Reforming Animal Research Regulations:

Workshop Recommendations to Reduce Regulatory Burden

Report of an April 17, 2017 workshop organized by FASEB,
AAMC, and COGR, with assistance from NABR

¢

& FASEB & iiic
gy T AAMC
- for Bxperimental Eciogy Tomorrow's Doctors, Tomarmow's Cures™

COG R "ﬂh[ National Association for
Councll O Governnmental Reltions Biomedical Research



Participant List

Workshop on Reforming Animal Research Regulations, April 17, 2017

Mancy Ator, PhD
Frofessor, Befavioral Biofogy
Chair, Animal Care and

Use Committee

Johns Hopkins School

of Medicine

Matthew Bailey
President

National Associatien for
Biomedical Research

Kathryn Bayne, MS,
PhD, DVM, DACLAM,
DACAW, CAAB

Chief Executive Officer
AAALAC International

Taylor Bennett, DWVM,
PhD, DACLAM, DACAW
National Associatien for
Biemedical Research

Richard Bookman, PhD

University of Miami Miller
School of Medicine

Lizbet Boroughs, MSPH
Associate Vice Fresident,

Federal Relations

Associafion of American Universities

Cindy Buckmaster, PhD,
CMAR, RLATG

Director, Center for
Comparative Medicine

Baylor College of Medicine
Chair, Board of Directors
Americans for Medical Progress

Kevin Cain
Associafion of American
Veterinary Medical Colleges

Anne Deschamps, PhD
Associate Director, Science Policy
Federation of American Societies for
Experimental Biology

Anurupa Dewv, PhD
Associafion of American
Medical Colleges

. Crawford Downs, PhD
Wice Chair of Research,
Department of Ophthalmology
University of Alabama at
Birmingham School of Medicine
Chair, ARVO Animals i
Research Committee

Richard Eckert, PhD
Chair, Departrment

of Biochemistry

and Molecuiar Biology
University of Maryland
Schoel of Medicine

Howard Garrison, PhD
Direcror, Office of Public Affairs
Federation of American Societies
for Experimental Biclogy

Molly Greene, BA, CPI1A
Advisor, Institutional Amimal Care
and Use Commillee

Michigan Siate University

F. Claire Hankenson,

DVM, MS, DACLAM
Director and Amtending
Veterinarian

Michigan Siate University

Joseph R. Haywood, PhD
Assistarmt Vice President,
Reguiatory Affairs

Michigan State University

Stewe Heinig
Diractor, Science Folicy
Association of American
Medical Colleges

Michael Heintz, MS, JD
Direcror, Advocacy & Training
Society for Neuroscience

Jeffrey Henegar, PhD
Director, Animal Care and
Quality Assurance
University of Missouri

Chair, APS Animal Care and
Expenmentation Commitiee

Kevin Kregel, PhD

Associate Provost

University of lowa

Chair, FASEB Amimals in Research
and Education Subcommitieg
Ross McKinney, MD

Chief Scientfic Officer

Association of American

Medical Colleges

Council on Gowernmental Relations

Alexander Ommaya, DSc
Semior Director;,

Plinical Effect

and Implementation Research
Association of American
Medical Colleges

Sangeeta Panicker, PhD
Director; Research Ethics
American Psychological Associafion

Stacy Pritt, DVM, MS,
MBA, CPIA, DACAW
Director, Institutional Amimal
Care and Use Committes
University of Texas
Southwestern Medical Center
Vice President, AVMA

Alice Ra’anan

Director, Gowvermimernt
Relations and Science Policy
American Physiological Society

Sarah Rovito, PE
Assistant Director,
Reszearch Folicy
Association of Public and
Land-Grant Universities:

James Rowlett, PhD
Professor, Department of
Psychiatry & Human Behavior
University of Missizsippi

Medical Center

Chair, APA Committee on Animal
Research and Ethics

Mar Sanchez, PhD
Associate Professor, Psychiaty
and Behaworal Sciences

Emory University

School of Medicine

Chair, SIV Commitiee on
Animals in Research

¥vette Seger, PhD
Director, Science Policy
Federation of American Societies
for Experimental Biology

Scott Simon, PhD
Professor, Biomedical

Vice Chair, institutional Animal
Care and Use Commitiee
University of California, Davis

Lauren Stump, DVM
Assistant Director,
Government Refatons
American Veterinary Medical
Association

Ara Tahmassian, PhD
Chief Research

Compliance
Harvard University

Sally Thompson-iritani,
DVM, PhD

Director, Office of Amimal Welfare
University of Washington

James Tomasek, PhD
Vice President for Research

University of Oklahoma
Reszearch Park

Matt Windsor, PhD

Semior Manager, Science
ications

Association for Research in Vision

and Ophihalmology

Report Reviewer
Reginald W. Miller, DVM,
DACLAM

Dean, Research-Operations
and infrastructure

lcahn School of Medicine at
Mount Sinai



ULIIIIIIICI.Iy LS|

Executive Office of the President & Congress
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Statutory or

Corresponding Recommendation Regulatory H;S:;C;:?Bff Ft:ap-oert
Action Required 9
The Executive Office of the President (EOFP) and the Office
of Management and Budget (OMEB]) should explore whether
5 regulatory efficiencies could be gained, and burden EOPF and OME should
reduced, by consolidating animal research oversight under | Perform exploratory study Investigator
a single Federal office or entity with one primary set of '-'2"“9 an advisory group JACUC 1011
lati d guidance d ents. experis engaged in - ituti
regu IOH-S and g ccumsnts - - animal research f the Institution
= An advisory group of experts engaged in animal regulated community
research from entities that receive federal research
awards should be invited to assist with this effort.
— Harmonize existing federal requirements for those
species currently covered by USDA and those .l sti
. covered by the Public Health Service Policy on e P
Humane Care and Use of Laboratory Animals (PHS - Institution
Policy) to conform to the least burdensome standard
while maintaining animal welfare.
oh — Pilot new models and structures through the Fedseral = Investigator 10-11
Demonstration Partnership (FDP), as appropriate. = lACUC
The EOFP and OMB should consider requiring at least
a B0-day comment period on the merits and impact of
S any proposed policies, guidance documents, frequently
asked ql_IIE-SIiCI'IS (FACks), or interpretive rules before EOP and OME should PR
they are issued. institute policy
= Final policies and guidance should include material
changes that reflect germane comments received from
the regulated community.
— Mearfinal documents should be reviewed by an o
external advisory committee of experts engaged = ml gl roup = Investigator
Sa in animal research from the regulated community @ Kljd assist with = lACUC 112
before they are disseminated for public comment this review = Institution
or final agency review.
b — All guidance documents should state clearly that they State on all = Investigator 11-12
do not carmry legal or regulatory force. guidance documents = lACUC
— Guidance documents should not be accompanied by .
= = A State on all = Investigator
Bc a regquirement to cbtain agency approval for altermative _ - 1142
EitEdE TR lan Trr s as, guidance documents IACUC
Congress should amend §2143(b)(3) of the Animal Welfare Amend §2143(b)(3) of -l <ti .
14 Act (AWA) and §495(b)(3) of the Health Research Extension | the AWA and §495(b)(3) | _ lACUCg 20
Act (HREA) to require only annual inspection by the IACUC. of the HREA
Congress should amend §2146 of the AWA to remove
the requirement for annual USDA inspection of research " § §2146 of = Investigator
16 facilities and allow for an inspection frequency based on the AWA < = lACUC 2122
compliance history, as part of the agency’s Risk Based = Institution
Inspection System process.




National Institutes of Health & United States Department of Agriculture

Corresponding Recommendation

Statutory or
Regulatory
Action Required

Reduction of Report
Burden for Page

NIH and other federal agencies involved in the review of
regulations and policies for the care and use of laboratory
animals mandated by the 21= Century Cures Act (Cures)
should appeint an external advisory group of experts
1 engaged in animal research from entities that receive Establizh a review
federal research awards to serve as advisors. The advisory committee of experts
group should include those involved with oversight engaged in animal
responsibility at the insfitutional level, such as institutional research from the
admini IACUC members, veterinarians, and T 9
investigators engaged in animal research. o assist with
+ This will foster progress and impartiality in the implementation of
conduct of this review, which should take into account Cures mandates
relevant regulations, policies, and guidance, along
with the recommendations of this and other reports
that have addressed regulatory burden associated
with animal research.
— The committee could be designated an “expert n 0
subsommittes” of the Rescarch Policy Boaid mandated | _ Designale the review
1a byCu'es Agencies might also consider a permanent m;“gncgt;emﬁ;? ;xuﬁzd g
animal research advisory group modeled after the e h Policy Baard
Department of Health and Human Services Secretary’s o
Advisory Committes on Human Research Protections.
As part of the review mandated by Cures, all cumrent Public
Health Service (PHS) and USDA regulations, policies,
guidance documents, FAQs, and interpretive rules, as well
as the process for generating them, should be reviewed
by an external advisory group of experts engaged in
4 animal research from entities that receive federal research
awards. The advisory group should include those involved i
with oversight responaibilty at the instiutional level, m":;,;‘;’:j‘;’go%;"ﬁ;) * Investigator
such as institutional administrators, IACUC members, could assist with thiz * IAC!JC_ 12
weterinarians, and investigators engaged in animal review * Institution
research.
= This review would ensure that these documents
emphasize matters of core importance to animal welfare
identified in the statutory language of the HREA and
AWA, and are consistent with current scientific and
technological knowledge and approaches.
NIH and USDA should
NIH and USDA should establish a risk-based process issue a Motice in
for review of animal research protocols similar to that for the Federal Register
human subjects research under 45 CFR 56; §46.110. amending protocol = Investigator
] Studies deemed low-risk, noninvasive, or minimally review requirements to | = [ACUC 16
invasive could be exempt from full IACUC review or define types of studies | = Institution
eligible for administrative review without concurrence invalving low-risk,
by the full IACUC. noninvasive, or minimally
invasive procedures




National Institutes of Health

The Guide for the Care and Use of Laborafony Animals (Guide) is
not a regulatory document. Given that, OLAW should use
the Guide as it was intended, namely, “to assist institutions in
5 caring for and using laboratory animals in ways judged to be
professionally and humanely appropriate.” The Guide allows
facilities to produce welfare cutcomes for animals in diverse and Amend MNIH FAQ C7, PHS
innovative ways by permiting altemative strategies fo "should” Policy IWB.3.c, and MIH = Investigator
staternents upon approval by the IACUC. website: https://grants.nih. | = IACUC 13-14
= OLAW should not consider IACUC-approved altemative gov/grants/olaw/departures. | = Insfitution
strategies from “should” statements in the Guide as hirn
departures or deviations nor should they be required to
be included in the semiannual report to the Institutional
Official. This would be consistent with OMB's Agency Good
Guidance Practices Bulletin and would significantly recuce
administrative burden without compromising animal welfare.
OLAW should cease using the word “deviation” in their
guidance documents when referring to IACUC-
& alternative strategies to “should” statements in the Guide. As = Investigator 1314
with USDA regulations, the meaning of words used in OLAW = |ACUC
guidance documents not defined in legislation or the PHS
Palicy should be that of a standard dictionary.
The Guide should be a “living” document that continuously
incorporates changes in the scientific literature. Consideration - Investigator
7 | should be given to an online version of the Guidle with pericdic - JACUC 1314
updates provided in parinership with an independent group such
as the American Association for Laboratory Animal Science.
Amend the third bullet in section 8.1.2.5 of NIH Grants Policy to Amend third bullet in - Investigator
11 | read "Change from the approved use of live vertebrate animals section §.1.2.5 of the NIH - JACUC 17
that would result in an increased nisk.” Grants Paolicy
Eliminate the requirement for verification of protocol and “Delete section 4.1.1.2 = [TesiEsn
13 grant congruency in NIH Grants Policy 4.1.1.2 to allow for ““Verification of IACUC . ACUC 19-20
reasonable advances, discoveries, and other developments of Approval™ from the NIH « Institution
the overall research chjectives. Grants Policy
Delete all other examples of
reportable situations except
“conditions that jeopardize
Revise the NIH guidance in NOT-OD-05-034 regarding prompt the health or well-being of = Imvestigator
18 | reporting to include only those incidents that jeopardized the animals, including natural = |ACUC 22-23
health or well-being of animals. dizasters, accidents, and = |nstitution
mechanical failures, resulting
in actual harm or death to
animals” in NOT-OD-05-034
OLAW specifies that the grant number be included in
noncompliance reports, but this is not required in PHS
19 | Policy (V/F-3). Grant numbers shauid not be required on speiete second bullet undet | « Investigator
. N . . ion to Be Reported’ - 22-23
noncompliance reports in order to protect investigators and in NOT-OD-05-034 = Institution
study teams from harassment by parties seeking to disrupt
animal research.
Using the Federalwide
Streamline the assurance for animal research. In addition, for Assurance for Human . ACUC
20 | Category 1 institutions, allow proof of accreditation in lieu of Subjects Research as a « Institution 23
the detailed program description. guide, streamline the Animal
Welfare Assurance




United States Department of Agriculture

. . Statutory or Regulatory Reduction of | Report
Corresponding Recommendation Action Required n for Page
Revise §2.31(d)(3) of the AWA Regulations (AWR) as
follows: “The IACUC shall conduct continuing reviews
of activities covered by this subchapter at appropriate = Investigator
8 | intervals as detemined by the IACUC, including a review | AT S2THAB ofthe | oy 15
as required in §2.31(d)(1-4) at least once every three years” = |nstitution
{emphasis added). This would make review frequency
consistent with the PHS Policy.
Revise USDA Animal Care Policy #14 to reflect the:
language in the AWA §2143 and AWR §2.31(d)(1)(x)
(A-C), allowing approval of multiple survival operative ] . 8
10 | procedures at the discretion of the IACUC and as justified | Mo DSDA Znifmal Care | = favestigator 16-17
for scientific and animal welfare reasons. This will enhance <
the community’s efforts to reduce the number of animals
invalved in research.
Amend the language in USDA Animal Care Policy #12 with
respect to literature searches to be consistent with AWR
§2.31 (d)(1)(ii), which charges the IACUC to determine “that ]
12 [ the: pincipal iwesfigator has considered aflematives o Amend USDA fnimal Care | . investigator 18-19
procedures that may cause more than momentary or slight <y
pain or distress to the animals, and has provided a written
narrative description of the methods and sources...”
Revize §2.31(c)(3) of AWR to state: “The ACUC may, at
its discretion, determine the best means of conducting an
evaluation of the institution's programs and facilities that * Investigator
15 | includes all members wishing to participate in the process. | M 23 EI@ of 1L acyc 21
The IACUC may invite ad hoc consultants fo assist in = Institution
conducting the evaluation. However, the IACUC remains
responsible for the evaluation and report.”
Include ARALAC
International accreditation
With respect to inspection frequency based upon historical v.‘:aiiigl't:';ta q]r:(the A:Hr:iss * Investigator
17 | compliance, USDA should consider including AAALAC el o y pSHia.-'nu-f.ngua.f' = lACUC 2122
International accreditation as a factor. a-goviap = Institution
animalwelfare/sa_awa/
ct awa risk_based
_inspection_systermn

Minor recommendations are not color-highlighted




United States should dramatically retool animal research rules, groups say
By Warren CornwallOct. 24, 2017, 5:45 PM

http://www.sciencemag.org/news/2017/10/united-states-should-dramatically-retool-animal-research-rules-
groups-say
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