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individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism Special
Emphasis Panel; Loan Repayment Program.

Date: April 29, 2008

Time: 1:30 p.m. to 3:30 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 5635
Fishers Lane, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Katrina L Foster, PhD,
Scientific Review Administrator, National
Inst. on Alcohol Abuse & Alcoholism,
National Institutes of Health, 5635 Fishers
Lane, Rm. 3037, Rockville, MD 20852, 301—
443-3037, katrina@mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.271, Alcohol Research
Career Development Awards for Scientists
and Clinicians; 93.272, Alcohol National
Research Service Awards for Research
Training; 93.273, Alcohol Research Programs;
93.891, Alcohol Research Center Grants,
National Institutes of Health, HHS)

Dated: March 24, 2008.
Jennifer Spaeth,
Director, Office of Federal Advisory
Committee Policy.
[FR Doc. E8-6462 Filed 3—28-08; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Mental Health;
Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The contract proposals and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the contract
proposals, the disclosure of which
should constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Mental Health Special Emphasis Panel;
Psychoactive Drug Screening.

Date: April 17, 2008.

Time: 2 p.m. to 4 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institutes of Health,
Neuroscience Center, 6001 Executive

Boulevard, Rockville, MD 20852 (Telephone
Conference Call).

Contact Person: Peter J. Sheridan, PhD,
Scientific Review Administrator, Division of
Extramural Activities, National Institute of
Mental Health, NIH, Neuroscience Center,
6001 Executive Blvd., Room 6142, MSC 9606,
Bethesda, MD 20892, 301-443-1513,
psherida@mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.242, Mental Health Research
Grants; 93.281, Scientist Development
Award, Scientist Development Award for
Clinicians, and Research Scientist Award;
93.282, Mental Health National Research
Service Awards for Research Training,
National Institutes of Health, HHS)

Dated: March 25, 2008.
Jennifer Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. E8—6464 Filed 3—28-08; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health
Request for Information: NIH Public
Access Policy

AGENCY: The National Institutes of
Health (NIH) of the U.S. Department of
Health and Human Services (HHS).

ACTION: Request for information.

SUMMARY: With this notice, the National
Institutes of Health (NIH) of the U.S.
Department of Health and Human
Services (HHS) requests input from the
community regarding the NIH Policy on
Enhancing Public Access to Archived
Publications Resulting From NIH-
Funded Research (NIH Public Access
Policy). Complete and detailed
information about the law at Division G,
Title II, section 218 of Public Law 110-
161 (Consolidated Appropriations Act,
2008), the NIH Public Access Policy,
and implementation procedures issued
to date are available at http://
publicaccess.nih.gov/index.htm. This
request for information (RFI) seeks input
on the Public Access Policy as described
on the above Web site. This RFI will be
active from March 31, 2008 to May 31,
2008 on http://publicaccess.nih.gov/
comments.htm. The NIH will post
analysis and results from this RFI for
public view onto http://
publicaccess.nih.gov by September 30,
2008.

Background: The National Institutes
of Health (NIH)—The Nation’s Medical
Research Agency—is comprised of 27
Institutes and Centers and is a
component of the U.S. Department of
Health and Human Services. It is the

primary Federal agency for conducting
and supporting basic, clinical, and
translational medical research, and
investigates the causes, treatments, and
cures for both common and rare
diseases. For more information about
NIH and its programs, visit http://
www.nih.gov.

PubMed Central is an archive of full-
text biomedical journal articles available
online without a fee. Articles on
PubMed Central contain links to other
scientific databases such as GenBank
(http://www.ncbi.nlm.nih.gov/
Genbank/) and PubChem (http://
pubchem.ncbi.nlm.nih.gov/). Articles
collected under the Public Access
Policy are archived on PubMed Central.
More information about PubMed Central
is available at http://
www.pubmedcentral.nih.gov/about/
faq.html.

Prior to the Consolidated
Appropriations Act of 2008, NIH’s
voluntary Public Access Policy (NOT-
OD-05-022 available at http://
grants.nih.gov/grants/guide/notice-files/
NOT-0OD-05-022.html and in the
section on SUPPLEMENTARY INFORMATION)
encouraged but did not require those
receiving NIH funding to deposit their
peer reviewed manuscripts into PubMed
Central.

Division G, Title II, section 218 of
Public Law 110-161 (Consolidated
Appropriations Act of 2008) states:

SEC. 218. The Director of the National
Institutes of Health shall require 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.

On January 11, 2008, NIH issued a
revised policy implementing this law.
As described in the NIH Guide for
Grants and Contracts (NOT-OD-08-033
available at http://grants.nih.gov/grants/
guide/notice-files/NOT-OD-08-
033.htm! and in the section on
SUPPLEMENTARY INFORMATION), as of
April 7, 2008, applicable manuscripts
arising from NIH funds must be
submitted to PubMed Central upon
acceptance for publication. As of May
25, 2008, NIH applications, proposals,
and progress reports must include the
PMC reference number when citing a
manuscript that falls under the policy.
This policy includes applications
submitted to the NIH for the May 25,
2008 due date and subsequent due
dates.
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NIH has posted responses to
frequently asked questions that provide
authors, their institutions, and their
publishers with preliminary guidance
on the implementation of this policy,
including guidance on the transfer of
copyright. This document can be
viewed at http://publicaccess.nih.gov/
FAQ.htm#content and in the section on
SUPPLEMENTARY INFORMATION.

The NIH Public Access Policy is a
point of interest and discussion between
NIH and many members of the public,
including grantees (institutions and
their authors), publishers, libraries,
medical practitioners, patients and
others with health concerns. For
example, some of these stakeholders
have expressed concern about copyright
issues, and others about the length of
time before manuscripts are made
publicly available. Still others have
offered suggestions on NIH’s Public
Access training materials, and have
developed compliance strategies that
may benefit others.

The NIH is seeking to engage formally
with the broader community on the
Public Access Policy in a transparent
and participatory manner. The first step
of this process was an open meeting,
conducted March 20, 2008 (announced
in the March 10, 2008 Federal Register
notice 73 FR 12745). Comments
collected to date, can be found at http://
publicaccess.nih.gov/comments/
comments_web_listing.htm. The NIH
intends to make comments publicly
available as they are collected; and, to
facilitate independent analysis, the NIH
will make comments available for
download in bulk at the end of the
comment period.

Request for Information: Via this RFI,
NIH is seeking information from the
public, including all stakeholders, about
the NIH Public Access Policy (NOT-—
OD-05-022 available at http://
grants.nih.gov/grants/guide/notice-files/
NOT-0OD-05-022.html), as revised by
the NIH Guide for Grants and Contracts
(NOT-OD-08-033 available at http://
grants.nih.gov/grants/guide/notice-files/
NOT-0OD-08-033.html) to incorporate
requirements in Public Law 110-161,
and the responses to frequently asked
questions available at http://
publicaccess.nih.gov/FAQ.htm#content.
NIH will consider all comments and
suggestions regarding the Public Access
Policy. Among other issues, the NIH is
particularly interested in information
about the following:

¢ Do you have recommendations for
alternative implementation approaches
to those already reflected in the NIH
Public Access Policy?

¢ In light of the change in law that
makes NIH’s public access policy

mandatory, do you have
recommendations for monitoring and
ensuring compliance with the NITH
Public Access Policy?

¢ In addition to the information
already posted at http://
publicaccess.nih.gov/
communications.htm, what additional
information, training or
communications related to the NIH
Public Access Policy would be helpful
to you?

As suggested above, previous
comments have focused on such issues
as copyright, the length of time before
articles are made publicly available, and
on NIH’s training materials, and we
anticipate that comments would
continue to address these issues.

Individuals, groups, and organizations
interested in responding may do so in
their discretion at the following NIH
Web site: http://publicaccess.nih.gov/
comments.htm. In voluntarily providing
information, respondents are consenting
to its use and consideration by the NIH.
The following identifying information
will be made publicly available on the
internet along with the information
submitted by that commenter: Name
(first and last), Degree (if provided),
Affiliation, City, State, Country and
Role. Roles are defined as: NIH-funded
Investigator; Representative of
University and Other NIH Awardee
Organizations; Publisher (including
Commercial Organizations, Professional
Societies and Journal Editors); Patient or
Representative of a Public Health
Advocacy Organization; Other Member
of the Public; Other (not listed above).

If respondents provide information
through alternative means, the entire
submission will be made public. NIH
will not post responses that are not
related to the Public Access Policy or
are otherwise inappropriate or offensive.

Report and Response: The NIH will
analyze all submissions collected
through this RFI, along with comments
collected before and during the March
20th meeting. The NIH will report its
analysis by September 30, 2008. This
report will be made available at http://
publicaccess.nih.gov.

Contact Person for Information:
Questions concerning this RFI may be
addressed to: Neil M. Thakur, Ph.D.,
Special Assistant to the NIH Deputy
Director for Extramural Research,
Building 1, Room 134, Bethesda, MD
20892, Telephone 301-496—1096, Fax
301-402-3469,
PublicAccessComments@NIH.gov. Note
that this facility is not intended to
collect RFI responses. Please submit RFI
responses via http://
publicaccess.nih.gov/comments.htm.

SUPPLEMENTARY INFORMATION:

Notice Number: NOT-0OD-05-022.

Key Dates

Release Date: February 3, 2005.
Effective Date: May 2, 2005.

Issued By

National Institutes of Health (NIH),
(http://www.nih.gov/).

Department of Health and Human
Services Action

Notice; Final Policy Statement.

Update: The following update relating
to this Notice has been issued:

e January 11, 2008 (NOT-OD-08-
033)—Revised Policy on Enhancing
Public Access to Archived Publications
Resulting from NIH-Funded Research.

Summary

The National Institutes of Health
(NIH) announces its policy on
enhancing public access to archived
publications resulting from NIH-funded
research. Beginning May 2, 2005, NIH-
funded investigators are requested to
submit to the NIH National Library of
Medicine’s (NLM) PubMed Central
(PMC) an electronic version of the
author’s final manuscript upon
acceptance for publication, resulting
from research supported, in whole or in
part, with direct costs? from NIH. The
author’s final manuscript is defined as
the final version accepted for journal
publication, and includes all
modifications from the publishing peer
review process.

This policy applies to all research
grant and career development award
mechanisms, cooperative agreements,
contracts, Institutional and Individual
Ruth L. Kirschstein National Research
Service Awards, as well as NIH
intramural research studies. The policy
is intended to: (1) Create a stable archive
of peer-reviewed research publications
resulting from NIH-funded research to
ensure the permanent preservation of
these vital published research findings;
(2) secure a searchable compendium of
these peer-reviewed research
publications that NIH and its awardees
can use to manage more efficiently and
to understand better their research
portfolios, monitor scientific
productivity, and ultimately, help set
research priorities; and (3) make
published results of NIH-funded
research more readily accessible to the
public, health care providers, educators,
and scientists.

This final NIH Public Access Policy
(the Policy) reflects modifications and
clarifications to the proposed policy
released September 3, 2004, in the NIH
Guide for Grants and Contracts and
September 17, 2004, in the Federal
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Register and the more than 6,000 public
comments received through November
16, 2004. The most significant change in
the Policy from that originally proposed
is to provide more flexibility for authors
to specify the timing of the posting of
their final manuscripts for public
accessibility through PMC. The
proposed policy indicated a six-month
delay of posting through PMC. The
Policy now requests and strongly
encourages that authors specify posting
of their final manuscripts for public
accessibility as soon as possible (and
within 12 months of the publisher’s
official date of final publication). The
Policy also clarifies that the publication
date is the publisher’s official date of
final publication.

Effective Date: May 2, 2005.
FOR FURTHER INFORMATION CONTACT:
Office of Extramural Research, National
Institutes of Health, 6705 Rockledge
Drive, Room 350, Bethesda, MD 20892—
7963 or by e-mail to:
PublicAccess@nih.gov.
SUPPLEMENTARY INFORMATION:

Table of Contents

1. Background
II. Public Comments and NIH Response
III. Text of Final Policy Statement

I. Background

It has long been NIH policy that the
results and accomplishments of the
activities that it funds should be made
available to the public. Principal
Investigators (PI) and grantee
organizations are expected to make the
results and accomplishments of their
activities available to the research
community and to the public at large.2
It is estimated that the results of NIH-
supported research were described in
60,000-65,000 published papers in
2003.3 We believe that widespread
access to and sharing of peer-reviewed
research publications generated with
NIH support will advance science and
improve communication of peer-
reviewed, health-related information to
scientists, health care providers, and the
public.

As part of on-going efforts to gather
perspectives on the issue of public
access to research publications, the NITH
held a series of meetings to hear and
consider the opinions and concerns of
publishers, scientists, patient advocates,
and representatives of scientific
associations and other organizations.
The meetings were designed to ensure
that discussions of stakeholder issues
could occur. The NIH extended
invitations to a broad base of
participants to ensure balanced
representation of opinions. In many
cases, a participant represented more

than one perspective, such as a scientist
who was also a journal editor and
reviewer of scientific manuscripts.

After carefully considering the views
of publishers, patient advocates,
scientists, university administrators,
and others, the NIH published its
proposed NIH Public Access Policy in
the NIH Guide for Grants and Contracts
on September 3, 2004, http://
grants.nih.gov/grants/guide/notice-files/
NOT-0OD-04-064.html and in the
Federal Register on September 17, 2004,
http://a257.g.akamaitech.net/7/257/
2422/06jun20041800/
edocket.access.gpo.gov/2004/04—
21097.htm for public comment. During
the comment period, the NIH received
over 6,000 comments via web, fax, mail,
and e-mail. Many comments were
received from organizations
representing multiple constituents. The
NIH developed Questions and Answers
to clarify the proposal as issues were
raised regarding it; these are available
at: http://www.nih.gov/about/
publicaccess/publicaccess_QandA.htm.

This final Policy reflects
consideration of public comments
received on the proposed policy through
November 16, 2004, i.e., 60 days from
the date of publication of the proposed
policy in the Federal Register.

The Policy is intended to: (1) Create
a stable archive of peer-reviewed
research publications resulting from
NIH-funded research to ensure the
permanent preservation of these vital
published research findings; (2) secure a
searchable compendium of these peer-
reviewed research publications that NIH
and its awardees can use to manage
more efficiently and to understand
better their research portfolios, monitor
scientific productivity, and ultimately,
help set research priorities; and (3)
make published results of NIH-funded
research more readily accessible to the
public, health care providers, educators,
and scientists.

I1. Public Comments and NIH
Responses

A. Need for the Policy

The public comments were largely
supportive of the proposed policy to
enhance public access to archived
publications resulting from NIH-funded
research. Comments noted that this
policy provides equal and timely access
to all via the Internet and that this
accessibility should improve individual
health outcomes. Many scientists
appreciated that the policy would
improve the visibility of their work. A
large number of comments suggested
that publicly funded research
publications should be made accessible

to the public in full-text version in a
timely manner. Many commenters
expressed support for the policy given
their concerns about the high and rising
cost of subscriptions to scholarly
journals, especially in the areas of
science, technology, and medicine.

Other commenters questioned the
need for the policy and considered it
redundant to existing information
sources and systems. Some questioned
the added value of the policy and noted
that journals increasingly are making
full-text articles available immediately
upon or within one year of publication
through a variety of sources.
Commenters noted that many of these
articles are already linkable through the
NLM PubMed web-based literature
retrieval system that contains citations
and abstracts from thousands of
journals, dating back to 1950.4 A
significant number of comments also
questioned why the NLM could not
simply provide a link to the publisher’s
Web site, or work with existing vendors
to broaden offerings to include peer-
reviewed publications not associated
with NIH funding.

The primary purpose of the NIH
Public Access Policy is the creation of
a stable archive to ensure the permanent
preservation of vital, peer-reviewed
research publications resulting from
NIH-funded research findings now and
for future generations. While links exist
to journal articles that are publicly
accessible, these are not sufficient
because publishers’ Web sites are not
permanently available nor consistently
maintained. Additionally, the
formatting of journal articles may vary
significantly among publishers’ Web
sites. The Policy addresses this
deficiency in that all articles in PMC,
regardless of their original format, are
converted into a single, explicit, and
well-specified data format. This format
is known as the NLM Journal Article
Extensible Markup Language (XML)
Document Type Definition (DTD).
Further, as new needs arise, and as
technology and applications change,
there is a single, uniform base upon
which to build.

Preservation of the biomedical
literature is a responsibility that is
specifically mandated in NLM’s
authorizing legislation, found at 42
U.S.C. 286(b)(1), and one that has
successfully been carried out by the
NLM since 1836. It is logical in this
electronic era to expect libraries, and
particularly national libraries, to
continue this vital function, including
keeping pace with the ever-changing
technology surrounding document
preservation. Updating the data formats
to keep up with the changes in
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technology and the needs of biomedical
research requires an ongoing investment
in research and development, which is
within the NIH mission. As the
electronic article increasingly becomes
the authoritative and most useful
document for researchers and as
scientists are actually computing on the
contents of these documents—the text
itself as well as the associated data—the
impermanence of the publishers’ Web
sites presents a substantial risk. Creating
such an archive is a historical and
necessary NIH responsibility.

NIH believes that the NIH Public
Access Policy will effectively advance
its stated goals. By storing research
publications from diverse sources in a
searchable, electronic archive with a
common format, PMC facilitates greater
integration with related resources in
other NLM databases such as DNA and
protein sequences, protein structures,
clinical trials, small molecules
(PubChem), and taxonomy, thus
providing the opportunity to develop
unprecedented scientific search and
analysis capabilities for the benefit of
science. One of the primary goals of
PMC is the creation of a permanent,
digital archive of journal literature,
which by definition means the full text
must be deposited in PMC. This
searchable archive will enable NIH
program officials to manage their
research portfolios more efficiently,
monitor scientific productivity, and
ultimately, help set research priorities.
This strategy also will enable NIH to
advance its goal of creating an end-to-
end, paperless grants management
process. Finally, it will make the
publications of NIH-funded research
more accessible to and searchable for
the public, health care providers,
educators, and scientists.

A few commenters asked NIH to
strengthen the proposed policy to make
submission to PMC a requirement
instead of a request. We believe that the
voluntary nature of the final policy is
preferable to a “one size fits all”
requirement, as it permits sufficient
flexibility to accommodate the needs of
different stakeholders and leaves the
ultimate decision in the hands of our
scientific investigators who are the best
to judge the scientific circumstances
and the time frame under which their
work may be made accessible to the
public at large. It is worth clarifying that
NIH does not require or expect that PMC
be the sole repository for NIH-funded
research publications. Others may
choose to post and/or archive peer-
reviewed publications resulting from
NIH-funded research, subject to
applicable laws or permission from any
copyright holders.

B. Scope of the Policy

The NIH Public Access Policy applies
only to peer-reviewed research
publications that have been supported,
in whole or in part, with direct costs
from NIH. Numerous comments
reflected misunderstandings about the
scope of the policy as it was proposed.
Some comments sought to broaden the
Policy to include publications from non-
NIH-supported investigators, and others
asked that it include publications that
did not contain original research
findings, e.g., book reviews.

The Policy does not apply to
contributed book chapters, editorials,
reviews, or conference proceedings.
Although PMC does contain articles
from non-NIH-supported research, the
Policy is focused on final, peer-
reviewed manuscripts and publications
that result from research supported, in
whole or in part, with direct costs from
NIH.

C. Potential for Public
Misunderstanding of Research Findings

A number of comments questioned
the lay public’s ability to understand
fully original research publications, and
expressed fear that potential harm could
result from misinterpretation of them.

We believe that individuals who seek
to read publications concerning a
particular disease, health condition, or
treatment should not be denied access
because of the possibility that they will
misunderstand the publications. Rather,
NIH encourages such individuals to
become educated consumers about their
health care and related research, and to
consult with health care professionals
for specific guidance. It is important
that NIH-supported research
publications be made more readily
available to provide credible
information and to improve public
understanding of the benefits of
scientific research. The public demand
for credible health information is clear.
About 93 million Americans searched
for at least one of 16 health topics
online within the past year.5 In a 2003
survey, 58 percent of Internet users said
they brought information obtained from
the Internet to their doctor’s office.®

The NIH is strongly committed to
conveying the importance of the
research it funds to the public. Each
NIH Institute and Center has an active
staff that produces high-quality
educational and informational materials
on various health and research topics,
many of which highlight the
publications of NIH-funded researchers.
Institute and Center staff, often with the
assistance of third parties and patient
advocacy groups, works diligently to

develop, review, and disseminate these
products. For example, the National
Library of Medicine’s consumer health
site, Medline Plus (http://
www.nlm.nih.gov/medlineplus/) houses
extensive information on over 650
health conditions. NIH believes that
these products effectively advance
NIH’s strong commitment to improving
public health through research.

The Policy specifically relates to
original research publications. NIH
needs to compile these publications into
a single archive in order to manage its
research portfolio better and monitor its
funding choices. NIH recognizes that
providing public access to this
electronic archive may also help
scientists, policymakers, doctors,
patients and the lay public to
understand better the research that NIH
funds.

D. Version Control and Quality of
Manuscripts

Some commenters raised concerns
about potential confusion resulting from
differences between the author’s final
manuscript within PMC and the
published version of the corresponding
article at journal-sponsored Web sites.
Others questioned how corrections,
retractions, and other post-publication
changes will be accommodated.

Through this Policy, NIH is requesting
that NIH-funded investigators submit an
electronic version of the author’s final
manuscripts resulting from research
supported, in whole or in part, with
direct costs from NIH, after all changes
resulting from the peer review
publication process have been
incorporated. A growing number of
journals are currently posting final
author manuscripts to provide timely
access to their subscribers prior to final
publication of the publisher’s copy
edited version. In addition, under the
Policy, the final manuscript will not be
made available to the public through
PMC until after the copyedited version
is published by the journal. Corrections
and other necessary revisions of
author’s final manuscripts will be
accommodated. Furthermore, when
publicly available, the published article
on the journal-sponsored Web site and
the author’s final manuscript in PMC
will be appropriately linked through
PubMed. Corrections and post-
publication comments referring to a
publication are currently identified and
linked in PubMed, and this capability
will be linked to the corresponding
manuscript in PMC. If publishers wish
to provide PMC with the publisher’s
final version, this version will
supersede the author’s final manuscript
in PMC.
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E. Potential for Acceleration of Medical
Cures

A few commenters questioned
whether the proposed policy, and
enhanced access to NIH-funded
publications, will facilitate scientific
progress and accelerate research for
medical cures.

We believe that improved access
through PMC to peer-reviewed, final
manuscripts of NIH-supported
investigators will facilitate scientific
progress because it will enable NIH to
manage better its research portfolio and
funding choices. The NIH encourages
the sharing of ideas, data, and research
findings to help accomplish its
important public mission to uncover
new knowledge that will lead to better
health for everyone. As such, we
envision that the PMC resource will
have widespread and varied uses for the
research community. It will create a
stable, permanent, and searchable
archive of peer-reviewed research
publications that NIH and the public
can access, without a fee, to review
scientific productivity, monitor the
state-of-the-science, and apply such
knowledge in other ways to accelerate
medical research. Greater
interconnectivity and functional
integration between the multiple and
large research data bases (e.g., Genbank
and PubChem) and an archive of NIH-
funded publications has the potential to
enhance research in novel ways.

F. Potential Economic Impact on Journal
Publishers

Commenters contended that NIH had
not carefully considered the potential
adverse economic impact of its
proposed policy on publishers, in
particular, not-for-profit professional
and learned societies and associations
that rely on subscriptions to cover costs.
The consequences of the proposed
policy for many small journals, as well
as bimonthly and quarterly journals,
were of particular concern to some.
Concern also was raised that relative to
commercial publishers, not-for-profit
publishers would be more
disadvantaged because they often
support highly specialized areas that
tend to draw greater representation by
NIH-funded researchers. Others
questioned the fairness of allowing
publishers to continue to profit by
restricting access to health-related
information.

Publishing patterns vary from year to
year and from one journal to another.
Using 2003 data, NLM estimates that, on
an annual basis, publications resulting
from NIH-funded research represent
approximately 10 percent of the articles

in nearly 5,000 journals indexed by
PubMed. In addition, for only one
percent of these journals do NIH-funded
articles account for more than half of the
total published articles.” As such, it is
unlikely that scientists and libraries
would use the NIH Public Access Policy
as the rationale for replacing their
journal subscriptions. If they did, they
would be able to access only a fraction
of a journal’s content. It also is
important to note that there are many
other journal offerings, such as science
news, industry information, literature
reviews, job announcements, functional
Web sites, and other time-sensitive
products that bring value to the reader
but are not a part of the PMC archive.
Access to journal articles through the
NIH archive might increase Internet
traffic to those journals, by both the
scientific community and the general
public.

The NIH supports the current
publishing process by providing its
funded investigators with an estimated
$30 million 8 annually in direct costs for
publication expenses, including page
and color charges and reprints. In
addition, NIH provides funds, through
indirect costs, to research institutions
for library journal subscriptions and
electronic site licenses. NIH also
supports the current process by
encouraging publication of NIH-
supported original research in scientific
journals.

NIH has made modifications to the
proposed policy to provide greater
flexibility to accommodate the range of
business models represented by large
commercial publishing houses through
the smaller specialized journals of
learned societies. The most significant
change is to allow authors to specify the
timing of the posting for public
accessibility through PMC of their final
manuscript. The NIH intends to
maintain its dialogue with publishers
and professional and learned societies
as experience is gained with the Policy.

A NIH Public Access Advisory
Working Group of the NLM Board of
Regents 9 will be established. The
Working Group will be composed of
stakeholders that will advise NIH/NLM
on implementation and assess progress
in meeting the goals of the NIH Public
Access Policy. Once the system is
operational, modifications and
enhancements will be made as needed
with the Working Group, or a
permanent subcommittee of the Board,
providing ongoing advice on
improvements.

G. Potential Impact on Journal Peer
Review

NIH recognizes the enormous value
and critical role that peer-reviewed
journals play in the scientific quality
control process. Only peer-reviewed
articles accepted for publication will be
posted in PMC. Some commenters asked
if scientific integrity would be
compromised if journals were to go out
of business, thus significantly narrowing
journal options for authors. A few
commenters feared that the NIH
proposed policy would limit an author’s
freedom to publish how, when, and
where he or she chooses.

We do not believe that the Policy will
compromise scientific integrity or
significantly narrow journal options for
authors. While NIH encourages
investigators to publish and share the
results of the research that it funds, NIH
does not dictate the means of publishing
the research it supports. This Policy is
designed to preserve the critical role of
journals and publishers in peer review,
editing, and scientific quality control
processes. It is not intended to alter in
any way the manuscript submission
process, investigator choice of journal
for publication, or existing publication
process.

NIH highly values traditional routes
of research information dissemination
through publication in scientific, peer-
reviewed journals. Peer review is a
hallmark of quality for journals and is
vital for validating the accuracy and
interpretation of research results.
Publication in peer-reviewed journals is
a major factor in determining the
professional standing of scientists;
institutions use publication in peer-
reviewed journals in making hiring,
promotion, and tenure decisions. NIH
also values the communities of research
created by scientific organizations and
the journals they publish. By not
mandating but instead requesting from
our investigators that access be provided
to the public within a range of
acceptable delays extending from 0 to
12 months, the NIH believes that its
Public Access Policy addresses the
concerns raised by both for-profit and
not-for-profit publishers and will ensure
that peer review of scientific articles is
preserved. The NIH believes that
archiving and making publicly
accessible NIH-funded biomedical and
behavioral literature after a reasonable
time delay can preserve the critical role
of journals and publishers in peer
review, editing, and scientific quality
control. The policy should have no
effect on the author’s choice of journal.
We expect that greater access to research
publications will increase the impact of
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the publicly-funded research. For
example, there is emerging evidence
that easier access increases impact as
measured by the number of times a
paper is cited.10

H. Potential Impact on Scientists

A number of comments expressed the
concern that researchers would be
adversely affected by the proposed
policy if publishers experienced a
decline in subscriptions and
subsequently chose to increase charges
to authors. It was suggested that higher
charges would disadvantage
disproportionately researchers with
more limited resources. In addition,
some researchers were concerned that
the proposed policy would create an
additional burden on them.

NIH-funded investigators are expected
to make the results and
accomplishments of their activities
available to the research community and
to the public at large. Consequently,
NIH considers publication costs, which
include fees charged by a publisher,
such as color and page charges, or fees
for digital distribution, to be allowable
charges to NIH research awards.

Concerning burden, public access
submissions will provide NIH-
supported investigators with an
alternate means by which they can meet
and fulfill the current requirement to
provide a copy of each publication in
their progress reports and other
application and close-out procedures. It
is anticipated that investigators
applying for new and competing
renewal support from the NIH will
utilize this resource by providing links
in their applications to their PMC-
archived information. NIH, therefore,
anticipates that this process may reduce,
rather than increase, burden for
investigators.

It is also worth noting that the
development of a searchable archive of
published findings from NIH-supported
research will be a rich resource for all
scientists. Access to such information
not only will make it easier to
investigate a specific area of research,
but also may lead to identification of
new research questions.

I. Open Access Publication and the NIH
Public Access Policy

Some commenters believed that the
NIH Public Access Policy constitutes an
open access model of publishing. The
NIH Policy is not a form of publishing;
rather, it creates a stable archive of peer-
reviewed research publications resulting
from NIH-funded research. In addition,
the Policy does not dictate the means of
publishing but is compatible with any
publishing model that authors and

journals choose to employ. For example,
some subscription journals already
allow free electronic access to published
manuscripts directly from their Web
sites after an embargo period. In
addition, one survey reports as many as
92 percent of journals allow authors to
self-archive either a postprint (79
percent) or preprint (13 percent) of the
article on personal Web sites or on their
institution’s Web site. 11 Copyright to all
material deposited in PMC remains with
the publisher, individual authors, or
awardees, as applicable. PMC currently
includes a copyright notice alerting the
public to the rights of copyright holders
and will continue to post this notice as
it has done in the past.

J. Waiting Time to Public Access

The proposed policy published in
September 2004 indicated that with the
author’s permission, the NIH would
make the author’s final manuscript
available to the public no later than 6
months after the date of official
publication as determined by the
publisher. Many commenters
considered the 6-month waiting time to
be a reasonable compromise, though
some believed the waiting time should
be considerably shortened. Some
recommended that the waiting time be
12 months or longer, particularly
because 12 months rather than 6 months
is currently the prevailing model among
journals that already provide free,
delayed, full-text access. Some
commenters also noted that the vast
majority of journals currently offer no
free public access at all, thus arguing
that a 6-month waiting time is too
aggressive.

The NIH has tried to balance the
legitimate needs of journal publishers
with its interest in creating a permanent
archive of peer-reviewed research
publications resulting from NIH-funded
research. There is a wide range of time-
to-access policies within the publishing
world. Some of the variables that affect
time-to-access include differences
among scientific fields (e.g., clinical
versus basic research), and variability in
business models determined by a range
of issues including number of article
submissions, acceptance rate and
subscription base.

After considering the views of
scientists, publishers, patient advocates,
librarians, research administrators,
professional societies, and others, the
final Policy provides authors with the
ability to specify when their final
manuscript will be made available to
the public through PMC. Posting for
public accessibility through PMC is
strongly encouraged as soon as possible
(and within twelve months of the

publisher’s official date of final
publication). This Policy provides
greater flexibility for participation.
Further, it addresses the agency’s
interest in establishing a permanent
archive of peer-reviewed research
publications resulting from NIH-funded
research in a timely manner.

K. Politicization of Science

Some commenters suggested that a
centralized, government-operated
repository could compromise the
integrity of the scientific record, be
subject to government censorship, and
be susceptible to the politicization of
science and the variability of funding
levels and changes in agency
management.

Congress assigned to the NLM the
responsibility to acquire, organize,
disseminate, and preserve biomedical
information for the benefit of public
health. As part of this responsibility, the
Policy will create a stable archive of
peer-reviewed research publications
resulting from NIH-funded research to
ensure the permanent preservation of
these vital published research findings.
Agency policy is not to restrict or
suppress the content of PMC.

L. Implementation Costs

Many commenters expressed concern
that the costs associated with archiving
NIH-funded manuscripts in PMC have
not been clarified, or that costs are
understated. Some publishers reported
spending on the order of hundreds of
millions of dollars over the past decade
to improve online access to their journal
offerings, which led to skepticism about
the validity of NIH’s estimates. These
commenters are concerned that
allocating funds for an expanded PMC
archive would compete with funds
available to support original research.
Other commenters expressed concern
that continued funding for the system
may not be available in the future.

By building on an existing
information technology infrastructure
housed at the NLM, the NIH Public
Access Policy can be an exceptionally
cost-effective means to accomplish its
go