, extended periods of clinical
training (e.g. clinical fellowships), military service and other reasons.

e An Extensions Committee composed of senior NIH staff reviews the requests for
extensions on a regular basis.

e Applications from New and from Early Stage Investigators are identified when
they are received so that they can be clustered at review and accorded special
consideration at the time of selection for funding.

¢ In FY09, the NIH policy set a goal of equalizing success rates for experienced
and NI submitting new (type 1) RO1 applications in order to achieve an
approximate numeric target of 1,650 NI, the majority of whom would be ESls.

Major Accomplishments

o Assembled hard working workgroups and developed a refined policy for NI and
ESI and created an online form in the NIH Commons to collect necessary
information to identify individuals with NI and ESI status.

e InFY09, the NIH funded 1,800 New Investigators (exceeding approximate target
of 1,650). New

e Investigators also enjoyed a slightly higher success rate on type 1 RO1
applications than did established investigators.

e The NIH ESI Extensions Committee reviewed 655 requests for extension and
granted extensions to at least some part of the request for more than 72% of the
requests.
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Major Accomplishments continued

Number of New & Experienced Investigators and New
[nvestigators as a % of All Competing RO1 Equivalent Awards
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Major Opportunities

In FY10, the NIH will have the first full year of information on ESI.

Policies were established reflecting those in FYQ09 equalizing success rates in
order to achieve approximately 1,650 New RO1 Investigators, a majority of
whom will be ESls.

The complete information on ESIs should allow frequent status reports so that
the ICs are continuously appraised of goal attainment.

Remain committed to identifying and attracting new biomedical researchers and
continue to explore novel ways to encourage early transition to independence.
Institutions—our partners in this venture—must continue to look for ways to
reduce the duration of graduate and postdoctoral training and to find new ways
to enable new investigators to compete successfully for extramural funding.

For more information, please visit the following Web site:
http://grants.nih.gov/grants/new _investigators/index.htm
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Topic: Program Stewardship

Business Area: Fellows and Interns

Contact: Della Hann

Introduction

The Office of Extramural Research offers a variety of rich experiences for fellows and
interns from science and non-science backgrounds to learn more about NIH extramural
policies, procedures, and communications. In 2009, fellows from the American
Association for the Advancement of Science (AAAS) Science and Technology Policy
Fellowship program, the Presidential Management Fellowship (PMF) program, and
NIH’s Administrative Fellows Program (AFP) pursued fellowship experiences in OER
data and policy analysis, reporting, planning, evaluation, and communications.

Key Attributes for Fellows and Interns
e In FY09, OER had seven PMFs, 2 AAAS fellows, and an AFP Fellow.
o Fellows work throughout OER (OEP, ORIS, OPERA).
o Fellows participate in Reporting and Analysis, ARRA related projects,
Communications, and Planning

Key Opportunities for Fellows
¢ NIH Educational and Training Opportunities.
o AAAS and PMF specific training sessions, retreats, and networking events.
¢ Participation in and planning of national conferences, both science and policy
related.
e Fellows can choose courses and training opportunities specific to their career
goals.

Major Accomplishments
e Helped with planning and implementing OER’s centralized organization of
ARRA Recipient Reporting.
e Worked on Enhancing Peer Review Policy and Assessments.
Modeled priority scores of grant applications at NIH.

e Examined Early Stage Investigator and New Investigator Policies and the effects

they have had on success rates in FY2009, specifically with respect to ARRA
funding.

e Analyzed NIH pre- and post-doctoral research support.

e Carried out portfolio analysis of the market for new scientific Ph.Ds.

¢ Analyzed how to employ social network analysis in the evaluation of NIH funding

initiatives and in broader portfolio analysis.
e Participated in evaluation projects involving IC Practices for Ensuring

Compliance with the NIH Policy on Inclusion of Women and Minorities in Clinical

Research.
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Major Opportunities

e Continue to provide opportunities for fellows throughout OER.

o Allow for assignments and projects to vary with the challenges being faced by
NIH, as well as the interests and expertise of the particular fellow.

e Inearly FY10, a major focus for fellows will be the appropriations process, with a
focus on ARRA and analysis related to how NIH allocated ARRA funds.

e Maintain OER’s goal to provide rich experiences to facilitate the intellectual and
leadership growth of all fellows.

o Encourage fellows to engage in a variety of activities throughout OER and offer
a diverse exposure to daily functioning of OER.

For more information, please visit the following Web site:
http://ospp.od.nih.gov/fellowships/
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Topic: Program Stewardship

Business Area: Research Training and Career Development

Contact: Rod Ulane, Jennifer Sutton, and Henry Khachaturian

Introduction

The Research Training and Career Development Group in the Division of Scientific
Programs is responsible for developing and maintaining trans-NIH policies for research
training, fellowship, and career development programs. This involves the study of broad
areas of scientific workforce need including issues of diversity, evaluating NIH training
initiatives, and coordinating efforts with the Division of Loan Repayment. The office
oversees all NIH Guide announcements pertaining to training and career development
awards, provides advice to ICs regarding the initiation of new training mechanisms, and
develops policies consistent with NIH’s training authorities and NIH’s goal of ensuring an
outstanding and diverse scientific workforce in biomedical, behavioral, and clinical
sciences.

Key Attributes

¢ Develops and maintains programmatic policies for $1.5 billion in NIH grants
supporting research training and career development of more than 20,000
individuals.

e Coordinates trans-NIH training and career development program evaluations,
including reports from the National Academies.

e Serves as the NIH liaison to the scientific community, Federal agencies,
biomedical research funding organizations, and scientific societies regarding
research training and workforce development.

¢ Monitors national statistics on graduate students, postdoctoratral fellows, and
the scientific workforce.

o Co-sponsors scientific workforce surveys with the National Science Foundation.
Responds to more than 5,000 research training inquiries yearly.

e Collects information on research training issues from ICs and provides a forum
for discussion of training policies through the Training Advisory Committee
(TAC).

e Provides research training development policy advice to the Director of OEP
and the NIH Deputy Director for Extramural Research.

e Maintains a Web site for individuals at all career stages.

Major Accomplishments

o Formulated and implemented the part-time policy for NIH career awardees to
lower a potential barrier to individuals pursuing their scientific careers.

o Implemented a new family leave policy for NRSA trainees and fellows.
Assessed and evaluated the impact of the FY06 NIH tuition policy on training
and fellowship awards.

¢ Implemented the congressionally mandated
institutional reporting of time-to-degree for graduate students.

¢ Patrticipated in the development of new electronic submission instructions for
training, fellowship, and career award applications.
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Major Accomplishments continued

Numbers of Training Related Announcements & Policies
by Activity Code (cleared for publication FY09)
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Major Opportunities

e New organization of the TAC, focusing on workforce, evaluation of NIH training
programs, issues of diversity in workforce, and the NIH Loan Repayment
Program in order to provide a broader view of NIH research training and NIH’s
role in preparing the next generations of biomedical, behavioral and clinical
scientists.

e Enhancements to the training Web site that will assist applicants seeking NIH
awards with advancing their scientific careers.

¢ The thirteenth congressionally mandated National Research Council
Assessment of the Nation’s Research Personnel Needs in the basic biomedical
sciences, behavioral and social sciences, clinical sciences, oral health, nursing
and health sciences will be released and presented to the NIH in spring of 2010.
TAC and its newly constituted subcommittees will be studying this report,
seeking input throughout the NIH and providing advice on NIH responses to its
recommendations.

For more information, please visit the following Web site:
http://grants.nih.gov/training/extramural.htm
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Topic: Program Stewardship

Business Area: Small Business Innovation Research (SBRI) and
Small Business Technology Transfer (STTR)

Contact: Jo Anne Goodnight, Kay Etzler, and Lenka Fedorkova

Introduction

Small businesses play a vital role in stimulating technological innovation and U.S.
economic growth. The Small Business Innovation Research (SBIR) and the Small
Business Technology Transfer (STTR) programs offer funding for U.S. small business
concerns (SBCs) to undertake cutting-edge, meritorious, scientific research and
development (R&D) that has potential for commercialization and economic payoff. SBCs
funded through the NIH SBIR/STTR programs play an important role in achieving the
NIH mission by conducting R&D to explore the technological feasibility of innovative
ideas and to create medical solutions for public benefit. As congressionally mandated, a
total of 2.8% of NIH’s extramural R&D budget is set-aside for these programs,
representing $672 million in FYQ9.

Key Attributes

o Enables NIH to bridge gaps between basic science and translation of science
discovery into tangible products and services.

o Directly ensures a return on NIH’s investment through Technical Assistance
Programs focused on training and mentoring of SBIR grantees since 2004.

¢ Isresponsible for program coordination across 23 NIH funding components,
oversight and implementation of agency, federal, and legislative policies,
approval and development of funding announcements, and conducting nation-
wide outreach.

e Advises OER and NIH Director-level parties on program matters.

NIH SBIR/STTR Success Rates
(Preliminary Numbers for FY09—$672M for SBIR/STTR)
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Major Accomplishments

Provided support to thousands of small businesses through outreach and in-
person counseling.

In FYQ9, trained 80 awardees in the Commercialization Assistance Program
(CAP) that has trained almost 600 awardees to date.

Provided technology assessment reports to 575 awardees through the Niche
Assessment Program to date.

Revised ~50 FOAs and the SBIR/STTR instruction guide to comply with new
NIH Enhancing Peer Review criteria.

Major Opportunities

e Launch new Performance Outcomes and Data Systems database.
e Hold training webinars for small business community.
e Enhance resources on SBIR/STTR Web site.
e Expand outreach to under-served areas.
¢ Increase applicant pool.
e Develop training for intramural staff.
e Streamline process for handling grantee and applicant inquiries.
SBIR Grants: Competing Applications By Phase
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For more information, please visit the following Web site:
http://grants.nih.gov/grants/funding/sbir.htm
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Topic: Program Stewardship

Business Area: Academic Research Enhancement Award
(AREA)

Contact: Mary Ann Guadagno

Introduction

The Academic Research Enhancement Award (AREA) program supports small
biomedical and behavioral sciences research projects conducted by faculty and students
in health professional schools and other academic institutions. The focus is hands-on
meritorious research to build research infrastructure in institutions that have not been
major recipients of NIH research grant funds. Active involvement of undergraduate and
graduate students in the proposed research is encouraged.

Key Attributes

¢ NIH has made a concerted effort to stimulate research in educational institutions
that are not research intensive and do not receive substantial NIH support.

o AREA grants create research opportunities for scientists and institutions
otherwise unlikely to participate extensively in NIH programs to contribute to the
nation’s biomedical and behavioral research effort.

¢ NIH invests about $45 million annually in over 700 awards.

Data for AREA Awards
Fiscal Applications Applications Award Success
Year Reviewed Awarded Amount Rate
2006 723 184 $37.94M 25.4%
2007 862 216 $45.23M 25.1%
2008 758 212 $44.17M 28.0%
2009 805 178 $37.30M 22.0%
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Major Accomplishments
¢ Introduced enhanced funding limits in FY09. Awards were increased from
$150k/award to $300k for up to three years of funding.
¢ |Institutional eligibility was increased from $3M to $6M in NIH support.
e Introduced a special one-time Funding Opportunity Announcement using ARRA
funds to generating an additional 75 awards.
e Provided 2 training webinars to stakeholders in partnership with the American
Association for State Colleges and Universities.
Information Applicants Can Use:
Updated PA-10-070: Re-issued Dec. 09
Due Dates: Feb. 25, June 25, Oct 25
Eligibility: $6 million
Funding Level: $300,000
New Page Limit: 12-page Research Strategy
Enhanced Review Criteria & New Rating System

Major Opportunities
e NIH anticipat