Enhancing Public Access to the Results of
Research Supported by the Department of
Health and Human Services: A Workshop

Health and Medicine Division
Board on Health Sciences Policy

Policy and Global Affairs

Board on Research Data and Information

November 30 — December 1, 2023

Hybrid Meeting



Table of Contents

TAB 1: MEETING INFORMATION
e Workshop Summary | p. 4
e Workshop Agenda | p. 5

e Expectations for Participants | p. 11

TAB 2: PLANNING COMMITTEE INFORMATION

e Planning Committee Bios | p. 12

TAB 3: PANELISTS INFORMATION

e Panelists Bios | p. 17

TAB 4: PUBLIC ACCESS GUIDANCE
¢ White House OSTP 2022 Memorandum on Ensuring Free, Immediate, and
Equitable Access to Federally Funded Research | p. 24
e Administration for Children and Families 2022 Strategic Plan | p. 32
¢ Administration for Community Living 2017 Public Access Plan | p. 34
¢ Food and Drug Administration 2017 Public Access Plan | p. 44

e National Institutes of Health Public Access Plan 2023 Request for Information | p. 61

TAB 5: BACKGROUND READINGS
e Access to Science and Scholarship: Key Questions About the Future of Research
Publishing | p. 77
e Key Considerations for Delivering on the Promise of Open & Equitable Scholarship:

A Briefing | p. 136



Towards Responsible Publishing: A Proposal from cOAlition S | p. 145

Global Indigenous Data Alliance: Indigenous Data Governance and Universities
Communiqué | p. 155

Economic Landscape of Federal Public Access Policy: A Report by the White House
Office of Science and Technology Policy | p. 157

Collaborative Transition to Open Access Publishing by Scholarly Societies | p. 178



NATIONAL sence

Engineering

/\C/\D EM I ES Medicine

Enhancing Public Access to the Results of Research Supported by the
Department of Health and Human Services

A Workshop

November 30 — December 1, 2023
Washington, DC

A planning committee of the National Academies of Sciences, Engineering, and Medicine will organize a
public workshop to inform the National Institutes of Health (NIH) and other agencies of the Department
of Health and Human Services (HHS) as they develop or update policies to enhance public access to the
results of HHS-funded research. The workshop will focus on topics related to scholarly publications and
convene interested individuals and communities, including authors, investigators, research institutions,
libraries, scholarly publishers, scientific societies, healthcare providers, patients, students, educators, and
research participants.

The workshop will feature invited presentations and discussions addressing:

o Additional steps that agencies could consider to ensure that any changes to public access policies
promote equity in publication opportunities for investigators supported by NIH, Administration
for Children and Families (ACF), Administration for Community Living (ACL), Food and Drug
Administration (FDA), and other HHS agencies, and do not create new or reinforce existing
inequities in publishing opportunities.

e Steps for improving equity in access and accessibility of publications by diverse communities of
users, in addition to removal of the currently-allowable 12-month embargo period for federally-
supported publications.

e Effective approaches for monitoring trends in publication fees and impacts on affected
communities, including perspectives on what constitutes a “reasonable” cost.

e Considerations to increase findability and transparency of research, including efforts to improve
use of persistent identifiers (PIDs) (e.g., ORCID IDs, DOIs, RoR ID) and metadata, as well as
institutions and researchers’ experiences with adoption of different identifiers across publications
and research data.

The planning committee will develop the agenda, select and invite speakers and discussants, and
moderate or identify moderators for the discussions. A proceedings-in-brief of the presentations and
discussions at the workshop will be prepared by a designated rapporteur in accordance with institutional
guidelines.



NATIONAL serces

Engineering

ACADEM | ES Medicine

Enhancing Public Access to the Results of Research Supported

by the Department of Health and Human Services
A Workshop

November 30, 2023, 9:00 am - 5:00 pm (ET)
December 1, 2023, 9:00 am — 1:30 pm (ET)

National Academy of Sciences Building, Room 120
2101 Constitution Avenue NW Washington, DC 20418
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PURPOSE

This public workshop is convened by the National Academies to inform the National Institutes of Health (NIH)
and other agencies of the Department of Health and Human Services (HHS) as they develop or update policies
to enhance public access to the results of HHS-funded research. The workshop will focus on topics related to
scholarly publications and convene interested individuals and communities, including authors, investigators,
research institutions, libraries, scholarly publishers, scientific societies, healthcare providers, patients,
students, educators, and research participants.

The workshop will feature invited presentations and discussions addressing:

Additional steps that agencies could consider to help ensure that changes to public access policies
promote equity in publication opportunities for investigators supported by HHS agencies- with a
particular focus on the NIH, Administration for Children and Families (ACF), Administration for
Community Living (ACL), and the Food and Drug Administration (FDA)- and do not create new or
reinforce existing inequities in publishing opportunities.

Steps for improving equity in access and accessibility of publications by diverse communities of users,
in addition to removal of the currently-allowable 12-month embargo period for federally-supported
publications.

Effective approaches for monitoring trends in publication fees and impacts on affected communities,
including perspectives on what constitutes a “reasonable” cost.

Considerations to increase findability and transparency of research, including efforts to improve use
of persistent identifiers (PIDs) (e.g., ORCID IDs, DOIs, RoR ID) and metadata, as well as institutions
and researchers’ experiences with adoption of different identifiers across publications and research
data.
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9:00 am WELCOME AND OPENING REMARKS

Clay Johnston, Workshop Co-chair
Chief Health Officer, Harbor Health
Adjunct Professor of Neurology, University of California San Francisco

Bonnielin Swenor, Workshop Co-chair

Director, Disability Health Research Center

Associate Professor

School of Nursing

Wilmer Eye Institute, School of Medicine

Department of Epidemiology, Bloomberg School of Public Health
Johns Hopkins University

9:15 am KEYNOTE

Adam Politis
Senior Policy Advisor for Disability and Equity
White House Office of Science and Technology Policy

9:15-9:45 am

9:45-10:20 am
Carrie Wolinetz, Moderator
Principal and Chair
Health and Bioscience Innovation Practice Group
Lewis-Burke, LLC

10:20 am COFFEE BREAK (30 minutes)

10:50 am SESSION | — VALUE-COST OF PuBLIC ACCESS: PoLICIES, MODELS, OPPORTUNITIES

Session Objectives:

e Discuss equity opportunities and barriers associated with different models that support public access
throughout the entirety of the publication process.

e Discuss the impacts of shifted publication costs in response to changes in public access policies,
including impacts on affected communities, trends in publication fees, and what constitutes a
“reasonable” cost.

Adriene Lim, Moderator
Dean of Libraries
University of Maryland College Park



12:30 pm

1:30 pm

Panelists

Stefano Bertuzzi

Chief Executive Officer

American Society for Microbiology

Kimberley Bugg
Associate Library Director
Atlanta University Center Robert W. Woodruff Library

Heather Joseph
Executive Director
Scholarly Publishing and Academic Resources Coalition

Jessica Sebeok
Vice President for Global Government Partnerships and Public Policy
Wiley

Gunter Waibel

Executive Director, California Digital Library
Associate Vice Provost

University of California Office of the President

LUNCH BREAK (1 hour)

SESSION |l — BEYOND EMBARGOS: ACCESSIBILITY CONSIDERATIONS FOR BUILDING NEW
PuBLIC ACCESS POLICIES

Session Objectives:

o Discuss barriers for public access to HHS-funded research results from diverse perspectives,
including from communities often excluded from research discussions.

o Discuss how to develop, evolve, and sustain bridges to various communities so that many
perspectives are included in the process of making and improving public access to research through
publishing.

e Consider steps for improving equity in access and accessibility of publications by a diverse
community of users in addition to removal of the currently allowable 12-month embargo period for
federally supported publications.

Pamela Padilla, Moderator
Professor & Vice President of Research and Innovation
University of North Texas

E. Yvonne Lewis
Co-Director
Healthy Flint Research Coordinating Center

Lisa McCorkell
Co-Founder
Patient-Led Research Collaborative


MMcCarthy
Cross-Out


3:00 pm

3:25pm

Yvette Pearson
Vice President for Diversity, Equity, and Inclusion
University of Texas at Dallas

Jenny Peng
Senior Publisher
Oxford University Press

John-Ross Rizzo

llse Melamid Associate Professor of Rehabilitation
Vice Chair of Equity and Innovation

New York University Grossman School of Medicine

COFFEE BREAK (25 minutes)

SESSION Il = BREAKOUT DISCUSSION: OPPORTUNITIES CREATED BY NEW PuBLIC ACCESS
PoLICIES

Session objectives:

o Identify created by new public access policies to reduce inequities in publishing opportunities and
increase accessibility to research results, including attributes of the current academic publishing
ecosystem should be carried forward.

o Discuss short-, medium- and long-term actionable steps that stakeholders, including HHS agencies,
can take to ensure that new public access policies enable equity in publication opportunities and
accessibility to research results for a diverse community of users (including those historically
excluded from research discussions).

Svasti Haricharan
Assistant Professor
Sanford Burnham Prebys Medical Discover Institute

Iheoma lIruka

Director, Equity Research Action Coalition

Research Professor, Department of Public Policy

University of North Carolina Frank Porter Graham Child Development Institute

Julie Maués

Co-Founder

Guiding Researchers and Advocates to Scientific Partnerships
Jessica Polka

Executive Director

ASAPbio

Additional Moderators Pending

Milagros Nores, Moderator



Associate Research Professor & Co-Director for Research
National Institute for Early Education Research
Rutgers The State University of New Jersey

ADJOURN WORKSHOP DAY 1

5:00 pm
9:00 am OPENING AND KEYNOTE
Phillip Sharp
Institute Professor
Professor of Biology Emeritus
Massachusetts Institute of Technology
9:00-9:30 am
9:30-10:00 am
Bodo Stern, Moderator
Chief of Strategic Initiatives
Howard Hughes Medical Institute
10:00 am SESSION IV — RESEARCH RESULTS: FINDABILITY, TRANSPARENCY, AND ACCESSIBILITY

Session Objectives:

e Discuss possible benchmarks that could be used to monitor trends for equity in publication

opportunities.

e Discuss possible metrics that could be used to assess and evaluate accessibility for HHS-funded

research results, including findability.

e Consider ways to improve use of persistent identifiers and metadata, as well as institutions and
researchers’ experiences with adoption of different identifiers across publications and research data.

Lori Schultz, Moderator
Assistant Vice President for Research Intelligence
University of Arizona

Roger Schonfeld

Vice President, Organizational Strategy and Libraries, Scholarly Communication, and Museums

ITHAKA

Chris Shillum
Executive Director
ORCID



11:25 am

11:45 am

1:30 pm

Jamie Wittenberg
Assistant Dean of Research & Innovation Strategies
University of Colorado Boulder

Joseph Yracheta
Executive Director
Native BioData Consortium

COFFEE BREAK (20 minutes)

SESSION V — BREAKOUT DISCUSSION: EVALUATING THE SUCCESS OF FUTURE PuBLIC
ACCESS PoLICIES

Session Objectives:

o Consider criteria to evaluate successful implementation of the actions identified in Session 11
(Breakout Discussion: Identifying Future Opportunities for Public Access Policies) to ensure that new
public access polices promote equity and accessibility.

o Discuss benchmarks assess whether new public access policies are successful in promoting equity and
accessibility.

e Consider who has responsibility for monitoring the impact of new public access policies.

Breakout Group Moderators

Darla Henderson, Moderator

Director, Open Science and Research Integrity

Director, Publications

Federation of American Societies for Experimental Biology

Clay Johnston, Workshop Co-chair
Bonnielin Swenor, Workshop Co-chair

ADJOURN WORKSHOP DAY 2
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PREVENTING DISCRIMINATION, HARASSMENT, AND BULLYING
EXPECTATIONS FOR PARTICIPANTS IN NASEM ACTIVITIES

The National Academies of Sciences, Engineering, and Medicine (NASEM) are committed to the principles of diversity,
integrity, civility, and respect in all of our activities. We look to you to be a partner in this commitment by helping us to
maintain a professional and cordial environment. All forms of discrimination, harassment, and bullying are prohibited in
any NASEM activity. This commitment applies to all participants in all settings and locations in which NASEM work and
activities are conducted, including committee meetings, workshops, conferences, and other work and social functions
where employees, volunteers, sponsors, vendors, or guests are present.

Discrimination is prejudicial treatment of individuals or groups of people based on their race, ethnicity, color, national
origin, sex, sexual orientation, gender identity, age, religion, disability, veteran status, or any other characteristic
protected by applicable laws.

Sexual harassment is unwelcome sexual advances, requests for sexual favors, and other verbal or physical conduct of a
sexual nature that creates an intimidating, hostile, or offensive environment.

Other types of harassment include any verbal or physical conduct directed at individuals or groups of people because of
their race, ethnicity, color, national origin, sex, sexual orientation, gender identity, age, religion, disability, veteran
status, or any other characteristic protected by applicable laws, that creates an intimidating, hostile, or offensive
environment.

Bullying is unwelcome, aggressive behavior involving the use of influence, threat, intimidation, or coercion to dominate
others in the professional environment.

REPORTING AND RESOLUTION

Any violation of this policy should be reported. If you experience or witness discrimination, harassment, or bullying, you
are encouraged to make your unease or disapproval known to the individual, if you are comfortable doing so. You are
also urged to report any incident by:

e Filing a complaint with the Office of Human Resources at 202-334-3400, or
e Reporting the incident to an employee involved in the activity in which the member or volunteer is participating,
who will then file a complaint with the Office of Human Resources.

Complaints should be filed as soon as possible after an incident. To ensure the prompt and thorough investigation of the
complaint, the complainant should provide as much information as is possible, such as names, dates, locations, and
steps taken. The Office of Human Resources will investigate the alleged violation in consultation with the Office of the
General Counsel.

If an investigation results in a finding that an individual has committed a violation, NASEM will take the actions necessary
to protect those involved in its activities from any future discrimination, harassment, or bullying, including in
appropriate circumstances the removal of an individual from current NASEM activities and a ban on participation in
future activities.

CONFIDENTIALITY

Information contained in a complaint is kept confidential, and information is revealed only on a need-to-know basis.
NASEM will not retaliate or tolerate retaliation against anyone who makes a good faith report of discrimination,
harassment, or bullying.

Updated June 7, 2018
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Enhancing Public Access to the Results of Research Supported by

the Department of Health and Human Services
A Workshop

PLANNING COMMITTEE BIOGRAPHIES

S. CLAIBORNE “CLAY” JOHNSTON, MD, PHD, MPH, (C0O-CHAIR) is the Co-Founder Chief
Health Officer of Harbor Health, a new health system based in Austin, Texas, and is Adjunct
Professor of Neurology at the University of California, San Francisco. He is a neurologist and
epidemiologist who studies stroke prevention and treatment, and has led several large, randomized
trials. He is a member of the National Academy of Medicine and previously received several
research awards from the American Stroke Association and American Academy of Neurology. He
was chosen as Austinite of the Year 2016 by its Chamber of Commerce for launching the new Dell
Medical School at UT Austin, where he served as inaugural dean from 2014 through 2021.
Johnston is a former vice editor for Annals of Neurology. Johnston received his undergraduate
degree from Amherst College, MD from the Harvard/MIT Health Sciences and Technology
program, and MPH and PhD from the University of California, Berkeley.

BONNIELIN SWENOR, PHD, MPH, (COo-CHAIR) is an associate professor at The Johns Hopkins
School of Nursing and holds joint appointments at the Johns Hopkins School of Medicine and the
Johns Hopkins Bloomberg School of Public Health. She is the founder and director of the Johns
Hopkins Disability Health Research Center, which aims to shift the paradigm from ‘living with a
disability’ to ‘thriving with a disability’. Motivated by her personal experience with a visual
disability, her work takes a data-driven approach to advancing health equity for people with
disabilities and promoting disability inclusion and anti-ableism in higher education, STEMM
(science, technology, engineering, mathematics, and medicine), public health, and research. Dr.
Swenor has provided advice and expertise on disability data, equity, and inclusion to multiple
organizations and agencies. Most recently she was a speaker at the White House Office of Science
and Technology Policy (OSTP) Summit on Equity and Excellence in STEMM, served as chair of
the National Academy of Science, Engineering, and Medicine (NASEM) planning committee for
the Disrupting Ableism and Advancing STEM series, co-chaired the NIH Advisory Committee to
the Director (ACD) Subgroup on Individuals with Disabilities, and is a member of the Centers for
Disease Control and Prevention (CDC) ACD Health Equity Workgroup. She received her doctoral
and Master of Public Health degrees in epidemiology from the Johns Hopkins Bloomberg School
of Public Health and completed a postdoctoral research fellowship at the National Institutes on
Aging.
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IGOR BADO, PHD, is an Assistant Professor in the Department of Oncological Sciences in the
Tisch Cancer Institute at Mount Sinai. He works on tumor microenvironment and epigenetic
mechanisms involved in breast cancer metastasis and therapeutic resistance. Before his
appointment at Mount Sinai, Dr. Bado was subsequently a postdoctoral fellow and an instructor in
the Dan L. Duncan Comprehensive Cancer Center at Baylor College of Medicine. He obtained his
Ph.D. with Dr. Jan-Ake Gustafsson at the University of Houston, where he studied nuclear
receptors in breast cancer. Dr. Bado's innovative research led to multiple publications that have
impacted the field of metastasis. He has received several awards and serves as an ad hoc reviewer
for multiple journals. Besides serving as an Editorial Board Member of FASEB BioAdvances, Dr.
Bado remains an active member of the American Association for Cancer Research (AACR) and
the Endocrine Society.

MARGARET R. BURCHINAL, PHD, is a Research Professor in the School of Education and Human
Development at the University of Virginia. Her research examines the role early childhood
education plays in children’s learning and development. She served as the lead statistician for
landmark early education studies, including the Abecedarian Project, the National Institute of
Child Health and Human Development Study (NICHD) of Early Child and Youth Development,
and the Family Life Project and evaluations of major early childhood policy initiatives. She has
authored or coauthored over 150 peer-reviewed articles, served on review panels for the Maternal
and Child Health Bureau, Institute of Education Sciences, and NICHD, as an associate editor for
Child Development and Early Childhood Research Quarterly, and a board member for the William
T. Grant Foundation and the American Educational Research Association’s Research Board.
Previously she served on the National Research Council Committee on Developmental Outcomes
and Assessment for Young Children, Early Care and Education Workshop, Leading Educational
Indicators Workshop, and committee on Policies and Programs to Reduce Intergenerational
Poverty. Dr. Burchinal holds a Ph.D. in Quantitative Psychology from the University of North
Carolina.

DARLA HENDERSON, PHD, is Director of Open Science and Research Integrity and Director of
Publications at the Federation of American Societies for Experimental Biology (FASEB), the
largest coalition of biomedical researchers in the U.S. She is the central business, operational, and
thought leader for open science, research integrity, and related partnerships. Henderson has breadth
of experience in scholarly communications, first as chemistry books and databases acquisitions
editor at John Wiley & Sons, responsible for building the American Chemical Society’s (ACS)
first Editorial Development team, and later as ACS’s inaugural head of open access programs. She
developed and launched diamond and gold open access journals, a five-society-led preprint server,
and a broad series of open science culture change programs. Works under her remit have been
recognized by PROSE, PSP, and ACS-wide awards eleven times. Henderson received a Ph.D. in
Biological Chemistry from Duke University. She currently sits on the American Society for
Microbiology Publishing Committee.

VERONIQUE KIERMER, PHD, is the Chief Scientific Officer at PLOS, the Public Library of
Science, where she oversees the editorial department and the development of services, products,
and policies to promote open science. Before joining PLOS in 2015, she was Executive Editor and
Director of Author and Reviewer Services for Nature Publishing Group where she managed
editorial and research integrity policies across the Nature journals. She started her career in
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publishing in 2004 as the founding Chief Editor of Nature Methods. Before working in publishing,
she trained in molecular biology and worked on gene therapy projects in the biotechnology
industry. She currently serves on the Board of Directors of Keystone Symposia and on the National
Academies Strategic Council for Research Excellence, Integrity and Trust. Véronique obtained a
PhD in molecular biology from the Université Libre de Bruxelles, Belgium in 1998 and was a
postdoctoral fellow at the Gladstone Institutes, University of California, San Francisco. She has
served on the 2019 National Academies planning committee on Enhancing Scientific
Reproducibility in Biomedical Research through Transparent Reporting, and on the 2020 NIH
Advisory Committee to the Director Working Group on Enhancing Rigor, Transparency, and
Translatability in Animal Research. Véronique is also a former ORCID board member.

ADRIENE LiM, PHD, MLIS, is the Dean of Libraries at the University of Maryland, College Park
(UMD) and founder and co-chair of UMD PACT, a cross-campus group convened to advance
sustainable, equitable scholarly publishing, facilitate open research, and promote open education.
She is also the designated lead for UMD’s NASEM Higher Education Leadership Initiative for
Open Scholarship (HELIOS) community of practice. Prior to joining the University of Maryland,
Lim was Dean of Libraries and Philip H. Knight Chair at the University of Oregon, and served in
leadership roles at Oakland University, Portland State University, and Wayne State University. In
addition to being active in the Association of Research Libraries (ARL) and serving as Vice Chair
for ARL’s Advocacy and Public Policy Committee, Lim has served on the boards for ARL, the
Center for Research Libraries, and the Academic Preservation Trust. Lim earned her Ph.D. in
library and information science (LIS) from Simmons University and her master’s degree in LIS
from Wayne State University.

MILAGROS NORES, PHD, is the Co-Director for Research and Associate Research Professor at the
National Institute for Early Education Research (NIEER). With a profound expertise in early
childhood evaluation, informing data-driven policy and programming, cost and benefits of early
interventions, evaluation design, equity, and English language learners, she has established herself
as a leading researcher in the field of early care and education. Currently, Dr. Nores leads early
care and education evaluations in various locations, including Colombia (South America),
Philadelphia, and New Jersey. Her extensive work includes studying a high-quality early care and
education program in Colombia, examining parental-child educational practices for minority
children in the U.S., and evaluating Seattle’s preschool program, the West Virginia preschool
program, and the Early Care and Education system in Indiana, among others. Recently, she
concluded her appointment to a special commission of the National Academy of Sciences,
Engineering, and Medicine, which studied the Opportunity Gap for Young Children from Birth to
Eight in the United States leading to a high profile national report. Dr. Nores' educational
background is in early childhood attainment, the economics of education, and international and
comparative education. Prior to her current position, she worked as a Postdoctoral Research
Associate at the Taubman Center in Public Policy, Brown University, where she taught Education
Policy in a Comparative Perspective and Economics of Public Policy. Dr. Nores serves as a
consultant for various organizations on education projects in Latin America and Asia, and is an
editor for the journal PLoS One. She is bilingual in Spanish and English.

PAMELA PADILLA, PHD, is vice president of research and innovation at the University of North
Texas. She previously served as dean of the college of science, associate dean for research and
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graduate studies, and associate vice president for research and innovation. As a professor of
biological sciences, she is an active researcher and student mentor, whose research focuses on how
environmental and dietary stress affects living organisms at the cellular, genetic, and molecular
levels to model human health issues such as ischemia and diabetes. Dedicated to STEM diversity,
she has served as president, treasurer, board member, and currently as past president for the Society
for Advancement of Chicanos/Hispanics and Native Americans in Science (SACNAS). She has
earned numerous awards including an NSF CAREER, the UNT Early Career Award for Research
and Creativity, Howard Hughes Medical Institute and SACNAS Advanced Leadership Institute
Fellow, Science magazine Prize for Inquiry-Based Instruction in 2012 and was a National
Academy of Sciences Kavli Frontiers of Science Fellow. Padilla earned her Ph.D. in biology from
the University of New Mexico, conducted her post-doctoral research at the Fred Hutchinson
Cancer Research Center in Seattle, Washington. She previously served NASEM as a panelist on
workforce development.

LoRr1 SCHULTZ, MACC, is the Assistant Vice President, Research Intelligence at the University
of Arizona, and has nearly 30 years of experience in research administration and compliance
topics. She has worked with researchers throughout the grant lifecycle, from proposal to award to
publication and closeout. Lori’s current role is to leverage data on research to serve needs to
comply with federal regulations and provide actionable insights to faculty and institutional
leadership. Lori works with HSIs and TCUs to build capacity in research administration. She also
is passionate in using data to reduce researcher burden around multiple compliance areas including
data management, public access, and research security. Lori is a current member of the ORCID
board, as well as the Executive Committee of the Federal Demonstration Partnership (FDP), which
is convened by the National Academies’ Government-University-Industry Research Roundtable.
She has also advised National Academies staff on bibliometric and intelligence data.

Bopo STERN, PHD, is Chief of Strategic Initiatives for the Howard Hughes Medical Institute
(HHMI), where he works directly with HHMI’s president and senior executive team to formulate
and execute the organization’s strategic initiatives and direction, with emphasis on enhancing
HHMTI’s investment in research and science education. Stern joined HHMI in 2015 as a scientific
officer. In 2016, he also assumed primary oversight of science operations for the organization,
managing field staff who support HHMI investigators around the country. Before joining HHMI,
Stern served for eight years as director of research affairs at the Harvard Center for Systems
Biology, where he helped to manage the Bauer Fellows Program, a unique initiative that gives
young scientists the opportunity to run independent research groups. He is an alternate board
member for eLife and previously worked as a senior scientific editor at Cell. Stern earned a PhD
in cell biology from University College, London, and an MA in biochemistry from the University
of Tiibingen, in Germany. His primary research explored how cells correct chromosome errors
during cell division. Stern is a member of the National Academies’ Roundtable on Aligning
Incentives for Open Scholarship and sites on the steering committee for Declaration on Research
Assessment (DORA).

CARRIE D. WOLINETZ, PHD, is Principal and Chair, Health & Bioscience Innovation Practice
Group at Lewis-Burke Associates, LLC (LBA), a government relations firm specializing in
advocating for the public policy interests of higher education and other scientific and research
organizations. She came to LBA from having served as the Deputy Director for Health & Life
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Sciences for the White House Office of Science and Technology Policy (OSTP), where she helped
advance priority presidential efforts including pandemic preparedness, health systems & health
equity, and accelerating innovation to patients. Prior to joining OSTP, she served as Acting Chief
of Staff to the Director of the National Institutes of Health, as well as the NIH Associate Director
for Science Policy, and Director of NIH’s Office of Science Policy. During her time at NIH, Carrie
led development of significant agency policies, including data management and sharing, clinical
trials stewardship reform, and addressing sexual harassment, and stood up the Novel and
Exceptional Technology & Research Advisory Council (NExXTRAC). Before entering government
service, Carrie worked for the Association of American Universities (AAU) as Deputy Vice
President for Federal Relations. She also has served as President of United for Medical Research,
and at the Federation of American Societies for Experimental Biology (FASEB) as Director of
Scientific Affairs and Public Relations. Carrie has a Ph.D. in Animal Science from Penn State
University, where her field of study was reproductive physiology, and a BS with Honors in Animal
Science from Cornell University.
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Enhancing Public Access to the Results of Research
Supported by the Department of Health and Human Services:
A Workshop

Panelist Bios

DAY 1 KEYNOTE
November 30, 2023, 9:15 - 9:45 AM ET

ADAM POLITIS, M.S., is the Senior Policy Advisor for Disability and Equity at the White House
Office of Science and Technology Policy. He is on detail from the National Institutes of Health
(NIH), where he is a Health Scientist Administrator in the Office of Behavioral and Social
Sciences Research. Previously at NIH, Adam served as Chief of the Speech Language
Pathology Section of the NIH Clinical Center, Special Assistant to the Deputy Director of the
Eunice Kennedy Shriver National Institute of Child Health and Human Development, Acting
Principal Strategist for People with Disabilities in the NIH Office of Equity, Diversity, and
Inclusion, and Program Manager for the NIH Common Fund'’s Bridge to Artificial Intelligence
(Bridge2Al) Program. Before joining NIH, Adam worked extensively with people with disabilities
in a variety of clinical, research, and administrative roles in healthcare and academia. As a
disabled person who has worked with people with disabilities his entire career, Adam is acutely
aware of the discrimination individuals with disabilities face and the urgent need to make the
world a more equitable, inclusive, and accessible place for all.

SESSION I: VALUE COST OF PUBLIC ACCESS: POLICIES, MODELS, OPPORTUNITIES
November 30, 2023, 10:50 AM - 12:30 PM ET

STEFANO BERTUZZI, PH.D., M.P.H., is the Chief Executive Officer of the American Society for
Microbiology (ASM). Bertuzzi has wide experience in science policy and scholarly publishing.
Prior to joining as the CEO of ASM, Bertuzzi was the Executive Director at the American Society
for Cell Biology for 3 years and was a senior scientific executive at the National Institutes of
Health (NIH), where he served as Director of the Office of Science Policy, Planning, and
Communications at the National Institute of Mental Health and as a science policy advisor to the
NIH Director, Dr. Elias Zerhouni. He also served as Director of Neurogenetic Laboratory in the
Dulbecco Institute Telethon Scientist in Milan, Italy. Throughout his career, Bertuzzi led the U.S.
government negotiations with the European Union (EU) to achieve funding reciprocity between
the NIH and the EU. He also worked with the Obama White House to develop an information
system to capture the benefits of scientific investments during the Great Recession of 2008. He
is one of the leaders who spearheaded the Declaration on Research Assessment (DORA) to
fight the misuse of journal impact factor metric. He contributed to the NIH revision of the peer
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review system and to the development of the key public access policy for NIH funded research,
which started the Open Access movement in scholarly publishing. Bertuzzi received his Ph.D. in
Molecular Biotechnology from the Universita Cattolica del Sacro Cuore of Milan, Italy with a
fellowship in the Microbiology Institute, and his Master’s in Public Health (MPH) from the
Bloomberg School of Public Health at the Johns Hopkins University in Baltimore with a
specialization in health policy.

KIMBERLEY BUGG, PH.D., is the Associate Library Director at AUC Woodruff Library. Prior to
this position she was Chief of Researcher & Reference Services at the Library of Congress. She
holds a PhD in Library Science, Managerial Leadership from Simmons. She chairs the
Reference and Information Services Section of IFLA and a member of the ALA Committee on
Research and Statistics.

HEATHER JOSEPH., M.A., is the Executive Director of the Scholarly Publishing and Academic
Resources Coalition (SPARC), an international coalition of academic and research libraries
promoting the open sharing of knowledge. Under her stewardship, SPARC has become the
leading advocacy organization for open and equitable global systems of research and
education. Based in Washington, D.C., she leads SPARC’s strategy and policy work, which has
contributed to the establishment of open access and open science policies around the world.
She regularly provides input to public research funders through her service on a variety of
national boards, ranging from the U.S. Department of Commerce Data Advisory Council to the
NIST Research Data Framework Steering Committee, as well as to private foundations and
philanthropies through her work with the Open Research Funders Group (ORFG). Sheis a
widely respected expert on national and international open research policies, practices, and
implementation strategies and has worked on initiatives and consultations promoting the open
sharing of research from the United Nations to the World Bank. Prior to joining SPARC, Heather
spent 15 years as a publisher in both commercial and not-for-profit journal publishing
organizations. She is deeply engaged in the global knowledge-sharing community and serves
on the Board of Directors of organizations ranging from the Arcadia Fund to Public Resource to
Our Research. She is a frequent speaker and writer on knowledge sharing and higher education
issues and open access to research.

GUNTER WAIBEL., M.A., is the Associate Vice Provost and Executive Director at the California
Digital Library (CDL), University of California Office of the President. As one of the world’s
largest digital libraries, CDL provides transformative digital library services that amplify the
impact of the libraries, scholarship, and resources of the University of California. He co-directs
the UC’s Office of Scholarly Communications, is a member of UC’s publisher negotiation team
for open access agreements and was an invited participant to the White House Office of
Science and Technology Policy (OSTP) multistakeholder conversations about future paths for
scholarly communications (2020). He serves on the boards of UC Press and Dryad, the German
Project DEAL+Wiley Advisory Board, and co-chaired the international 15th Berlin Open Access
Conference (2021). While Director of the Digitization Program Office at the Smithsonian
Institution (2010-2016), Glnter was a finalist for the 2014 Samuel J Heyman Service to America
Medal.

JESSICA SEBEOK, J.D., became Wiley’s Vice President for Global Government Partnerships
and Public Policy in March 2022. Jessica came to Wiley from Johns Hopkins University, where
she served as Director of Policy and Research in President Ron Daniels’ Office. At Johns
Hopkins, Jessica successfully helmed numerous projects, including creating the first permanent
institution-wide shared governance body, advancing the university’s comprehensive policy
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initiative, and supporting new DEI and access endeavors. Prior to her time at Johns Hopkins,
Jessica worked for seven years as Deputy Vice President for Federal Relations and Counsel for
Policy at the Association of American Universities (AAU), a coalition of America’s leading
research universities, where she led on matters related to intellectual property, information
technology, technology transfer, and tax. In addition, as AAU’s policy counsel, Jessica worked
closely with AAU’s General Counsel Committee on complex legal issues facing research
universities, including spearheading AAU'’s efforts on amicus briefs in a wide range of areas,
such as immigration, admissions diversity, and intellectual property. She also made significant
contributions in other AAU focus areas, ranging from campus speech and academic freedom
and open and public access issues to Title X, antitrust, and labor relations. Before joining AAU
in 2014, Jessica served as Counsel for Policy and International Affairs in the U.S. Copyright
Office; as Special Assistant to the Assistant Secretary for Educational and Cultural Affairs in the
U.S. Department of State; as Assistant General Counsel of Yale University; and as Associate
Counsel of Ithaka, a non-profit organization with a mission to make higher education and access
to knowledge more affordable, improve outcomes for students and researchers, and to preserve
knowledge for future generations. Jessica is a graduate of the Yale Law School and a member
of the New York and D.C. bars. She received her master’s degree in modern history from
Oxford University, where she was a Marshall Scholar. She earned her undergraduate degree in
history, with highest honors and as a member of Phi Beta Kappa, from the University of
Chicago. Jessica is a member of the board of directors of the Association of Marshall Scholars
and volunteers as an election judge in Montgomery County, Maryland. She originally hails from
Bloomington, Indiana.

SESSION II: BEYOND EMBARGOS: ACCESSIBILITY CONSIDERATIONS FOR BUILDING
NEW PUBLIC ACCESS POLICIES

November 30, 2023, 1:30 PM - 3:00 PM ET

YVONNE LEWIS, B.S., B.B.A,, is the Co-Director at Healthy Flint Research Coordinating
Center. Yvonne also Chairs the Board of Directors of the Genesee Community Health Center,
Federally Qualified Health Center, as well as a member of other community-based organization
advisory councils. Yvonne assisted in the development of and moderated the University of
Michigan-Flint, Water Crisis Course. The Water Crisis Course focused on the issues of the Flint
Water Crisis and provided a platform for the voice of community to be heard. She was
responsible for chairing several community-based efforts at both the state and national level that
had significant impact on community engagement. These included: the Michigan Multicultural
Network, engaging the 5 major ethnic groups (African American, Latino/Hispanic,
Arab/Chaldean, Native American and Asian American) in an organized statewide tobacco
campaign that focused on prevention programs for youth; the 5 county cancer initiative,
Improving Cancer Outcomes of African Americans in Michigan; developing the process for
organizing the National Community Committee for the Centers for Disease Control and
Prevention, Prevention Research Centers, serving as a founding member and initial chair; she
was a founding member of the American Public Health Association, Caucus for Public Health
and the Faith Community.

LISA MCCORKELL, M.P.P., is a Long COVID patient who is a cofounder, team lead, and
researcher with the Patient-Led Research Collaborative. She is also currently a CalFresh policy
analyst at the California Department of Social Services. Her past projects and roles have
involved analyzing data and developing policy recommendations in the fields of digital equity,

economic justice, housing, and health equity. She is an author of several articles on labor and
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employment issues and a study on stable scheduling for hourly retail workers. She received a
Masters in Public Policy from University of California, Berkeley, and a Bachelor of Arts in
Political Science from University of California, Los Angeles. She is a resident of Oakland,
California.

YVETTE PEARSON, PH.D., P.E., F.ASCE., joined The University of Texas at Dallas as Vice
President for Diversity, Equity and Inclusion in 2021. A Fellow of the American Society of Civil
Engineers (ASCE) and the American Society for Engineering Education (ASEE), Pearson is
recognized globally for nearly 30 years in higher education, particularly for her work to advance
sustainability, justice, equity, diversity, and inclusion (JEDI) in engineering education and
practice. Her most recent work includes research-to-practice on equity in faculty hiring; studying
the efficacy of Process-Driven Math, a novel method of teaching and assessing mathematics for
students with disabilities; and investigating how multi-team systems converge across
disciplinary and cultural boundaries to advance their common goals toward advanced degrees
and careers in biotechnology, digital twinning and sustainability and resilience. Her university-
based and consulting efforts have led to over $40M in funding for initiatives to support JEDI in
STEM and changes to policies and practices of global engineering organizations. Pearson is a
registered Professional Engineer, an ENVISION® Sustainability Professional and a
Commissioner on ABET’s Engineering Accreditation Commission. Among her awards and
honors are ABET’s Claire L. Felbinger Award for Diversity and Inclusion, ASCE’s Professional
Practice Ethics and Leadership Award, the Society of Women Engineers’ Distinguished
Engineering Educator Award, and ASCE’s President’s Medal. Her podcast, Engineering
Change, has audiences in over 80 countries. Her book, Making a Difference: How Being Your
Best Self Can Influence, Inspire, and Impel Change, chronicles her journey and her work’s focus
on “making sure other ‘Yvettes’ don’t fall through the cracks.”

JENNY PENG, B.A., is a Senior Publisher at Oxford University Press. She is responsible for
driving forward OUP's strategy and engagement with open access (OA) and open research in
the US, including supporting the expansion of OUP's OA journals program through the
acquisition and launch of new titles. Manages and develops a select portfolio of OA journals on
behalf of academic society partners. Represents OUP to industry organizations such as
CHORUS and C4DISC. She previously worked at CHORUS on the Board of Directors and
Wiley as a Senior Editor.

JOHN-ROSS RIZZO, M.D., M.S.C.I., is an American physician-scientist known for his significant
contributions to the field of healthcare and rehabilitation. He holds the prestigious Melamid
Professorship in Rehabilitation (Disability) Medicine at NYU Langone Medical Center. Dr. Rizzo
has made remarkable strides in the areas of disability inclusion, innovation, and equity within the
medical community. At NYU Langone Medical Center, Dr. Rizzo serves as the first Health
System Director of Disability Inclusion, a role that reflects his commitment to promoting
accessibility and inclusivity within healthcare. Additionally, he holds the position of Vice Chair of
Innovation and Equity for the Department of Physical Medicine and Rehabilitation at the Rusk
Institute of Rehabilitation Medicine. Dr. Rizzo's impact extends beyond traditional medical
boundaries, as he holds cross-appointments in multiple departments. His affiliations include the
Department of Neurology, where he contributes to the advancement of neurological sciences,
as well as the Departments of Biomedical & Mechanical and Aerospace Engineering at New
York University Tandon School of Engineering. Within Tandon, he also contributes to the
Electrical and Computer Engineering Department and plays a vital role as the Associate Director
of Healthcare for the NYU Wireless Center. Dr. Rizzo has published 125 peer-reviewed
publications, contributed to 12 textbooks, and co-authored many conference proceedings. Dr.
Rizzo is the founding director of the Visuomotor Integration Laboratory (VMIL). n addition to his

academic and research pursuits, Dr. Rizzo was appointed in 2023 by Governor Kathy Hochul to
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the Board of Directors of the The Metropolitan Transportation Authority (MTA).['8] This role
underscores his commitment to fostering accessibility and inclusivity within the transportation
sector, ensuring that individuals with disabilities have equitable access to public transportation
systems.

DAY 2 KEYNOTE
December 1, 2023, 9:00 AM — 9:30 AM ET

PHILIP SHARP, PH.D., an Institute Professor emeritus at MIT, is a member of the Department
of Biology and the Koch Institute for Integrative Cancer Research. He joined the Center for
Cancer Research in 1974, serving as director from 1985 to 1991 before becoming head of the
Department of Biology for eight years. He was founding director of the McGovern Institute from
2000 to 2004. Sharp has authored over 500 papers. He is an elected member of the National
Academy of Sciences, the National Academy of Medicine, the American Academy of Arts and
Sciences, the American Philosophical Society, and the Royal Society, UK. Among his many
awards are the Gairdner Foundation International Award, the Lasker Basic Medical Research
Award, and the National Medal of Science. His long list of service includes the presidency of the
AAAS and Chair of the Scientific Advisory Committee, SU2C Project, AACR. A native of
Kentucky, Sharp earned a BA from Union College, Barbourville, KY, and a PhD in chemistry
from the University of lllinois, Urbana-Champaign in 1969. His work studying the molecular
biology of gene expression relevant to cancer and the mechanisms of RNA splicing earned
Sharp the 1993 Nobel Prize in Physiology or Medicine. Sharp is a member of the board of
directors of the Whitehead and Broad Institutes, the Gairdner Foundation (Canada), and chairs
the advisory boards of Fidelity Biosciences Group, SU2C/AACR Scientific Review Committee,
ReMedy/IMol Institute (Poland), the MIT Museum, and the Jameel Clinic at MIT. Sharp is a co-
founder of Biogen and of Alnylam Pharmaceuticals Inc. He is chairman of the scientific advisory
board and member of the board of directors, Alnylam Pharmaceuticals; advisor and investor,
Longwood and Polaris Venture Funds; member of the board of directors, Vir Biotechnology; and
member of the scientific advisory board, Danahers, Dewpoint Therapeutics and Skyhawk
Therapeutics.

SESSION IV: RESEARCH RESULTS: FINDABILITY, TRANSPARENCY, AND
ACCESSIBILITY

December 1, 2023, 10:00 AM — 11:45 AM ET

ROGER C. SCHONFELD., M.S., is the Vice President of organizational strategy for ITHAKA,
the not-for-profit organization that operates JSTOR and Portico, and is responsible for Ithaka
S+R’s libraries, scholarly communication, and museums program. Roger and the team of Ithaka
S+R’s methodological and subject matter experts that comprise the program conduct research
and provide advisory services to drive evidence-based innovation and leadership to foster
research, learning, and preservation. This has included extensive survey and qualitative
research of faculty members and students, as well as leaders such as senior research officers,
presidents and provosts, and the directors of libraries and museums. Additional leadership and
policy projects have sought to bolster organizational strategy and leadership, diversity and
community engagement, and collections management and preservation. The team provides
strategic guidance and advisory services for software companies, publishers and other content
providers, and academic libraries on the transformation of scholarly communications and the
research workflow. Several additional areas of current emphasis include research data services,
student basic needs, and higher education in prisons. Roger currently serves as a board

member for the Center for Research Libraries. Previously, he has served on the NSF Blue
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Ribbon Task Force for Sustainable Digital Preservation and Access and NISO’s Open Discovery
Initiative. Roger has testified before the US House of Representatives on government
publishing, advocating for strong approaches to digital preservation. In addition to authoring
dozens of research reports, articles, and briefing papers, Roger blogs regularly at the Scholarly
Kitchen and tweets at @rschon. With Deanna Marcum, he wrote Along Came Google: A History
of Library Digitization (Princeton University Press, 2021), examining structural impediments to
digital strategy and the role of an outside catalyst in fostering digitization among research
libraries. He also wrote JSTOR: A History (Princeton, 2003), focusing on the development of a
sustainable not-for-profit initiative for the digitization and preservation of scholarly texts. Roger
was previously a research associate at The Andrew W. Mellon Foundation. There, he
collaborated on The Game of Life: College Sports and Academic Values with James Shulman
and William G. Bowen (Princeton, 2000). He was an Association of Research Libraries
Leadership Fellow and received degrees in library and information science from Syracuse
University and in English Literature from Yale University.

CHRIS SCHILLUM.,M.ENG., joined ORCID as its second Executive Director in 2021. With more
than 25 years of experience in product and platform development in scholarly communications
and STM publishing, he brings to ORCID his deep expertise in product and technology strategy
in a time of rapidly changing business models, technological advances, and increasing
expectations from users and customers. He previously held a number of leadership positions at
Elsevier, has served on the boards of Crossref, ORCID, the International DOl Foundation and
the National Information Standards Organization, and has lead several industry-wide
collaborative projects including SeamlessAccess and GetFTR. Chris holds a Masters in
Electronic Systems Engineering from the University of York in the UK, and is based in New York
City in the United States.

JAMIE WITTENBERG, ED.D., M.L.1.S., is the primary digital and technology strategist at the
University of Colorado Boulder Libraries. Her research includes work on pedagogical models for
data services, automating open access policy implementation, publishing digital 3D objects and
building infrastructure to support shared big data resources at research libraries.

JOSEPH YRACHETA, M.S, is the Executive Director of Native Biodata Consortium. He places
an emphasis an emphasis on American Indian and Latin Indigenous Public Health and Bioethics
of research in Indigenous communities to highlight and transform the socio-economic injustice
and health disparity in the Amerindigenous of the Western Hemisphere and Polynesia. Yracheta
has taught STEM courses at various reservation high schools in South Dakota. He graduated
from Loyola University-Chicago in 1993 with a B.S. in Psychology.

BREAKOUT DISCUSSION MODERATORS

SVASTI HARICHARAN, PH.D., is an Assistant Professor at Sanford Burnham Prebys Medical
Discovery Institute. Her areas of expertise include cancer research, molecular biology, and
genomics. She obtained her Ph.D. from Baylor College of Medicine and completed several
years of postdoctoral training at MD Anderson Cancer Center.

IHEOMA IRUKA, PH.D., M.A., is a Research Professor of Public Policy, and the Founding
Director of the Equity Research Action Coalition at Frank Porter Graham Child
Development Institute at UNC-CH. Prior to rejoining Carolina, she served as Chief
Research Innovation Officer and Director of The Center for Early Education Research
and Evaluation at HighScope Educational Research Foundation. She was also at the

Buffett Early Childhood Institute at the University of Nebraska, and the FPG Child
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Development Institute. Dr. Iruka is engaged in projects and initiatives focused on how
evidence-informed policies, systems, and practices in early education can support the
optimal development and experiences of children from low-income and ethnic minority
households, such as through family engagement and support, quality rating and
improvement systems, and early care and education systems and programs. Dr. Iruka
has been engaged in addressing how best to ensure excellence for young diverse
learners, especially black children, such as through development of a classroom
observation measure, examination of non-traditional pedagogical approaches, public
policies, and publications geared towards early education practitioners and policymakers.
Dr. Iruka has served or serves on numerous national boards and committees, including
the Brady Education Foundation and the National Academies of Sciences, Engineering,
and Medicine committees on Supporting Parents of Young Children, and Applying
Neurobiological and Socio-behavioral Sciences from Prenatal through Early Childhood
Development: A Health Equity Approach. Dr. Iruka has a B.A. in psychology from Temple
University, a M.A. in psychology from Boston University, and earned her Ph.D. in applied
developmental psychology from the University of Miami, Florida.

JULIA MAUES, diagnosed with breast cancer while pregnant in 2013, Julia received treatment
while still carrying her son. Shortly after delivering a healthy baby boy, she found out that the
cancer had already spread outside her breast to other parts of her body. After many treatment
setbacks, her cancer began to respond to treatment, and she turned this tragic reality into a
drive to improve the lives of people living with this disease. Julia’s main focus is working with
researchers, clinicians, and other stakeholders to ensure research is patient-centered,
innovative, accessible, and inclusive. She is a co-founder of GRASP — Guiding Researchers
and Advocates to Scientific Partnerships, — an organization that connects and fosters
collaborations between researchers and patient advocates. Julia is also the lead of the Patient-
Centered Dosing Initiative, a patient-led movement building a framework to help physicians and
patients select the optimal dosage for the patient based upon their unique physical,
circumstantial, and psychological factors. Julia is a member of the Metastatic Breast Cancer
Alliance, a Komen Advocate in Science, a member of SABCS 2023’s conference planning
committee, a DoD Congressionally Directed Breast Cancer Research Program reviewer, an
ASCO guidelines panelist, and a founding member of the #InclusionPledge to end disparities in
breast cancer for Black women.

JESSICA POLKA, PH.D., serves as Executive Director of ASAPbio, a researcher-driven
nonprofit organization working to promote innovation and transparency in life sciences
publishing in areas such as preprinting and open peer review. Prior to this, she performed
postdoctoral research in the department of Systems Biology at Harvard Medical School
following a PhD in Biochemistry & Cell Biology from UCSF. Jessica is also a Plan S
Ambassador, an affiliate of the Knowledge Futures Group, and a steering committee member of
Rescuing Biomedical Research.

23



August 25, 2022

MEMORANDUM FOR THE HEADS OF EXECUTIVE DEPARTMENTS AND AGENCIES

I(‘ .
FROM: Dr. Alondra Nelson Jﬁmmdm e
Deputy Assistant to the President and Deputy Director for Science and Society

Performing the Duties of Director
Office of Science and Technology Policy (OSTP)

SUBJECT:  Ensuring Free, Immediate, and Equitable Access to Federally Funded Research

This memorandum provides policy guidance to federal agencies with research and development
expenditures on updating their public access policies. In accordance with this memorandum,
OSTP recommends that federal agencies, to the extent consistent with applicable law:

1. Update their public access policies as soon as possible, and no later than December 31%,
2025, to make publications and their supporting data resulting from federally funded
research publicly accessible without an embargo on their free and public release;

2. Establish transparent procedures that ensure scientific and research integrity is
maintained in public access policies; and,

3. Coordinate with OSTP to ensure equitable delivery of federally funded research results
and data.

1. Background and Policy Principles

Since February 2013, federal public access policy has been guided by the Memorandum on
Increasing Access to the Results of Federally Funded Research (2013 Memorandum).! Issued by
the White House Office of Science and Technology Policy (OSTP), the 2013 Memorandum
directed all federal departments and agencies (agencies) with more than $100 million in annual
research and development expenditures to develop a plan to support increased public access to
the results of federally funded research, with specific focus on access to scholarly publications
and digital data resulting from such research.

Nearly ten years later, every federal agency subject to the 2013 Memorandum has developed and
implemented a public access policy in accordance with its guidance.? As a result, the American
public has experienced great benefits: more than 8 million scholarly publications have become
accessible to the public. Over 3 million people read these articles for free every day. The 2013
federal public access policy set the stage for a paradigm shift away from research silos and

! See the 2013 Memorandum:
https://obamawhitehouse.archives.gov/sites/default/files/microsites/ostp/ostp_public_access_memo_2013.pdf
2 See the 2021 OSTP Public Access Congressional Report: https:/www.whitehouse.gov/wp-
content/uploads/2022/02/2021-Public-Access-Congressional-Report OSTP.pdf
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toward a scientific culture that values collaboration and data sharing. The 2013 Memorandum
helped to reshape the landscape for data and research by sharing results freely and openly with
the public and the scientific community.

Building on these important advances, the policy guidance laid out in the 2013 Memorandum
can be improved to achieve delivery of federally funded research results and data to all of
America. Years of public feedback have indicated that the primary limitation of the 2013
Memorandum is the optional 12-month embargo from public access of any publication resulting
from federally funded research. This provision has limited immediate access of federally funded
research results to only those able to pay for it or who have privileged access through libraries or
other institutions. Financial means and privileged access must never be the pre-requisites to
realizing the benefits of federally funded research that the American public deserves.

A federal public access policy consistent with our values of equal opportunity must allow for
broad and expeditious sharing of federally funded research—and must allow all Americans to
benefit from the returns on our research and development investments without delay. Upholding
these core U.S. principles in our public access policy also strengthens our ability to be a critical
leader and partner on issues of open science around the world. The U.S. is committed to the ideas
that openness in science is fundamental, security is essential, and freedom and integrity are
crucial.’ Improving public access policies across the U.S. government to promote the rapid
sharing of federally funded research data with appropriate protections and accountability
measures will allow for greater validity of research results and more equitable access to data
resources aligned with these ideals. To promote equity and advance the work of restoring the
public’s trust in Government science, and to advance American scientific leadership, now is the
time to amend federal policy to deliver immediate public access to federally funded research.

2. Learning from the Lessons of COVID-19

When federally funded research is available to the public, it can improve lives, provide
policymakers with important evidence with which to make critical decisions, accelerate the rates
of discovery and translation, and drive more equitable outcomes across every sector of society.

Americans were offered a window into the great benefits of immediate public access to federally
funded research at the outset of the COVID-19 pandemic. In the wake of the public health crisis,
government, industry, and scientists voluntarily worked together to adopt an immediate public
access policy, which yielded powerful results: research and data flowed effectively, new
accessible insights super-charged the rate of discovery, and translation of science soared. The
shift in practice during COVID-19 demonstrated how delivering immediate public access to
federally funded research publications and data can provide near real-time returns on American
taxpayer investments in science and technology.

Immediate public access to COVID-19 research is a powerful case study on the benefits of
delivering research results and data rapidly to the people. The insights of new and cutting-edge
research stemming from the support of federal agencies should be immediately available—not

3 See: https://www.whitehouse.gov/ostp/news-updates/2022/06/2 1 /readout-of-dr-alondra-nelsons-participation-in-
the-g7-science-ministerial-progress-toward-a-more-open-and-equitable-world/
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just in moments of crisis, but in every moment. Not only to fight a pandemic, but to advance all
areas of study, including urgent issues such as cancer, clean energy, economic disparities, and
climate change. American investment in such research is essential to the health, economic
prosperity, and well-being of the Nation. There should be no delay between taxpayers and the
returns on their investments in research.

3. Updates to Policy Guidance on Increasing Equitable Access to Federally Funded
Research Results

To meet these core commitments, OSTP is updating policy guidance to promote improved public
access to federally funded research results. In accordance with the provisions listed in Section
3, Federal agencies should develop new, or update existing, public access plans as soon as
possible, and submit them to OSTP and the Office of Management and Budget (OMB) no
later than:

(1) 180 days after the date of this memorandum for federal agencies with more than $100
million in annual research and development (R&D) expenditures; and

(2) 360 days after the date of this memorandum for federal agencies with $100 million or
less in annual R&D expenditures. This extended deadline is designed to accommodate a
longer lead time for federal agencies who were not subject to the 2013 Memorandum.

Agencies should complete and publish full policy development for plans implementing
provisions in Section 3 by December 31, 2024, with an effective date no later than one year
after the publication of the agency plan. The timeline is designed to accommodate the items
identified in Section 5 of this memorandum, including interagency collaboration, public
engagement with those impacted by the change in policy, and OSTP feedback on agency drafts.

a) Peer Reviewed Scholarly Publications:

Federal agencies should update or develop new public access plans for ensuring, as appropriate
and consistent with applicable law, that all peer-reviewed scholarly publications* authored or co-
authored by individuals or institutions resulting from federally funded research are made freely
available and publicly accessible by default in agency-designated repositories without any
embargo or delay after publication.

Plans should describe:
1.  How peer-reviewed scholarly publications should be made publicly accessible;
ii.  How to maximize equitable reach of public access to peer-reviewed scholarly
publications, including by providing free online access to peer-reviewed scholarly

4 Such scholarly publications always include peer-reviewed research articles or final manuscripts published in
scholarly journals, and may include peer-reviewed book chapters, editorials, and peer-reviewed conference
proceedings published in other scholarly outlets that result from federally funded research.
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publications in formats that allow for machine-readability® and enabling broad
accessibility through assistive devices; and,

iii.  The circumstances or prerequisites needed to make the publications freely and
publicly available by default, including any use and re-use rights, and which
restrictions, including attribution, may apply.

b) Scientific Data
i.  Scientific data®underlying peer-reviewed scholarly publications resulting from
federally funded research should be made freely available and publicly accessible by
default at the time of publication, unless subject to limitations as described in Section
3(c)(1) and should be subject to federal agency guidelines for researcher
responsibilities regarding data management and sharing plans, consistent with Section
3(c) of this memorandum.

ii.  Federal agencies should develop approaches and timelines for sharing other federally
funded scientific data that are not associated with peer-reviewed scholarly
publications.

iii.  Federal agencies should also provide guidance to researchers that ensures the digital
repositories used align, to the extent practicable,” with the National Science and
Technology Council document entitled “Desirable Characteristics of Data
Repositories for Federally Funded Research.”®

iv.  Federal agency research: Agency public access plans and policies should clarify that
federal researchers must follow federal laws and OMB policies that govern federal
agencies’ information management practices and protect certain types of data,’ to the
extent that the scientific data created by, collected by, under the control or direction
of, or maintained by the federal researchers is subject to those laws and policies.

5 “Machine readability” refers to a format that can be easily processed by a computer without human intervention
while ensuring no semantic meaning is lost (such as the NISO 7Z39.96-2015 JATS XML standard currently used by
PubMed Central).

8 For the purposes of this memorandum, “scientific data” include the recorded factual material commonly accepted
in the scientific community as of sufficient quality to validate and replicate research findings. Such scientific data do
not include laboratory notebooks, preliminary analyses, case report forms, drafts of scientific papers, plans for future
research, peer-reviews, communications with colleagues, or physical objects and materials, such as laboratory
specimens, artifacts, or field notes. The definition of “scientific data” is similar to but broader than the term
“research data” defined by 2 CFR 200.315 (e) and 45 CFR 75.322 (e).

" The term “extent practicable” is used to signal that suitable repositories for all types of data may not be available
within the timeframe provided.

8 See the 2022 NSTC Subcommittee on Open Science guidance: https:/doi.org/10.5479/10088/113528

° For instance, the Paperwork Reduction Act, E-Government Act, Freedom of Information Act, Federal Information
Security Management Act, Privacy Act, Health Information Technology for Economic and Clinical Health Act,
Information Quality Act, Foundations for Evidence-Based Policymaking Act, Confidential Information Protection
and Statistical Efficiency Act, Federal Policy for the Protection of Human Subjects, Federal Records Act, and OMB
guidance under OMB M-13-13 and subsequent open data policies (e.g., those to be promulgated under the -OPEN
Government Data Act and Pub. L. No. 115-435), OMB Circular A-130, and other laws and policies that require
federal agencies to protect trade secrets, confidential commercial information, personally identifiable information,
and other information which is protected under law or policy. See also, language from OMB M-19-15 with respect
to maximizing the amount of data that can be made public using cutting-edge technologies to provide secure access
to confidential data while reducing the risk of re-identification.
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c) Public access plans should outline the policies that federal agencies will use to establish
researcher responsibilities on how federally funded scientific data will be managed and
shared, including:

1) Details describing any potential legal, privacy, ethical, technical, intellectual property,
or security limitations, '° and/or any other potential restrictions or limitations on data
access, use, and disclosure, including those defined in terms and conditions of
funding agreement or award or that convey from a data use agreement or stipulations
of an Institutional Review Board;

ii) Plans to maximize appropriate!! sharing of the federally funded scientific data
identified in Section 3(a) of this memorandum, such as providing risk-mitigated
opportunities for limited data access;'? and,

i11) The specific online digital repository or repositories where the researcher expects to
deposit their relevant data, consistent with the federal agency’s guidelines.

d) In consultation with OMB, federal agencies should allow researchers to include reasonable
publication costs and costs associated with submission, curation, management of data, and
special handling instructions as allowable expenses in all research budgets.

e) Federal agencies should report to OSTP, when requested, on the status of their public access
plans and policy implementation, including the number of all scholarly publications funded
by the federal agencies and any other relevant statistics collected by the agency.

4. Ensuring Scientific and Research Integrity in Agency Public Access Policies

Public access policies that deliver transparent, open, secure, and free communication of federally
funded research and activities in an expeditious manner are an important tool to uphold
scientific'® and research'# integrity. Federal agencies should take steps to ensure that public
access policies support scientific and research integrity by transparently communicating to the
public critical information, including that which is related to the authorship, funding, affiliations,
and development status of federally funded research. The public should be able to identify which
federal agencies support given investments in science, the scientists who conduct that research,
and the extent to which peer-review was conducted. These actions support the value that
maintaining and restoring public trust in science requires openness, security, freedom, and
integrity. Federal agencies should take actions to ensure that these elements of scientific and

19 Including national security concerns.

' The term “appropriate” is used to signal that public access to federally funded research results and data should be
maximized in a manner that protects confidentiality, privacy, business confidential information, and security, avoids
negative impact on intellectual property rights, innovation, program and operational improvements, and U.S.
competitiveness, and preserves the balance between the relative value of long-term preservation and access and the
associated cost and administrative burden.

12 For example, secure research data centers, data use agreements, perturbing identifiable information, or excluding
sensitive variables.

13 See the 2022 NSTC Report “Protecting the Integrity of Government Science”: https://www.whitehouse.gov/wp-
content/uploads/2022/01/01-22-Protecting_the Integrity of Government Science.pdf

14 See the 2022 NSTC “Guidance for Implementing National Security Presidential Memorandum 33 (NSPM-33) on
National Security Strategy for United States Government-Supported Research and Development” (NSPM-33
Implementation Guidance): https://www.whitehouse.gov/wp-content/uploads/2022/01/010422-NSPM-33-
Implementation-Guidance.pdf
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research integrity are in place in order to strengthen public trust in federally funded
science.

To achieve these goals, the following steps should be taken by federal agencies, as appropriate
and consistent with their missions. By December 31%, 2024, federal agencies should submit to
OSTP and OMB a second update to their public access plans specifying approaches taken to
implement the provisions in this Section 4. Agencies should complete and publish full policy
development for plans implementing these provisions by December 31st, 2026, with an effective
date no later than one year after the publication of the agency plan. Federal agencies should,
consistent with applicable law:

a) Collect and make publicly available appropriate metadata'® associated with scholarly
publications and data resulting from federally funded research, to the extent possible at the
time of deposit in a public access repository. Such metadata should include at minimum:

1) all author and co-author names, affiliations, and sources of funding, referencing digital
persistent identifiers, !¢ as appropriate;

i1) the date of publication; and,

1i1) a unique digital persistent identifier for the research output;

b) Instruct federally funded researchers to obtain a digital persistent identifier that meets the
common/core standards of a digital persistent identifier service defined in the NSPM-33
Implementation Guidance,!” include it in published research outputs when available, and
provide federal agencies with the metadata associated with all published research outputs
they produce, consistent with the law, privacy, and security considerations.

c) Assign unique digital persistent identifiers'® to all scientific research and development
awards'? and intramural research protocols that have appropriate metadata linking the
funding agency and their awardees through their digital persistent identifiers.

5. Public Access Plan Coordination Among Federal Agencies

Coordination among federal science agencies?’ is critical for the success of delivering America’s
research to the public. The National Science and Technology Council Subcommittee on Open
Science was chartered to facilitate such coordination between federal science agencies in
conjunction with OSTP. Concurrent with and following the development of agency plans
described Section 3 and Section 4 of this memorandum, the Subcommittee on Open Science will:

15 For the purposes of this memorandum, metadata include information conveyed with the publications and data
upon deposit in a public access repository to ensure proper attribution and versioning.

16 See the NSPM-33 Implementation Guidance for definition: A digital identifier that is globally unique, persistent,
machine resolvable and processable, and has an associated metadata schema.

17 See Point 5 in the Digital Persistent Identifiers section of the NSPM-33 Implementation Guidance

18 As a complement to implementation of the Federal Funding and Accountability Transparency Act

19 Consistent with NSPM-33 Implementation Guidance, a research and development award refers to support
provided to an individual or entity by a federal research agency to carry out research and development activities,
which may include support in the form of a grant, contract, cooperative agreement, or other such transaction.

20 Federal science agencies here are defined as any federal agency with an annual extramural research expenditure of
over $100,000,000 per 42 USC § 6623(f).
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a) coordinate between federal science agencies to enhance efficiency and reduce redundancy in
public access plans and policies, including as it relates to digital repository access;

b) improve awareness of federally funded research results by all potential users and
communities;

c) consider measures to reduce inequities in publishing of, and access to, federally funded
research and data, especially among individuals from underserved backgrounds and those
who are early in their careers;

d) develop procedures and practices to reduce the burden on federally funded researchers in
complying with public access requirements;

e) recommend standard consistent benchmarks and metrics to monitor and assess
implementation and iterative improvement of public access policies over time;

f) improve monitoring and encourage compliance with public access policies and plans;

g) coordinate engagement with stakeholders, including but not limited to publishers, libraries,
museums, professional societies, researchers, and other interested non-governmental parties
on federal agency public access efforts;

h) develop guidance on desirable characteristics of, and best practices for sharing in, online
digital publication repositories;

1) identify the key parameters that must be considered in planning how to maximize appropriate
sharing of federally funded scientific data that have not been used to support scholarly
publications; and,

j) develop strategies to make federally funded publications, data, and other such research
outputs and their metadata are findable, accessible, interoperable, and re-useable, to the
American public and the scientific community in an equitable and secure manner.

6. General Provisions

Nothing in this memorandum shall be construed to impair or otherwise affect authority granted
by law to an executive department, agency, or the head thereof; or functions of the Director of
OMB.

Nothing in this memorandum, or the agency plans developed pursuant to it, shall be construed to
authorize or require federal agencies to undermine any right under the provisions of Title 17, 18,
or 35 of the United States Code, or to violate the international obligations of the United States.

Provisions of this memorandum should be implemented to the extent feasible and consistent with
applicable law, privacy, indigenous rights, foreign policy and international development
objectives, and national security considerations. Any provisions of the 2013 Memorandum that
are not updated or superseded by this new policy guidance are maintained. Provisions of this
memorandum should be implemented consistent with law, OMB Guidance, and the Uniform
Guidance 2 CFR 200.

This memorandum is not intended to, and does not, create any right or benefit, substantive or

procedural, enforceable at law or in equity, by any party against the United States; its
departments, agencies, or entities; its officers, employees, or agents; or any other person.
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7. Taking Next Steps Together

The extraordinary progress in open science and public access led by federal agencies has laid the
foundation for these critical next steps. As we move forward together in implementing these
critical actions, we will do so in partnership and with a shared vision for an ever-stronger and
more equitable federal scientific ecosystem.

Immediate public access to America’s research publications and data will serve our collective
goals of accelerating scientific discovery, strengthening translation and policymaking, and
lowering the barriers of access to science for all of America.

As we move forward, OSTP will establish a process for supporting the implementation of these
updates. We are grateful to you and your dedicated staff for your valued contributions to
strengthening public access and supporting the advancement of health, safety, security, and
equity.
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ACF’s Strategic Plan includes five strategic goals that together support the agency’s
mission to promote the economic and social well-being of children, youth, families,
individuals, and communities by providing federal leadership, partnership, and resources
for the compassionate and effective delivery of human services. Each goal intentionally
cuts across ACF programs and populations, rather than being office-specific, to reflect the
interrelatedness of our programs and to ensure we are collaborating across our agency in
order to move the needle for those we serve. Specific objectives appear in a bulleted list
underneath each goal. This plan is envisioned as a living document that will drive action and
change. As shown in the graphic above, Strategic Goal 1 is intended to be an explicit part of
each of the other four goals, since advancing equity must be central to everything we do and
how we do it.

Strategic Goal 1: Advance equity by reducing structural barriers including racism and other
forms of discrimination that prevent economic and social well-being

e Center and integrate the perspectives and experiences of program participants in the design,
management, evaluation, and decision-making of ACF programs and operations.

o Identify and close gaps in program outcomes for historically underserved and/or marginalized
populations across all ACF programs.

¢ Eliminate systemic barriers to funding access that applicants to grants and contracts face (e.g.,
limited staff with knowledge of the application process).
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Strategic Goal 2: Take a preventative and proactive approach to ensuring child, youth, family,
and individual well-being

e Increase access to supportive, upstream prevention resources and services, particularly evidence-
based, culturally relevant, and community-based approaches (e.g., effective child-centered
parenting strategies, social and economic supports, access to high-quality early childhood
programs).

e Improve outreach, engagement, and connections to identify and reach those who may be eligible
for ACF services and programs but are not receiving them.

o Empower individuals to determine what supports they need in order to thrive and gain
independence.

e Use data and lived experiences to predict and preempt needs.

Strategic Goal 3: Use whole-family, community-based strategies to increase financial stability
and economic mobility

o Expand the reach of initiatives that intentionally combine support for parents and caregivers (e.g.,
financial capability services, workforce training, parent education, social-emotional supports) with
services for children and youth, including accessible, high-quality early childhood programs.

e Ensure that programs are focused on the multi-generational linkages between child and caregiver.

e Build capacity and infrastructure at the community level (e.g., through funding, guidance, training,
partnerships) to create environments where children, youth, families, and individuals can
collectively thrive.

Strategic Goal 4: Support communities and families to respond to acute needs and facilitate
recovery from a range of crises and emergency situations

e Ensure that crisis support is trauma-informed, culturally specific, gender-responsive, timely, and
tailored to community needs.

o Foster resiliency (e.g., economic, social/emotional) among children, youth, families, individuals,
and communities to support them in weathering and recovering from emergencies.

e Encourage and support ACF grantees to exercise authority and discretion during times of crisis to
use funds strategically, equitably, and efficiently and to share data, information, and resources
across systems and service sectors.

Strategic Goal 5: Enable and promote innovation within ACF to improve the lives of children,
youth, families, and individuals

o Establish structures, processes, and tools that incorporate innovation into the culture and
operations of ACF.

¢ Improve employee job engagement, experience, capacity, and well-being, especially during high-
pressure periods or emergencies.

e Strengthen evidence-building activities and expand access to and use of data to improve the
design and delivery of all ACF programs.

e Bring an equity lens to recruitment, hiring, advancement, and employee satisfaction, recognizing
variations in experience across identity groups.
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1. BACKGROUND AND PURPOSE

On February 22, 2013, the White House Office of Science Technology and Policy (OSTP) issued a
memorandum to the heads of executive departments and agencies entitled “Increasing Access to the
Results of Federally Funded Scientific Research” (OSTP Memo or Public Access Memo). In the
memorandum, OSTP asks federal agencies with research and development budgets greater than $100
million per year to develop a plan to ensure free public access to federally-funded, peer-reviewed
scientific publications and to maximize public access—to the extent feasible and permitted by law—to
digital data resulting from federally funded research.

The Administration for Community Living (ACL) is an Operating Division (OPDIV) within the Department
of Health and Human Services (HHS), initially established on April 18, 2012, by bringing together the
Administration on Aging, the Office on Disability, and the Administration on Developmental Disabilities.
Through budget legislation in subsequent years, Congress moved several programs that serve older
adults and people with disabilities from other agencies to ACL, including the State Health Insurance
Assistance Program, the Paralysis Resource Center, and the Limb Loss Resource Center. Recently, the
2014 Workforce Innovation and Opportunities Act moved the independent living program, Assistive
Technology program, and the National Institute on Disability, Independent Living, and Rehabilitation
Research (NIDILRR) from the Department of Education to HHS/ACL. The transfer of NIDILRR, which has a
current appropriation for research and development of approximately $104 million, necessitated the
development of an ACL public access plan (prior to this transfer, ACL did not administer research
programs).

NIDILRR’s mission is to generate new knowledge and to promote its effective use to improve the abilities
of individuals with disabilities to perform activities of their choice in the community, and to expand
society’s capacity to provide full opportunities and accommodations for its citizens with disabilities.
NIDILRR achieves this mission by providing for research, development, demonstration, training,
technical assistance, and related activities to maximize full integration of individuals with disabilities in
society; ensuring the widespread distribution of practical scientific and technological information in
usable formats; and promoting the transfer, use, and adoption of rehabilitation technology for
individuals with disabilities in a timely manner.

ACL will make available to the public ACL/NIDILRR peer-reviewed scientific publications and data arising
from research funded in whole or in part by ACL/NIDILRR, to the extent feasible and permitted by law
and available resources.

The ACL Public Access Plan is intended to:

e Establish a mechanism for compliance with the OSTP public access policy;

* Make published results of ACL/NIDILRR-funded research more readily accessible to the public;

* Make scientific data collected through ACL/NIDILRR-funded research more readily accessible to
the public; and

* Increase the use of research results and scientific data to further advance scientific endeavors
and other tangible applications.
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ACL plans to implement its public access to publications plan in FY2016. ACL is developing a plan to
address public access to scientific data and will begin implementing the data public access plan in
FY2017.

2. PUBLIC ACCESS TO PEER-REVIEWED PUBLICATIONS
a. Definitions

Embargo: An embargo is defined as a period between the date of publication and the date the
publication is made publicly available for free.

Final peer-reviewed manuscript: A final peer-reviewed manuscript is defined as an author's final
manuscript of a peer-reviewed paper accepted for journal publication, including all
modifications from the peer-review process.

Final published article: A final published article is defined as a publisher's authoritative copy of
the paper, including all modifications from the publishing peer-review process, copy editing,
stylistic edits, and formatting changes.

Peer-reviewed publication: A peer-review publication is defined as a publication describing
original scientific research findings that has been peer-reviewed prior to being published in a
scientific journal.

Peer-reviewed publication’s metadata: Peer-reviewed publication’s metadata is defined as
information that describes a peer-reviewed publication, generally making the publication
uniquely identifiable and more easily searchable. Publication metadata often include the
publication author(s), publication title, journal title, publication date, publication abstract, and
unique identifying numbers or codes.

b. Scope

The ACL requirements for public access to peer-reviewed publications will be applicable to peer-
reviewed publications resulting from all research funded by ACL/NIDILRR , regardless of the
funding mechanism (e.g., grant, cooperative agreement, contract, other funding mechanism).

The ACL requirements for public access to peer-reviewed publications will also apply to peer-
reviewed publications resulting from research jointly supported by ACL/NIDILRR and a partner
agency, when the research is administered by ACL/NIDILRR. An exception to these requirements
is when the jointly-supported research is administered by a partner agency with a comparable
public access policy. In that case, ACL will defer to the partner agency's public access policy for
peer-reviewed publications.

ACL employees whose scientific work is published in peer-reviewed journals as part of their
assigned duties will be under the scope of this plan.

ACL does not have an intramural research program; therefore, it is not addressed in this plan.
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Requirements
These public access requirements will be applied prospectively, and not retrospectively.

ACL will use PubMed Central (PMC)—the National Institutes of Health (NIH) digital archive of
biomedical and life sciences journal literature, developed and operated by the National Library
of Medicine, as its designated peer-reviewed publications repository.

Using PMC service will enable ACL to meet the following objectives:

- Ensure that the public can read, download, and analyze in digital form final peer-reviewed
manuscripts or final published articles;

- Facilitate easy public search, analysis of, and access to peer-reviewed publications directly
arising from research funded by the Federal Government;

- Ensure full public access to peer-reviewed publications’ metadata, without charge upon first
publication, in a data format that ensures interoperability with current and future search
technology. The metadata will provide a link to the location where the full text and
associated supplemental materials will be made available after the embargo period;

- Encourage public-private collaboration to:

O maximize the potential for interoperability between public and private platforms
and creative reuse to enhance value to all stakeholders,
0 avoid unnecessary duplication of existing mechanisms,
0 maximize the impact of the Federal research investment, and
0 assist with implementation of the ACL Public Access plan;
- Ensure that attribution to authors, journals, and original publishers is maintained; and
- Ensure that publications and metadata are stored in an archive that:
0 provides for long-term preservation and access to the content without charge,
O uses standards, widely available and, to the extent possible, nonproprietary archival
formats for text and associated content,
0 provides access for persons with disabilities consistent with Section 508 of the
Rehabilitation Act of 1973, and
O enables integration and interoperability with other Federal public access archival
solutions and other appropriate archives.

The ACL public access plan requires that all peer-reviewed publications generated from
ACL/NIDILRR -funded research be publicly available via PubMed Central (PMC) no later than 12
months after the official publication date. The peer-reviewed publications may be made
available in either the final published article or final peer-reviewed manuscript format.

ACL/NIDILRR-funded authors may choose one of the following options to achieve compliance:

- When appropriate, publish their work in peer-reviewed journals that currently archive their
complete contents in PMC (full participation) with a 12 month or less embargo period. In
cases where an author publishes with one of these journals, the publisher will supply the
final published article directly to PMC and the author does not need to take any additional
action to comply with ACL Public Access Policy.
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The complete PMC journal list is available at http://www.ncbi.nIlm.nih.gov/pmc/journals/.
The “Participation Level” column indicates which journals have a full participation level and
the “Free Access” column indicates the journal’s embargo period from the date of
publication. To exercise this option, only those listed journals with both a full participation
level and the embargo period of 12 months or less will meet the requirements of the ACL
Public Access Policy.

- Submit final peer-reviewed manuscript to PMC through the National Institutes of Health
Manuscript Submission System (NIHMS) http://www.nihms.nih.gov/ upon acceptance of
the manuscript for publication, with the understanding that these manuscripts will be made
publicly available no later than 12 months after the official date of publication. The author
should address the requirements for PMC deposit with the publisher at the time of
acceptance or earlier to ensure compliance with the ACL Public Access Policy.

ACL employees whose work is published in peer-reviewed journals as part of their assigned
duties will also be required to make the peer-reviewed publications publicly available
through either one of the mechanisms indicated above.

d. Compliance and Evaluation

ACL will establish compliance terms and conditions for grant, cooperative agreement, contract,
and other funding mechanisms, to be included in all Funding Opportunity Announcements and
Requests for Proposals issued after October 1, 2016. The compliance terms and conditions will
also be communicated to all recipients of new awards for grants, cooperative agreements,
contracts, and other applicable funding mechanisms.

ACL/NIDILRR-supported investigators will be required to report any peer-reviewed manuscripts
that have been accepted for publication in their annual performance reports and final reports,
with an indication whether the compliance with the ACL Public Access Policy has been achieved
by one of the two methods below:

- The manuscript is being published in a journal with PMC’s full-participation status with a 12-
month or less embargo period; or

- The final peer-reviewed manuscript has been submitted through the National Institutes of
Health Manuscript Submission System (NIHMS) with an embargo period of 12 months or
less.

Grantee compliance will be monitored by requiring the ACL/NIDILRR-supported investigators to
identify the PubMed Central Identification Number (PMCID) for any peer-reviewed publications
associated with their grant, cooperative agreement, contract, or other funding mechanism to
demonstrate compliance with the ACL Public Access Plan. PMC assigns the PMCID to peer-
reviewed publications (final peer-reviewed manuscript and final published article) that are
under an embargo period as well as those that are already publicly available through PMC.

The data from the PMC’s funding agency administrative portal showing status of submitted final
peer-reviewed manuscripts and final published articles associated with ACL/NIDILRR-funded
grants, cooperative agreements, contracts, and other funding mechanisms will also be reviewed
at a regular interval. This will enable ACL to monitor compliance and take appropriate action such
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as prompting investigators who are delayed in completing necessary actions that PMC
requires in order to make the peer-review publications available to the public.

Failure to comply with ACL’s public access to publications plan could result in withholding,
suspension, or termination of funding for non-competing continuation awards. Before awarding
new grants or contracts, ACL will inquire whether prospective awardees are in compliance with
the ACL Public Access Policy. Prospective awardees’ failure to comply with ACL’s public access
policy could be considered a risk factor in making decisions for new awards.

ACL will rely on the HHS petition process for considering requests to shorten the embargo
period for publications in a specific field. This process is described in greater detail in the HHS
Guiding Principles and Approach for Enhancing Public Access, Appendix A at
http://www.hhs.gov/open/public-access-guiding-principles/index.html#app-a.

Compliance of ACL employees who published in peer-reviewed journals as part of their assigned
duties will be monitored through internal clearance and reporting processes.

Implementation Timeline

Implementation Activities

Timeline

Begin to communicate ACL requirements for
public access to peer-reviewed publications to
ACL stakeholders and solicit input and feedback
from stakeholders through ACL website and
other appropriate venues.

March 1, 2016

Establish an interagency agreement with NIH
establishing PMC as the repository for
ACL/NIDILRR-funded peer-reviewed
publications

March 31, 2016

Publish ACL’s requirements for public access to
peer-reviewed publications on the HHS Public
Access website, ACL website (ACL.gov), and
other appropriate venues, and identify point of
contact within ACL to respond to questions,
comments, or suggestions

October 1, 2016

Incorporate terms and conditions on
compliance with ACL’s requirements for public
access to peer-reviewed publications into ACL-
sponsored grant, cooperative agreement,
contract, and other funding mechanism
notices, such as Funding Opportunity
Announcements and Requests for Proposals

October 1, 2016

Communicate terms and conditions on public
access to peer-reviewed publications all
recipients of new awards for grants,
cooperative agreements, contracts, and other
applicable funding mechanisms.

October 1, 2016
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Implementation Activities Timeline

Review the status of implementation of ACL October 1, 2017
requirements on public access to peer-
reviewed publications and assess compliance

3. PUBLIC ACCESS TO SCIENTIFIC DATA

a. Definitions

Data embargo: A data embargo is defined as a period between the award’s end date and the date
the data is made publicly available for free.

Data management plan: A data management plan is defined as a written document describing how
researchers will provide for long-term preservation of, and access to, scientific data in digital
formats resulting from federally funded research, or explaining why long-term preservation and
access cannot be justified.

Dataset metadata: Dataset metadata is defined as information that describes a dataset, generally
making the dataset uniquely identifiable and more easily searchable, as well as information that
allows a meaningful and appropriate use of the data. Dataset metadata can include, but is not
limited to, principal investigator’s name, funding sources, project description, sample and sampling
procedures, variables, data collection instruments, interview guide and questions, meaning of data
codes, and other relevant information about the dataset that would enable meaningful and
appropriate use of the data by researchers other than those who originally collect the data.

Scientific data: Scientific data are defined as digitally recorded factual material commonly accepted
in the scientific community as necessary to validate research findings including data sets used to
support scholarly publications. Scientific data do not include laboratory notebooks, preliminary
analyses, drafts of scientific papers, plans for future research, peer review reports,
communications with colleagues, or physical objects, such as laboratory specimens. For the
purpose of this public access plan, the following types of data are excluded from the scope of this
plan: personally identifiable data; proprietary trade data; and other data whose release is limited
by law, regulation, security requirements, or policy.

b. Scope

The ACL requirements for public access to scientific data will be applicable to all research funded
by ACL/NIDILRR, regardless of the funding mechanism (e.g., grant, cooperative agreement,
contract, other funding mechanisms). The ACL requirements for public access to scientific data will
also apply to research jointly supported by ACL/NIDILRR and a partner agency, when the research
is administered by ACL/NIDILRR. An exception to these requirements is when the jointly-supported
research is administered by a partner agency with a comparable public access policy. In that case,
ACL will defer to the partner agency's public access policy for scientific data.

Scientific data collected by ACL employees as part of their assigned duties will be under the scope
of this plan.
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ACL does not have an intramural research program; therefore, it is not addressed in this plan.

Requirements

These public access requirements will be applied prospectively, not retrospectively. However, in
case of ongoing longitudinal data collection, it may be necessary to make the previously collected
data available retrospectively if doing so is essential for the prospectively collected data to be
meaningful and useful for future analyses.

The ACL public access plan requires that scientific data generated from ACL/NIDILRR-funded
research be publicly available no later than 24 months after an award’s end date. The scientific
data must be packaged and stored in such a way that enables retrieval and meaningful use by
interested parties at no cost. When an award funds more than one research project or a research
project generates more than one type of scientific data, all datasets must be made publicly
available. Each dataset must have a Digital Object Identifier (DOI) for future reference and citation.

ACL designates the Interuniversity Consortium for Political and Social Research (ICPSR), a unit
within the Institute for Social Research at the University of Michigan that provides data archiving
services, as its preferred data repository for scientific data from all ACL/NIDILRR-funded research.
The exception to this designation is the archiving of longitudinal scientific data collected through
the ACL/NIDILRR-funded Burn Injury, Spinal Cord Injury, and Traumatic Brain Injury Model
Systems. For these three specific funding programs, the longitudinal scientific data have been and
will continue to be deposited to and made publicly available by the National Statistical and Data
Center of each respective model system. The National Statistical and Data Centers have the
capacity to function as a data repository and making those data accessible to the public.

ICPSR operates an internationally recognized repository that meets industry standards and accepts
both quantitative and qualitative data. ICPSR also has a provision for an embargo period, where
the data can be held but not released for up to 24 months from the date of depositing, at the
submitter’s request. ICPSR assigns DOlIs for datasets that are under an embargo period and those
already made publicly available.

ACL/NIDILRR-funded awardees may choose another public repository to deposit their dataset(s),
provided that 1) there is a satisfactory justification for why it is not possible to deposit the dataset
at ICPSR and 2) the chosen repository is comparable to ICPSR as far as meeting industry standards
on data archiving and having an embargo period that will allow the awardee’s compliance with this
plan.

ACL/NIDILRR-funded awardees may include a justification for using a different repository in the
data management plan submitted as part of the original proposal.

ACL requires that applicants for ACL/NIDILRR grants and cooperative agreements, as well as
applicable contracts and other types of award as determined by ACL, submit a data management
plan. ACL will review the data management plans of potential awardees for completeness and

compliance before releasing the awards.

The data management plan (DMP) must include the following components:
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i Description of the types and format of data to be collected, and how they will be
organized, stored, and preserved.

ii. Description of metadata to be included in the data submission to a repository in order to
enable meaningful and useful analysis of the data by users who are not part of the
research team.

iii. Indication of whether the awardee will submit the scientific data to ICPSR or another
public data repository. If the data are to be submitted to ICPSR, no further justification is
required. If another repository is identified, the awardee must provide a justification of
how this repository will provide for a long-term preservation of, and public access to,
scientific data in digital formats resulting from ACL/NIDILRR funded research at no cost.
This justification should include a description of the way in which shared digital data will
be discoverable, retrievable, and analyzable through the chosen data repository.

iv. If applicable, explain why data sharing, long-term preservation, and access cannot be
justified.

V. Provide a plan to address the study participants’ consent process to enable the de-
identified data to be shared broadly for future research.

vi. Indicate an estimated cost to implement the data management plan. This cost is allowable
as part of the award’s direct costs.

ACL is planning to develop an online training module for ACL/NIDILRR awardees on planning for
archiving and preservation of data. Awardees will be required to meet the training requirement
within the first 3 months of their award start date. The purpose of this training module is to raise
awareness of best practices in data preparation and packaging from the onset of data collection to
maximize the data’s usability at a later date.

ACL employees who collect scientific data as part of their assigned duties will also be required to
deposit the data and make them available through the ICPSR.

ACL may issue additional guidance in specific areas as needed to support the implementation of its
public access for scientific data plan.

Compliance and Evaluation

ACL will establish compliance terms and conditions for grant, cooperative agreement, contract,
and other funding mechanisms, to be included in all Funding Opportunity Announcements and
Requests for Proposals issued after October 1, 2017. The compliance terms and conditions will also
be communicated to all recipients of new awards for grants, cooperative agreements, contracts,
and other applicable funding mechanisms.

ACL will monitor awardees’ compliance by requiring ACL/NIDILRR-supported investigators to
report their submission of the scientific data to ICPSR or an equivalent repository, the date that the
data will be release within 24 months after the award’s end date, and the DOIs for all datasets
associated with their grant, cooperative agreement, contract, or other types of award. Awardees
will be required to report this information in the Final Report for each award.
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Failure to comply with ACL’s public access to scientific data plan could affect the decision to issue a
new award. Before awarding new grants or contracts, ACL will determine whether prospective
awardees are in compliance with the ACL plan for public access to scientific data. If an awardee
fails to comply with ACL’s public access policy, ACL may consider this failure to comply as part of
the awardee’s history of performance when making decisions about future awards.

Compliance of ACL employees who collect scientific data as part of their assigned duties will be
monitored through internal reporting processes.

e. Implementation Timeline

Implementation Activities Timeline

Begin to communicate ACL requirements for Ongoing
public access to scientific data to ACL
stakeholders

Submit ACL public access plan for scientific data | April 30, 2017
to HHS Office of Secretary for clearance

Publish ACL’s requirements for public access to | June 30, 2017
scientific data on the HHS Public Access
website, ACL website (ACL.gov), and other
appropriate venues, and identify point of
contact within ACL to respond to questions,
comments, or suggestions

Incorporate terms and conditions on October 1, 2017
compliance with ACL’s requirements for public
access to scientific data into applicable ACL-
sponsored grant, cooperative agreement,
contract, and other funding mechanism
notices, such as Funding Opportunity
Announcements and Requests for Proposals

Communicate terms and conditions on public October 1, 2017
access to scientific data to applicable recipients
of new awards for grants, cooperative
agreements, contracts, and other applicable
funding mechanisms.

Review the status of implementation of ACL October 1, 2018
requirements on public access to scientific data
and assess compliance
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1. BACKGROUND AND PURPOSE

On February 22, 2013, the White House Office of Science and Technology
Policy (OSTP) issued a memorandum to the heads of executive departments
and agencies entitled “Increasing Access to the Results of Federally Funded
Scientific Research” (OSTP Memo or Public Access Memo). To increase
public access to the results of research funded by the Federal Government,
OSTP directed federal agencies (such as the FDA) with research and
development budgets greater than $100 million per year to provide free public
access to federally funded, peer-reviewed, scientific publications and their
associated data. The OSTP Memo also directed agencies to maximize public
access, to the extent feasible and permitted by law, to digitally formatted data
resulting from federally funded research.

This Staff Manual Guide (“Guide”) directly addresses FDA’s implementation
of this memorandum, as related to FDA-funded research.

2. SCOPE

A. This Guide imposes no requirements on researchers to publish research
findings, although this is certainly encouraged, as appropriate. Publication
and data access will be triggered if a researcher chooses to publish
research findings in a peer-reviewed article. This Guide imposes no
requirements to disclose digital data that is the result of FDA-funded
research that is excluded from the definition of digital data (see Section
5.B for definition and exclusions).
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B. This Guide establishes the minimum expectations to maximize access to
results of FDA-funded scientific research. However, individual
Centers/Offices may prescribe additional requirements. Centers/Offices
may supplement and expand upon the policy and procedures to meet their
specific needs through issuance of written policies, standard operating
procedures (SOPs), or template data management plans, so long as those
documents support, and are consistent with this Guide.

C. While FDA embraces the values of openness and transparency in the
OSTP Memo, the agency is, in general, restricted by statute, regulation,
and policy from disclosing certain categories of information and data,
including, but not limited to:

¢ information that constitutes trade secret and confidential commercial
information, or that otherwise must be protected to preserve intellectual
property rights;

e privileged information, including information related to ongoing product
reviews, regulatory decision-making, and enforcement or ongoing
criminal or administrative investigations;

e personal privacy information; and
e national security and other classified information.
D. Peer-Reviewed Atrticles: Intramural Research

The policy related to public access to the final published articles described
in Section 3.A of this Guide applies to peer-reviewed articles accepted for
publication on or after December 29, 2015, and authored, fully or in-part,
by an FDA employee as part of their assigned duties.’

E. Data Management: Intramural Research

The policy related to data management described in Section 3.B of this
Guide applies to scientific research to be conducted by an FDA employee
who proposes the research to managers for on or after December 29,
2015, including research to be conducted by an FDA employee involving
data acquired, collected, or processed by a third party.

! This Guide does not apply if the publication is not part of an FDA employee’s assigned work.
For guidance on non-assigned but FDA-related articles, please see Guide
2126.3: “Review of FDA-Related Articles and Speeches.”
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Section 3.B does not apply to research that only acquires, collects, or
otherwise uses data excluded from the definition of digital data (see
Section 5.B for definition and exclusions). Furthermore, Section 3.B does
not apply to research required to address immediate threats to public
health and safety.

F. Peer-Reviewed Articles: FDA-funded Extramural Research

The policy related to public access to the final published articles described
in Section 3.C of this Guide applies to all peer-reviewed articles accepted
for publication that result from FDA-funded extramural research.

Program Officials shall ensure that extramural FDA-funded researchers
comply with Section 3.C as a term and condition of a contract, grant, or
assistance agreement related to scientific research that is initiated, or
renewed, on or after December 29, 2015.

G. Data Management: FDA-funded Extramural Research

The policy related to data management described in Section 3.D of this
Guide applies to scientific research to be conducted by an FDA-funded
extramural researcher.

Program Officials shall ensure that extramural FDA-funded researchers
comply with Section 3.D as a term and condition of a contract, grant, or
assistance agreement related to scientific research that is initiated or
renewed.

Section 3.D does not apply to research that only acquires, collects, or
otherwise uses data excluded from the definition of digital data (see
Section 5.B for definition and exclusions).

H. Peer-Reviewed Articles and Data Management: FDA Intramural-
Extramural Collaborations

When more than one federal public access and data management policy
could cover collaborative scientific research proposed to an FDA
researcher’s manager, compliance with this Guide is only required when
an FDA researcher has primary responsibility (e.g., serves as the principal
investigator or corresponding author) for the proposed scientific research
pursuant to a written collaboration agreement.

3. POLICY AND PROCEDURES

A. Peer Reviewed Articles and Article Metadata: Intramural Research

46



1.

Peer-Reviewed Articles

The final published articles covered by this policy must appear in the
National Library of Medicine’s (NLM) PubMed Central (PMC) for free
public access to the full-text of the final published article within 12
months of the publication date. In order to ensure that the final
published article is available through PMC within 12 months of the
publication date, the final published article should be submitted to PMC
within 10 business days of the date on which the final published article
is available to either the journal’s readership in print form or online, if
the journal is electronic only.

A final published article can be submitted to PMC by:

e an FDA employee who is an author of the final published article, or
their designee, via the NIH Manuscript Submission System

(NIHMS), or

e the publisher of a PMC full participation journal carrying the final
published article, pursuant to an agreement between the publisher
and NLM.

To learn whether the publisher will submit the final published article or
whether an FDA employee who is an author of the final published
article has the responsibility for submission via NIHMS, please see the
list of full participation journals? that submit final published articles
directly to PMC.3

For directions on the use of NIHMS and completion of the submission
process (including initial submission, processing, and final author
review), see the NLM tutorials* regarding use of NIHMS and PMC.
FDA-specific tutorials for the submission of final published articles can
be found on the website of the Office of the Chief Scientist.

Final published articles authored by agency employees do not carry
copyright protections in the United States but may be protectable
outside of the United States.® Though not required, to avoid publisher
confusion, employees should consider ensuring that any publication
agreement or similar copyright transfer agreement with the publisher

2 http://www.ncbi.nlm.nih.gov/pmc/journals/

3 Note also that authors using NIHMS to submit an article to PMC will receive a notice if the
journal will submit or already has submitted that article to PMC.

4 https://nihms.nih.gov/db/sub.cqgi?page=stepbystep

517 U.S.C. §105
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allows the final published article to be posted to PMC in accordance
with this Guide.

Once the PMC process for submitting a final published article is
complete, PMC will ensure that the final published article is reviewable
and searchable by, and freely available to, the public no later than 12
months after the date of publication.

. Article Metadata

Article metadata covered by this policy must be made freely available
to the public upon publication. Article metadata will be made available
via NLM’s PubMed index.

For final published articles in journals that are ordinarily indexed by
MEDLINE, article metadata will appear automatically within PubMed
without action by FDA or the authors.

For final published articles in journals that are not ordinarily indexed by
MEDLINE, article metadata will appear within PubMed after the final
published article is submitted to PMC via NIHMS.

. Publication Tracking

To monitor compliance with agency publication access policies and to
track agency publications, the FDA Library will maintain the catalog of
FDA final published articles (Internal Article Catalog).

. Compliance

At the conclusion of each calendar year, starting with calendar year
2016, the Office of the Chief Scientist will compare the number of final
published articles deposited in the Internal Article Catalog to the
number of FDA final published articles deposited into PMC over the
same time period—the ratio will serve as a rough compliance rate that
the Office of the Chief Scientist will publish on the website of the Office
of the Chief Scientist.

At the conclusion of each calendar year, starting with calendar year
2016, the Office of the Chief Scientist will randomly audit 10% of the
final published articles listed in the Internal Article Catalog. The Office
of the Chief Scientist will determine which of the audited final published
articles have been correctly deposited into PMC in accordance with
this policy.
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For those final published articles not in compliance, the Office of the
Chief Scientist will request compliance with this policy, provide
assistance in complying, and issue a deadline for compliance. If
delinquent final published articles are not deposited by the deadline,
the Office of the Chief Scientist will notify the FDA researcher’s
supervisor. Previous non-compliance may be considered in decisions
regarding future research.

B. Digital Data: Intramural Research
1. Data Management Plans
Researchers must submit a proposed Data Management Plan (DMP):

e when submitting a formal research proposal to receive approval
from a manager or supervisor to conduct research that acquires,
collects, or otherwise uses digital data (see Section 5.B for
definition and exclusions);® or

e prior to a decisional funding review for research as part of an
intramural grant (for example, the Office of the Chief Scientist
Intramural Grant programs).

The Office of Scientific Integrity will work with Centers/Offices to
develop a Data Management Plan template’. However,
Centers/Offices may implement their own Data Management Plan
template with the approval of the Office of Scientific Integrity. A
researcher’s proposed DMP must include the following:

o types of digital data (see Section 5.B for definition and exclusions)
to be produced or collected in the study;

o digital data metadata that will be made publicly available and used
to describe any publicly stored data;

e the researcher's commitment to make digital data (see Section 5.B
for definition and exclusions) supporting a final published article
freely available to the public upon publication, if appropriate;

6 Refer to Section 2E. This Guide applies to an FDA employee conducting or primarily
responsible for proposed research even if the FDA employee proposes to use a third party to
acquire, collect, or otherwise process digital data (see Section 5.B for definition and
exclusions). The FDA researcher should ensure that the agreement with the third party to
acquire, collect, or process data establishes the expectations for data management as
described in the approved data management plan.

" Form FDA 4070, “Data Management Plan Form and Instructions,”
https://www.fda.gov/media/131750/download
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e digital data structuring (organization) and file formatting that will be
used;

e data security measures that will be used and a description of the
data that are private, privileged, or otherwise confidential; and

e plans for digital data storage, archiving, and long-term preservation,
as feasible, cost-effective, and appropriate (including, as
applicable, an explanation why long-term preservation and access
to data are not justified), in accordance with applicable records
retention requirements.®

Researchers seeking research approval from management or seeking
research funds via intramural grants should include planned data
management costs in their proposals to ensure that they have the
resources they believe are necessary to comply with proposed DMPs.

Researchers are expected to acquire digital data pursuant to approved
data management plans. All formal status updates, progress reports,
or reporting of results to management or the agency office providing
intramural grant funding should include a statement of compliance with
approved data management plans or a description of and reasons for
any departures from approved data management plans.

Agency officials reviewing requests to conduct research or requests for
funds will review data management plans on their merits in deciding
whether to approve or fund research. In deciding whether to approve
or fund research, reviewing officials will approve proposed DMPs as
written or require changes to proposed DMPs as a condition of
research approval or funding. Reviewing officials should consider the
standards and common practices of the relevant scientific community
or discipline regarding the value of public access to such data.
Reviewing officials will consider the following in evaluating proposed
DMPs:

e the value of long-term preservation of research data versus the
associated cost and administrative burden—to the agency, Center,
and specific agency strategic priorities or research program to
which the research proposal relates;

e whether digital data (see Section 5.B for definition and exclusions)
should be publicly accessible to search, retrieve, and analyze;

8 For questions regarding retention schedules or any other related questions, please contact your
Center/Office Assistant Records Liaison Officer (ARLO).
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e restrictions regarding the disclosure of research data based upon
agency regulations, statute, privacy concerns including HIPAA,
proprietary interests, IRB requirements, or otherwise;®

e data storage, preservation, or records retention requirements; and

e available Center or agency resources—monetary, physical, human,
technological or otherwise.

2. Public Access to Research Data

Researchers will provide public access to research data as provided in
the approved data management plan. A researcher will provide access
to the digital data (see Section 5.B for definition and exclusions)
supporting the published research, consistent with the commitment in
the approved data management plan, upon publication of a peer-
reviewed article based on those data.

Digital data supporting the published research constitutes digital data
and associated key digital data metadata needed to independently
evaluate the data presented in the figures, images, charts, and tables
in the final published article.

Given the presumption of openness of agency data, the agency will
maximize access to digital data (see Section 5.B for definition and
exclusions), while

e preserving the integrity of the data;

e adhering to applicable legal or regulatory restrictions on information
disclosure; and

e balancing the value of public access to the data and the associated
cost and administrative burden such as those related to modifying
datasets to allow disclosure. For example, methods of disclosure
may include creation of datasets that de-identify human subjects, or
redaction or aggregation of datasets prior to sharing.

The Office of the Chief Scientist will support researchers seeking to
make datasets freely available to the public by identifying methods and

% In evaluating access to digital data, managers may consider the need to keep certain digital
data confidential to ensure that research based upon that data can be published in the peer
reviewed literature. Such evaluation does not supersede any policies or other considerations
regarding access to data important to public health and safety, consistent with applicable
statutes, regulations, and policy on information disclosure.
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resources for providing public access to datasets. These methods
might include:

e depositing data in an existing public data repository (preferred);

e submission of supplemental information to the publishing journal
(acceptable for smaller datasets);

e housing data on FDA webservers (acceptable); and

e making data available upon request (acceptable if there are
considerations that would make storage in the public domain
impractical or inappropriate—e.g., cost and resource limitations).

Information about available resources for making data freely available
to the public can be found on the website of the Office of the Chief
Scientist.

3. Compliance

FDA researchers are expected to acquire digital data pursuant to
approved DMPs. As described in section 3.B.i, above, researchers
should certify compliance with approved DMPs or note and explain any
deviations from those DMPs whenever reporting results or providing
status reports to management or the FDA office providing intramural
funding. Managers and funding sources should consider deviations
from approved DMPs and address any concerns to researchers.
Where concerns with data management practices cannot be resolved,
the managers or funding sources may consider whether to continue
supporting the research. Managers may also consider whether
deviations from approved DMPs should be considered in performance
evaluations. Managers may consider prior compliance with this Guide
in regards to future research and during performance appraisals.

C. Peer Reviewed Articles and Article Metadata: Extramural Research
Through the Statement of Work, Funding Opportunity Announcement, or
similar instrument, Program Officials shall ensure, as a term and condition
of a contract, grant, or assistance agreement, that extramural FDA-funded
researchers provide, among other things:

¢ the final published article metadata to PubMed upon publication, and

¢ the final published article to PMC within 12 months of its publication
date.
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D. Digital Data: Extramural Research

1.

Data Management Plan

Through the Statement of Work, Funding Opportunity Announcement,

or similar instrument, Program Officials shall ensure that applicants for
FDA funding provide a data management plan to the Program Official

prior to commencing any related services or work. Elements of a data

management plan should include, without limitation, the following:

o types of digital data (see Section 5.B for definition and exclusions)
to be produced or collected in the study;

o digital data metadata that will be made publicly available and used
to describe any publicly stored data;

e the researcher’'s commitment to make digital data (see Section 5.B
for definition and exclusions) supporting a final published article
freely available to the public upon publication, if appropriate;

e digital data structuring (organization) and file formatting that will be
used;

e data security measures that will be used and a description of the
data that are private, privileged, or otherwise confidential; and

e plans for digital data storage, archiving, and long-term preservation,
as feasible, cost-effective, and appropriate (including, as
applicable, an explanation why long-term preservation and access
to data are not justified).

Public Access to Research Data

Through the Statement of Work, Funding Opportunity Announcement,
or similar instrument, Program Officials shall ensure, as a term and
condition of a contract, grant, or assistance agreement, that extramural
FDA-funded researchers will provide public access to research data as
provided in the applicable approved data management plan. In
addition, an extramural FDA-funded researcher will provide access to
the digital data (see Section 5.B for definition and exclusions)
supporting any published research, consistent with the commitment in
the approved data management plan, upon publication of a peer-
reviewed article based on those data.
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4. RESPONSIBILITIES
A. Office of Public Health Strategy and Analysis

The Office of Public Health Strategy and Analysis (OPHSA) provides
strategic direction and data-driven analysis for the agency to more
effectively and efficiently protect and promote the public health.

OPHSA will collaborate with the Office of Scientific Integrity to implement
this Guide. This includes, without limitation, convening and leading
steering committee meetings and implementation working groups,
delegating tasks, orchestrating work performed by and input received from
FDA Centers/Offices and operational components, directing
implementation strategy, and developing training materials and additional
instruction based on this Guide.

B. Office of Scientific Integrity

The Office of Scientific Integrity (OSI) reports to the Chief Scientist and
works with others in the Office of the Commissioner and FDA's
Centers/Offices to promote FDA'’s public health mission by strengthening
the credibility of the agency’s science and science-based decision-making.

OSI will collaborate with OPHSA to implement this Guide. This includes,
without limitation, convening and leading steering committee meetings and
implementation working groups, delegating tasks, orchestrating work
performed by and input received from FDA Centers/Offices and
operational components, directing implementation strategy, and
developing training materials and additional instruction based on this
Guide.

C. Senior Science Council

The Senior Science Council (SSC) provides advice and guidance to the
agency and the Centers’/Offices’ leadership on cross-cutting regulatory
science planning, reporting, programs, policies, and communication.

SSC will review and provide expert input into agency implementation of
the agency’s data and publication access policy. Furthermore, OPHSA
and OSI will likely recruit members of implementation working groups from
the SSC or seek advice from the SSC on appropriate working group
participants.
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D. Office of Health Informatics

The Office of Health Informatics (OHI), led by the Chief Health Informatics
Officer, examines and employs innovative concepts, tools, and informatics
solutions to support the agency’s mission of promoting and protecting
America’s public health. OHI also has the primary goal of addressing the
informatics and data needs and challenges of the FDA Centers/Offices,
and providing the best possible support for their individual missions.

OHI will spearhead efforts related to management of FDA data resources,
groups devoted to standardization of data or publication metadata, and
otherwise serve as a liaison to HHS and interagency working groups
related to development of standards for publication or data access. OHI
will investigate various informatics strategies to serve as an agency-wide
informatics solutions.

E. Program Official (PO)

Contracts: The PO is responsible for ensuring that the requirements of
public access are clearly set forth in the Statement of Work or any similar
document which describes the requirements that are to be performed by a
contractor. The PO is also responsible to ensure that the contractor meets
the requirements of public access by the delivery date(s) and/or within the
period of performance.

Grants: The PO is responsible for ensuring that the requirements of public
access are clearly set forth in the Funding Opportunity Announcement and
that the grant recipient meets the requirements of public access by the
delivery date(s) and/or within the period of performance. The PO also
ensures that the grant applications are in accordance with instructions
provided by the DHHS awarding office.

F. FDA Centers/Offices

FDA Centers/Offices promote the public health through the evaluation,
surveillance, and review of FDA regulated products and the enforcement
of the applicable statutes and regulations. The Centers/Offices are also
the agency components primarily responsible for the conduct and funding
of agency scientific research.

FDA Centers/Offices may update, or create, policies and procedures
required to comply with this Guide.
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5. DEFINITIONS

A. Article Metadata

For purposes of this Guide, the phrase “article metadata” is defined as
information that describes a peer-reviewed article, generally making the
article uniquely identifiable and more easily searchable. Article metadata
often include the article author, article title, publication title, publication
date, article abstract, and unique identifying numbers or codes. For
example, article metadata comprise the records found on PubMed or
similar catalog.

. Digital Data

Pursuant to the OSTP Memo and OMB Circular A-110, the term “digital
data” is defined as the digitally recorded factual material that would be
commonly accepted in the scientific community as necessary to validate
published, peer-reviewed scientific articles. Moreover, the following are
expressly excluded from the definition of digital data for the purposes of
this Guide:

e preliminary materials underlying the data or factual information,
including lab notebooks, preliminary analyses, drafts, plans for future
research, peer-review reports, communications with colleagues, or
physical objects such as lab specimens;

e data shared with FDA but owned by other organizations (e.g.,
aggregate electronic healthcare data from other parties used by FDA in
product safety monitoring pursuant to FDA’s Sentinel program);

e data FDA received as part of an application for market authorization or
application for exemption from marketing restrictions for investigational
use;

e data obtained under licensing or data use agreements, or cooperative
research and development agreements that include terms restricting
the release and/or sharing of the data;

e data or information not available for disclosure pursuant to statute or
regulation as described in Section 2 above; and

¢ technical and administrative data.
Nothing in this definition of data imposes requirements on researchers to

digitize scientific data in order to comply with agency publication or data
access policies.
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C. Digital Data Metadata

“Digital data metadata” is defined as information describing the digital data
and generally making the information/dataset uniquely identifiable and
more easily searchable. Digital data metadata includes, but is not limited
to, project title and abstract, collection dates, data format, and contact
information.

D. Digital Repository

A digital repository is a focused collection of digital objects that can
include text, visual material, audio material, and video material stored in
electronic media formats along with means for organizing, storing, and
retrieving the files and media contained in the library collection.

E. FDA Center/Office

For purposes of this policy, the terms, “FDA Center/Office” or
“Center/Office” refer to one of FDA'’s core operating components—namely,
the Office of Regulatory Affairs, the Center for Food Safety and Applied
Nutrition, the Center for Drug Evaluation and Research, the Center for
Biologics Evaluation and Research, the Center for Devices and
Radiological Health, the Center for Veterinary Medicine, Center for
Tobacco Products, and the National Center for Toxicological Research,
and other agency components that conduct or fund scientific research,
including offices within the Office of the Commissioner.

F. Final Published Article

For purposes of this plan, “final published article” is defined as a
publisher’s copy of a peer-reviewed article, including all modifications from
the publishing peer-review process, copy editing, stylistic edits, and
formatting changes.

G. Full Participation Journal
Some journals commit to depositing the complete contents of each issue
or volume, starting with a particular volume/issue or publication date, into
PMC. PMC has a complete archive for many full participation journals
going back to their first volume and issue.

H. Peer-Reviewed Article
For the purposes of this policy, the phrase “peer-reviewed article” is

defined as an article published in a scholarly scientific journal that has
been peer-reviewed prior to publication.
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. PubMed Central

PubMed Central (PMC) is a free digital repository of biomedical and life
sciences journal literature at the U.S. National Institutes of Health's
National Library of Medicine (NIH/NLM) developed and managed by
NLM’s National Center for Biotechnology Information (NCBI).

. LEGAL AUTHORITY AND REFERENCES

Federal statute, regulations, and policy provide the authority, legal framework,
and impetus for expanding public access to federally funded publications and
digital data, including, but not limited to:

e America COMPETES Reauthorization Act of 2010 (Pub. L. No. 111-358),
Section 103 sets out the OSTP Director’s “responsibility to coordinate
Federal science agency research and policies related to the dissemination
and long-term stewardship of the results of unclassified research,
including [...] peer-reviewed scholarly publications, supported wholly, or in
part, by funding from the Federal science agencies.”

e Food and Drug Administration Modernization Act of 1997 (Pub. L. No.
105-115), Section 113 (requiring establishment of a registry of clinical
trials for both federally and privately funded trials of experimental
treatments for serious or life-threatening diseases).

e Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. § 794d), as
amended by the Workforce Investment Act of 1998 (Pub. L. No. 105-220),
Aug. 7, 1998.

e Freedom of Information Act, 5 U.S.C. § 552.

e Privacy Act, 5 U.S.C. § 552a.

e Trade Secrets Act, 18 U.S.C. § 1905.

e The Health Insurance Portability and Accountability Act of 1996 (HIPAA)
(Pub. L. No. 104—191).

e Copyright Act, 17 U.S.C. § 101 et seq.

e Food, Drug, and Cosmetic Act, 21 U.S.C. § 301 et seq.

e Public Health Service Act, 42 U.S.C.

e Executive Order, “Making Open and Machine Readable the New Default
for Government Information” (May 9, 2013).
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http://uscode.house.gov/view.xhtml?req=(title:5%20section:552a%20edition:prelim)%20OR%20(granuleid:USC-prelim-title5-section552a)&f=treesort&edition=prelim&num=0&jumpTo=true
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http://uscode.house.gov/view.xhtml?req=(title:18%20section:1905%20edition:prelim)%20OR%20(granuleid:USC-prelim-title18-section1905)&f=treesort&edition=prelim&num=0&jumpTo=true
http://uscode.house.gov/view.xhtml?req=(title:18%20section:1905%20edition:prelim)%20OR%20(granuleid:USC-prelim-title18-section1905)&f=treesort&edition=prelim&num=0&jumpTo=true
https://www.congress.gov/104/plaws/publ191/PLAW-104publ191.pdf
https://www.congress.gov/104/plaws/publ191/PLAW-104publ191.pdf
https://www.congress.gov/104/plaws/publ191/PLAW-104publ191.pdf
https://www.congress.gov/104/plaws/publ191/PLAW-104publ191.pdf
http://uscode.house.gov/view.xhtml?req=(title:17%20section:101%20edition:prelim)%20OR%20(granuleid:USC-prelim-title17-section101)&f=treesort&edition=prelim&num=0&jumpTo=true
http://uscode.house.gov/view.xhtml?req=(title:17%20section:101%20edition:prelim)%20OR%20(granuleid:USC-prelim-title17-section101)&f=treesort&edition=prelim&num=0&jumpTo=true
https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
http://uscode.house.gov/browse/prelim@title42&edition=prelim
http://uscode.house.gov/browse/prelim@title42&edition=prelim
https://obamawhitehouse.archives.gov/the-press-office/2013/05/09/executive-order-making-open-and-machine-readable-new-default-government-
https://obamawhitehouse.archives.gov/the-press-office/2013/05/09/executive-order-making-open-and-machine-readable-new-default-government-
https://obamawhitehouse.archives.gov/the-press-office/2013/05/09/executive-order-making-open-and-machine-readable-new-default-government-
https://obamawhitehouse.archives.gov/the-press-office/2013/05/09/executive-order-making-open-and-machine-readable-new-default-government-

e Office of Management and Budget, Memorandum for the Heads of
Executive Departments and Agencies, “Open Data Policy—Managing
Information as an Asset” (May 9, 2013).

e Office of Science and Technology Policy, Memorandum for the Heads of
Executive Departments and Agencies, “Increasing Access to the Results
of Federally Funded Scientific Research” (Feb. 22, 2013).

e President Barack Obama, Memorandum for the Heads of Executive
Departments and Agencies, “Transparency and Open Government” (Jan.
21, 2009).

e Office of Management and Budget Director, Peter Orszag, Memorandum

for the Heads of Executive Departments and Agencies, “Open
Government Directive” (Dec. 8, 2009).

e Grants and Agreements, Uniform Administrative Requirements, Cost
Principles, and Audit Requirements for HHS Awards, 45 CFR Part 75.

e Federal Acquisition Regulations System, Solicitation Provisions and
Contract Clauses, 48 CFR Part 52.

e FDA Regulations, Public Information, 21 CFR Part 20 (and other
regulations cross-referenced therein).

e FDA Regulations, Protection of Privacy, 21 CFR Part 21.

o FDA Staff Manual Guide 9001.1, Scientific Integrity at FDA (Feb. 3, 2012).

e FDA Staff Manual Guide 2126.3, Review of FDA-Related Articles and
Speeches (Feb. 2, 2011) (“FDA encourages employees to share
information that may benefit the public health by giving speeches and
publishing articles in scientific or professional journals or other
publications.”).

. EFFECTIVE DATE

The effective date of this staff manual guide is July 12, 2017.
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8. Document History - SMG 2126.4, Access to Results of FDA-Funded
Scientific Research

LOCATION
S(IT'AF‘{TLCJ:)S APEQ(E\E/ED OF CHANGE | CONTACT APPROVING OFFICIAL
Y HISTORY
i OC/0OCS/ Walter S. Harris, FDA Chief
Initial 12/22/2015 N/a osI Operating Officer
Revision | 05/21/2017 N/a OC/OCS/ Luciana Bor?o, Acting Chief
OSl Scientist
Added OC/0CS/ Matthew Warren, Director, Office
Change | 10/15/2019 footnote 7 oSl of Scientific Integrity

Back to General Administration, Volume Il (2000-3999)
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Request for Information on the NIH Plan to Enhance Public Access to the Results of NIH-Supported Research
Notice Number:
NOT-OD-23-091

Key Dates

Release Date:
February 21 2023

Response Date:
April 24, 2023

Related Announcements

NOT-OD-21-013 — Final NIH Policy for Data Management and Sharing

NOT-OD-08-033 - Revised Policy on Enhancing Public Access to Archived Publications Resulting from NIH-
Funded Research

Issued by

Office of The Director, National Institutes of Health (OD)

Purpose

NIH seeks public input on the “NIH Plan to Enhance Public Access to the Results of NIH-Supported Research”
(NIH Public Access Plan). NIH has a decades-long history of providing public access to scholarly publications
and data resulting from the research it supports, including through the 2008 NIH Public Access Policy and the
2023 Data Management and Sharing Policy. In 2022, the White House Office of Science and Technology Policy
(OSTP) released a memorandum on “Ensuring Free, Immediate, and Equitable Access to Federally Funded
Research” that establishes new guidance for improving public access to scholarly publications and data resulting
from Federally supported research. The NIH Public Access Plan outlines the proposed approach NIH will take to
implement the new guidance, consistent with its longstanding commitment to public access.

Background

For decades, NIH has pioneered efforts to increase public access to publications and research data resulting from
its supported research. The NIH Public Access Policy, in effect since 2008, requires that NIH-supported
researchers submit their peer-reviewed manuscripts to the PubMed Central (PMC) digital archive of full-text
biomedical literature upon acceptance for publication, making them freely available to the public after an
allowable embargo period of not more than 12 months after the publication date. This policy has to-date resulted
in more than 1.4 million articles reporting on NIH-supported research being freely available to the public in
PMC. NIH has also established a series of policies to improve access to data resulting from its supported
research. In 2003, NIH implemented the first NIH Data Sharing Policy, which was replaced by the NIH Policy
on Data Management and Sharing (the NIH DMS Policy) that went into effect on January 25, 2023. The NIH
DMS Policy requires submission of a Data Management and Sharing Plan for research generating scientific
data.

Increasing access to publications and data resulting from federally funded research offers many benefits to the
scientific community and the public. Access can accelerate research, generate higher quality scientific results,
61
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encourage greater scientific integrity, and enable future inquiry, discovery, and translation for NIH-supported

research. Importantly, these efforts also uphold NIH’s commitment to responsible stewardship of the Nation’s
investment in biomedical research by improving transparency and accessibility of taxpayer-funded research.

NIH efforts align with public access directives, policies, and programs across the U.S. Government. Since 2013,
federal public access policy has been guided by the OSTP Memorandum on Increasing Access to the Results of
Federally Funded Research , which directed all federal departments and agencies with more than $100 million in
annual research and development expenditures to develop a plan to support increased public access to scholarly
publications and digital data resulting from federally funded research. On August 25, 2022, OSTP released
updated policy guidance (2022 OSTP Memorandum ) that focuses on accelerated access to scholarly
publications (most notably, by removing the currently allowable 12-month embargo period for free access),
increased access to scientific data, and enhanced tracking of research products through persistent identifiers
(PIDs) and metadata.

The NIH Public Access Plan (see Supplemental Information) provides a roadmap for how NIH proposes to
accelerate access to scholarly publications and scientific data and will help ensure these research products are
findable and equitably accessible to support further scientific discovery. As outlined in the NIH Public Access
Plan, the NIH DMS Policy addresses all elements of the 2022 OSTP Memorandum related to scientific data.
NIH plans to modify implementation of the NIH Public Access Policy to accommodate novel elements of the
2022 OSTP Memorandum related to scholarly publications. NIH plans to update its Public Access Plan for
meeting the provisions of the 2022 OSTP Memorandum related to PIDs and metadata in a future update to
OSTP.

NIH looks forward to working across the U.S. Government to support our shared commitment to responsible
stewardship of the Nation’s investment in biomedical research by improving transparency and accessibility of
taxpayer-funded research.

Request for Information

NIH seeks information regarding the NIH Public Access Plan from all interested individuals and communities,
including, but not limited to, authors, investigators, research institutions, libraries, scholarly publishers, scientific
societies, healthcare providers, patients, students, educators, research participants, and other members of the
public. While comments are welcome on all elements of the NIH Public Access Plan, input would be most
welcome on Section III related to scholarly publications and on the particular issues identified below.

1. How to best ensure equity in publication opportunities for NIH-supported investigators. The NIH
Public Access Plan aims to maintain the existing broad discretion for researchers and authors to choose
how and where to publish their results. Consistent with current practice, the NIH Public Access Plan
allows the submission of final published articles to PMC (in cases where a formal agreement is in place) to
minimize the compliance burden on NIH-supported researchers and also maintains the flexibility of NIH-
supported researchers to submit the final peer-reviewed manuscript. These submission routes are allowed
regardless of whether or not the journal uses an open access model, a subscription model of publishing, or
other publication model. This flexibility aims to protect against concerns that have been raised about
certain publishing models potentially disadvantaging early career researchers and researchers from
limited-resourced institutions or under-represented groups. NIH policy already allows supported
researchers to charge reasonable publishing costs against their awards. NIH seeks information on
additional steps it might consider taking to ensure that proposed changes to implementation of the NIH
Public Access Policy do not create new inequities in publishing opportunities or reinforce existing ones.

2. Steps for improving equity in access and accessibility of publications. Removal of the currently
allowable 12-month embargo period for NIH-supported publications will improve access to these research
products for all. As noted in the NIH Public Access Plan, NIH also plans to continue making articles
available in human and machine-readable forms to support automated text processing. NIH will also seek
ways to improve the accessibility of publications via assistive devices. NIH welcomes input on other steps
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that could be taken to improve equity in access to publications by diverse communities of users, including
researchers, clinicians and public health officials, students and educators, and other members of the public.

3. Methods for monitoring evolving costs and impacts on affected communities. NIH proposes to
actively monitor trends in publication fees and policies to ensure that they remain reasonable and
equitable. NIH seeks information on effective approaches for monitoring trends in publication fees and
equity in publication opportunities.

4. Early input on considerations to increase findability and transparency of research. Section IV of the
NIH Public Access Plan is a first step in developing the NIH’s updated plan for PIDs and metadata, which
will be submitted to OSTP by December 31, 2024. NIH seeks suggestions on any specific issues that
should be considered in efforts to improve use of PIDs and metadata, including information about
experiences institutions and researchers have had with adoption of different identifiers.

How to Submit a Response

Comments must be submitted at https://osp.od.nih.gov/nih-plan-to-enhance-public-access-to-the-results-of-nih-
supported-research. Responses will be accepted through April 24, 2023.

Responses to this RFI are voluntary and may be submitted anonymously. You may also voluntarily include your
name and contact information with your response. Other than your name and contact information, please do not
include in the response any personally identifiable information or any information that you do not wish to make
public. Proprietary, classified, confidential, or sensitive information should not be included in your response.
After the Office of Science Policy (OSP) has finished reviewing the responses, the responses may be posted to
the OSP website without redaction.

Supplemental Information:

NIH Plan to Enhance Public Access to the Results of NIH-Supported Research
I. Introduction

Increasing access to publications and data resulting from federally funded research offers many benefits to the
scientific community and the public. Importantly, doing so upholds NIH’s commitment to responsible
stewardship of the Nation’s investment in biomedical research by improving transparency and accessibility of
taxpayer-funded research.

NIH has a decades-long record of making the results of the research it supports freely available to the public.
Since 2008, NIH’s Public Access Policy has required researchers to submit their final, peer-reviewed
manuscripts to the digital archive PubMed Central (PMC), making them publicly available no later than 12
months after publication. More recently, NIH implemented a new NIH Data Management and Sharing Policy
(NIH DMS Policy) which requires submission of a Data Management and Sharing Plan (DMS Plan) for research

generating scientific data.

The U.S. Government as a whole continues to champion policies and practices for leveraging the results of
federally funded research to benefit the public. On August 25, 2022, the White House Office of Science and
Technology Policy (OSTP) released updated policy guidance for improving public access policies across federal
agencies that support research and development to promote the rapid sharing of federally funded research
publications and data, to promote equity and advance the work of restoring the public’s trust in Government
science, and to advance American scientific leadership. Entitled “Ensuring Free, Immediate, and Equitable
Access to Federally Funded Research” (2022 OSTP Memorandum), the 2022 OSTP Memorandum sets forth
three broad expectations for public access to federally funded research:

e Accelerated access to scholarly publications

e Increased access to scientific data

e Enhanced tracking of research products through persistent identifiers (PIDs)[1] and metadata[2]
63
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This “NIH Plan to Enhance Public Access to the Results of NIH-Supported Research” (NIH’s Public Access
Plan) provides a roadmap for how NIH will enhance access to research products, namely scholarly publications
and scientific data, and will ensure these research products are useful and accessible to the public through
mechanisms such as PIDs and metadata. NIH will seek public input on any specific policy proposals to meet
these goals. NIH will work closely with OSTP and other Federal agencies to improve consistency of approaches
while continuing to meet the specific needs of our research communities. NIH is enthusiastic to move forward
on these important efforts to make the results of its research more accessible to scientists and the public.

I1. Scientific Data

The NIH DMS Policy, issued on October 29, 2020, aims to ensure scientific data generated from NIH-supported
research are made freely available and publicly accessible, as appropriate. With an effective date of January 25,
2023, the NIH DMS Policy was developed via a stepwise process, seeking community feedback at multiple
stages, and was designed to reflect the breadth of the NIH research community’s data sharing needs. The
implementation of the NIH DMS Policy will allow NIH to meet all aspects of the scientific data expectations of
the 2022 OSTP Memorandum.

The NIH DMS Policy applies to all research supported in whole or in part by NIH that results in the generation
of scientific data. It applies to extramural research supported by grants, contracts, and other funding agreements,
as well as to the NIH Intramural Research Program. The NIH DMS Policy requires researchers subject to the
NIH DMS Policy to prospectively plan for how scientific data will be preserved and shared, through submission
of a DMS Plan. Upon NIH approval of a DMS Plan, researchers and institutions are required to comply with the
approved DMS Plan. The NIH DMS Policy also establishes the expectation to maximize the appropriate sharing
of scientific data generated from NIH-supported research, with justified limitations or exceptions.

NIH Plan for Scientific Data

NIH’s plan to address the individual expectations laid out in the 2022 OSTP Memorandum relevant to scientific
data is described below.

II.A. “For the purposes of this Memorandum, “scientific data” include the recorded factual material
commonly accepted in the scientific community as of sufficient quality to validate and replicate research
findings. Such scientific data do not include laboratory notebooks, preliminary analyses, case report forms,
drafts of scientific papers, plans for future research, peer-reviews, communications with colleagues, or
physical objects and materials, such as laboratory specimens, artifacts, or field notes. The definition of
“scientific data’ is similar to but broader than the term “research data” defined by 2 CFR 200.315 (e) and
45 CFR 75.322 (e).” (Section 3.b.1., 2022 OSTP Memorandum)

NIH will employ the definition of scientific data[3] used in the NIH DMS Policy. Consistent with the
2022 OSTP Memorandum, the NIH DMS Policy defines scientific data as the recorded factual material
commonly accepted in the scientific community as of sufficient quality to validate and replicate research
findings, regardless of whether the data are used to support scholarly publications. The definition specifies
that scientific data do not include laboratory notebooks, preliminary analyses, completed case report forms,
drafts of scientific papers, plans for future research, peer reviews, communications with colleagues, or
physical objects, such as laboratory specimens.

I1.B. “Scientific data underlying peer-reviewed scholarly publications resulting from federally funded
research should be made freely available and publicly accessible by default at the time of publication, unless
subject to limitations as described [in Section II.F.1] below and should be subject to federal agency
guidelines for researcher responsibilities regarding data management and sharing plans.” (Section 3.b.1,
2022 OSTP Memorandum)

NIH will retain the expectations for data sharing and the timing of data availability contained in the
NIH DMS Policy. The NIH DMS Policy requires submission of a DMS Plan outlining how scientific data

and any accompanying metadata will be managed and shared, taking into account any potential restrictions
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or limitations. NIH expects that in drafting DMS Plans, NIH-supported investigators will maximize the
appropriate sharing of scientific data, acknowledging certain factors (i.e., legal, ethical, or technical) may
affect the extent to which scientific data are preserved and shared. The NIH Institute, Center, or Office (ICO)
will assess whether DMS Plans appropriately consider and describe these factors. NIH has clarified

through frequently asked questions that federal, state, local, or Tribal laws, regulations, and policies are
examples of justifiable factors that may limit data sharing under the NIH DMS Policy. Importantly, the NIH
DMS Policy establishes the expectation that shared scientific data is to be made accessible as soon as
possible, and no later than the time of an associated peer-reviewed scholarly publication.

II.C. “Develop approaches and timelines for sharing other federally funded scientific data that are not
associated with peer-reviewed scholarly publications.” (Section 3.b.ii., 2022 OSTP Memorandum)

NIH will rely on the approaches and timelines for data sharing specified in the NIH DMS Policy. The
NIH DMS Policy indicates that scientific data that are not associated with peer-reviewed scholarly
publications should be made accessible as soon as possible, and no later than the end of the
performance period for the research award. NIH has specified through frequently asked questions that
these scientific data may underlie unpublished key findings, developments, and conclusions; or findings
documented within preprints, conference proceedings, or book chapters. For example, scientific data
underlying null and negative findings are identified as important to share even though these key findings are
not always published.

The NIH DMS Policy encourages NIH-supported investigators to consider relevant requirements and
expectations (e.g., data repository policies, award record retention requirements, journal policies) as
guidelines for the minimum time frame that scientific data should be available. The “Supplemental
Information to the NIH Policy for Data Management and Sharing: Elements of an NIH Data Management
and Sharing Plan” also encourages NIH-supported investigators to make scientific data available for as long
as they anticipate it being useful for the larger research community, institutions, and/or the broader public.

II.D. “Provide guidance to researchers that ensures the digital repositories used [for sharing scientific data]
align, to the extent practicable, with the National Science and Technology Council document, ‘Desirable
Characteristics of Data Repositories for Federally Funded Research.’” (Section 3.b.iii., 2022 OSTP
Memorandum)

NIH plans to rely on supplemental information issued in support of the NIH DMS Policy. The NIH
DMS Policy strongly encourages the use of established repositories to the extent possible for preserving
and sharing scientific data and encourages NIH-supported investigators to select data repositories that
exemplify desired characteristics consistent with the National Science and Technology Council’s
“Desirable Characteristics of Data Repositories for Federally Funded Research.” NIH issued
“Supplemental Information to the NIH Policy for Data Management and Sharing; Selecting a Repository for
Data Resulting from NIH-Supported Research” to assist NIH-supported investigators in selecting suitable
data repositories or cloud-computing platforms for preserving and sharing scientific data. NIH aims to reduce
investigator burden by providing information on repositories consistent with other federal agencies and
allowing NIH-supported investigators to select any established, suitable repositories to preserve and share
scientific data, if no data repository is specified by NIH. NIH-supported investigators’ use of repositories
exemplifying the desired characteristics promotes data management and sharing in ways that are consistent
with FAIR (findable, accessible, interoperable, reusable) data principles.[4]

ILE. “Clarify that federal researchers must follow federal laws and OMB policies that govern federal
agencies’ information management practices and protect certain types of data, to the extent that the scientific
data created by, collected by, under the control or direction of, or maintained by the federal researchers is
subject to those laws and policies.” (Section 3.b.iv., 2022 OSTP Memorandum)

NIH has provided such clarification in the NIH DMS Policy, which states that federal laws,
regulations, statutes, guidance, and policies govern research, specifically research involving human
participants, as well as the sharing and use of scientifjc data generated from research. The NIH DMS Policy
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prioritizes the responsible management and sharing of scientific data derived from human participants and
emphasizes that NIH-supported investigators should manage and share data in ways consistent with all
applicable federal, Tribal, state, and local laws, regulations, statutes, guidance, and institutional policies. The
NIH DMS Policy is consistent with federal regulations for the protection of human research participants and
other NIH expectations for the use and sharing of scientific data derived from human participants, including
the NIH’s 2014 Genomic Data Sharing Policy, the NIH 2015 Intramural Research Program Human Data
Sharing Policy, and the HHS regulations for the protection of human subjects in research at 45 CFR 46. The
NIH DMS Policy expects NIH-supported investigators proposing to generate scientific data derived from
human participants to outline in their DMS Plans how privacy, rights, and confidentiality of human research
participants will be protected (e.g., through de-identification, Certificates of Confidentiality, and other
protective measures).

ILF. “Outline the policies that federal agencies will use to establish researcher responsibilities on how
federally funded scientific data will be managed and shared, including:

IL.LF.1. “Details describing any potential legal, privacy, ethical, technical, intellectual property, or security
limitations, and/or any other potential restrictions or limitations on data access, use, and disclosure,
including those defined in terms and conditions of funding agreement or award or that convey from a data
use agreement or stipulations of an Institutional Review Board;” (Section 3.c.i., 2022 OSTP Memorandum)

NIH has provided such information in the NIH DMS Policy, which expects that, in drafting DMS
Plans, researchers will maximize the appropriate sharing of scientific data, acknowledging that certain
factors (i.e., legal, ethical, or technical) may necessitate limiting data sharing to some extent. NIH has
issued responses to frequently asked questions that provide the following non-exhaustive list of examples of
justifiable limitations on data sharing:

(1) informed consent does not permit or limits the scope or extent of sharing and future research
use

(2) existing consent (e.g., for previously collected biospecimens) prohibits sharing or limits the
scope or extent of sharing and future research use

(3) privacy or safety of research participants would be compromised or participants would be at
greater risk of re-identification or suffering harm, and protective measures such as de-
identification and Certificates of Confidentiality would be insufficient

(4) explicit federal, state, local, or Tribal law, regulation, or policy prohibits disclosure

(5) existing or anticipated agreements (e.g., with third party funders, with partners, with
repositories, with Health Insurance Portability and Accountability Act (HIPAA) covered entities
that provide Protected Health Information under a data use agreement, through licensing
limitations attached to materials needed to conduct the research) impose restrictions

(6) datasets cannot practically be digitized with reasonable efforts

ILF.2. “Plans to maximize appropriate sharing of the federally funded scientific data... such as providing
risk-mitigated opportunities for limited data access;” (Section 3.c.ii., 2022 OSTP Memorandum)

NIH will rely on risk mitigation approaches used in the NIH DMS Policy and other NIH data sharing
policies. The NIH DMS Policy expects researchers to maximize the appropriate sharing of scientific
data, taking into account potential limitations on access and use. It addresses risk-mitigated controls for
limited data access to maximize the appropriate sharing of scientific data. The NIH DMS Policy expects
researchers to consider whether access to scientific data derived from humans, even if de-identified and
lacking explicit limitations on subsequent use, should be controlled.
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The “Supplemental Information to the NIH Policy for Data Management and Sharing; Selecting a Repository
for Data Resulting from NIH-Supported Research” encourages the use of a repository for human participant
data that allows for various features, such as controls on data access. The “Supplemental Information to the
NIH Policy for Data Management and Sharing: Protecting Privacy When Sharing Human Research
Participant Data” provides points to consider to help NIH-supported investigators decide whether to share
scientific data through controlled access. Factors described include whether the scientific data are sensitive
and whether the scientific data can be adequately de-identified. This Supplemental Information also
identifies factors that may indicate that scientific data can be shared openly, such as when participants have
consented to data sharing without restrictions. Additionally, the Supplemental Information outlines best
practices for de-identification and highlights institutional review of data sharing to mitigate risks while also
maximizing data sharing.

NIH will also continue to develop and promulgate approaches for maximizing access while mitigating risks
associated with sharing of specific classes of data. For example, related to its Genomic Data Sharing Policy,
NIH has established policies and procedures for data access committees to review requests to access
controlled, de-identified, individual-level genomic data contained in repositories such as the NIH Database
of Genotypes of Phenotypes (dbGaP) and ensure proposed re-use is consistent with limitations on the data
that reflect informed consent. Such approaches help mitigate risks to individuals resulting from access to
human participants’ data and can be extended to other classes of scientific data.

IL.E.3. “The specific online digital repository or repositories where the researcher expects to deposit their
relevant data, consistent with the federal agency s guidelines.” (Section 3.c.iii., 2022 OSTP Memorandum)

NIH will rely on existing supplemental information developed to support the NIH DMS Policy. The
NIH DMS Policy does not expect use of a specific data repository but strongly encourages use of
existing data repositories that exemplify the desirable data repository characteristics consistent with
the 2022 OSTP Memorandum. The “Supplemental Information to the NIH Policy for Data Management
and Sharing: Selecting a Repository for Data Resulting from NIH-Supported Research™ helps NIH-supported
investigators choose data repositories suitable for the preservation and sharing of data (i.e., scientific data
and metadata). The Supplemental Information indicates that, for some programs and types of data, NIH
and/or ICO policy(ies) and Notice of Funding Opportunity (NOFOs) may identify particular data repositories
(or sets of repositories) to use to preserve and share data and that any designated data repositories should be
used. If no data repository is specified by NIH, the Supplemental Information encourages NIH-supported
investigators to select a data repository(ies) that is appropriate for the data generated from the research
project and provides considerations for selection. If no appropriate discipline or data-type specific repository
is available, the Supplemental Information points investigators to examples of other suitable data repository
options, including generalist and institutional data repositories, and cloud-based data repositories for large
datasets.

I1.G. “Allow researchers to include... costs associated with submission, curation, management of data, and
special handling instructions as allowable expenses in all research budgets.” (Section 3.d., 2022 OSTP
Memorandum)

NIH will rely on existing supplemental information provided as part of the NIH DMS Policy. NIH
recognizes that making data accessible and reusable for other users may incur costs. The NIH DMS
Policy allows costs associated with data management and data sharing to be included in budget
requests for the proposed project. NIH has issued “Supplemental Information to the NIH Policy for Data
Management and Sharing: Allowable Costs for Data Management and Sharing” that outlines categories of
allowable costs associated with data management and sharing, including the costs of curating data and
developing supporting documentation costs, local data management considerations, and preserving and
sharing data through established repositories.

Conclusion
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The NIH DMS Policy accommodates the breadth of NIH-supported research by allowing project-specific
consideration of the data that are appropriate to share and the approaches that can maximize data sharing while
respecting legal, ethical, and technical factors that may limit the extent of data sharing. Both NIH and the NIH-
supported research community will continue to gain experience with data management and sharing as the NIH
DMS Policy takes effect, and such experience will inform future implementation and guidance. NIH will also
continue to take steps to modernize the data repository ecosystem, as outlined in NIH’s Strategic Plan for Data
Science, to better support storage, sharing, and use of data generated by NIH-supported research.

I11. Scholarly Publications|5]

NIH’s approach to accelerating equitable public access to peer-reviewed scholarly publications[6] will build on
the success of the long-standing NIH Public Access Policy. In effect since 2008, the NIH Public Access Policy
implements Division F, Section 217 of Public Law 111-8, which states that the NIH Director:

“shall require in the current fiscal year and thereafter that all investigators funded by the NIH submit or have
submitted for them to the National Library of Medicine's PubMed Central an electronic version of their final,
peer-reviewed manuscripts upon acceptance for publication, to be made publicly available no later than 12
months after the official date of publication: Provided, That the NIH shall implement the public access policy
in a manner consistent with copyright law.”

Between 2008 and 2022, NIH collected and made approximately 1.4 million articles[7] reporting on its
supported research freely and publicly available under the NIH Public Access Policy through PMC, the National
Library of Medicine’s (NLM’s) free full-text archive of biomedical and life sciences journal literature. These
articles, along with millions of others submitted to PMC, are accessed by millions of users every day, including
researchers, clinicians, entrepreneurs, students and educators, and other members of the public. Making NIH-
supported articles publicly available in PMC has enabled the public to have access to research results on some of
the most critical public health concerns facing their communities, although access may be delayed for a period of
up to 12 months after publication, consistent with the allowable embargo period.

NIH has taken steps to accelerate public access to publications in areas of considerable public interest. Starting
in March 2020, NIH launched a new collaboration with scholarly publishers to ensure that all scholarly
publications related to COVID-19 and the broader family of coronaviruses were freely available to the public
without embargo, including in machine-readable[8] forms that support computational analysis.[9] By the end of
2022, more than 300,000 such publications were available in PMC and had been used to both inform research
and public health responses to the COVID-19 pandemic and to engage artificial intelligence researchers in
improving search algorithms.[10] In addition, NIH initiatives like the Cancer Moonshot and Helping to End
Addiction Long-term (HEAL) Initiative have piloted efforts to make publications accessible without embargo
after publication. NIH will build on these efforts to better ensure that publications resulting from NIH-supported
research are freely and publicly accessible without embargo to enable use by researchers, clinicians, students,
and other members of the public.

Finally, to clarify terminology, the efforts described herein are focused on public access, which is the “free
availability of federally funded scholarly materials to the public (including publications, data, and other research
outputs).”[11] Open access models, which include publishing models for scholarly communication that make
research information available to readers without embargo at no cost, are one of many approaches to meeting the
goal of public access.[12] NIH does not anticipate requiring a specific publication model as part of a revised
NIH Public Access Policy, recognizing that it will be important to monitor costs and impacts on various
communities as the ecosystem evolves to ensure equity.

NIH Plan for Scholarly Publications

NIH’s plan to address the individual expectations laid out in the 2022 OSTP Memorandum relevant to scholarly
publications is described below:
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