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II”W” USA — Animal Research
Oversight

GOVERNMENT PRIVATE

U.S. Dept. of Dept. of Health & AAALAC Intl.
Agriculture Human Services

Animal Welfare Act PHS/HIth Res. Ext.
Act

Regulations PHS Policy/Guide Guide
Animal Care NIH/OLAW PRIMR, SCAW

And some States FDA

MOU between USDA, NIH and FDA
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through USDA
Regulations

Mission Statement:
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Animal Welfare Act

Definitions
Animals
Research facilities
Dealers & Exhibitors

Institutions — Institutional Official

Institutional Animal Care and Use
Committee

Dog exercise and Primate enrichment
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m AWA Definitions

Research Facility — Higher education
Institution or research facility that uses dogs/cats,
that purchases animals in interstate commerce, that
receives research grants. Federal facilities expected
to follow AWA but not inspected by USDA.

Animal — live or dead dog, cat, monkey, guinea
pig, hamster, rabbit and other animals as the
Agriculture Secretary determines but not rats, mice
and birds (per 2002 amendment).

Also does not apply to farm animals used in
production agriculture trials
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Implementing AWA

USDA Inspections

JACUC Composition, Meetings &
Protocol Review

Attending veterinarian

Public member

Non-scientist

Scientist

Legal Sanctions — mainly fines
Education also required
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l“” JACUC System

Follows approach used to govern
human research — termed “Enforced
Self-Regulation” (as opposed to self-
regulation or government regulation).

Many symposia and seminars to
teach people how to run an IACUC
but big differences exist from one
Institute to another.

Challenge —when does regulation
Interfere with science (not meant to)
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‘“ IJACUC Reliability

Plous and Herzog (Science 293:608-609, 2001)
Surveyed 50 IACUCS.

Used real protocols supplied by the 50
IJACUCSs.

Found low levels of agreement between
original judgment and second and third
rating.

Where IACUCs were provided with some
guidance (e.g. a pain scale), agreement
Improved substantially
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Public Health Service

PHS is mainly NIH (by far the largest
amount of funding) with some activity
by FDA and CDC.

Several documents guide oversight:

PHS Principles

The “Guide” for the Care and Use of
Laboratory Animals

If you want public research funds, must
comply.
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Offce of Laboratory
Animal Welfare

Mational Institutes
of Health

Public Health Service

Policy on Humane
Care and Use of
Laboratory Animals

Public Health
Service Act

DHHS
NIH

OLAW
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'I|”H| Office of Laboratory Animal
Welfare

Registration.
Holds Animal Welfare Assurance on file
Compliance.

Recelves annual reports on compliance
with PHS principles

JACUC Protocol reviews go to study
sections

Education.

February, 2008




OLAW Looks For 5 Points

Number and Species
Rationale
Description of use

Methods to minimize pain and
distress

Methods of euthanasia
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Key Aspects of PHS Policy

Enforced self-regulation

Performance standards — flexible, self-
correcting, based on animal welfare

Animal welfare assurance

ACUC

Reporting requirements - semiannual
Record-keeping requirements
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OLAW Assurance Elements

Reporting relationships — authority
JACUC membership and performance
Veterinary care

Occupational health

Personnel qualifications

Species

Facilities
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Issues In Protocol Review

Analgesia and Anesthesia
Euthanasia

Species and numbers

Relevance to Human/Animal Health
Advancement of Knowledge

Consideration of Three Rs (non-
animal methods)
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AAALAC International - Private

TERMAT

ATION FOR

| O N AL

SSMENT AND ACCREDITA

ON OF LABORA NIMAL CARE INTERNATIONAL

ABOUT AAALAC
ACCREDITATION

PROGRAM STATUS
EVALUATION

APPLY
RESOURCES
NEWS

PUBLICATIONS

where g

science

and responsicle,

dainiima
care

AMALAC Intemational promotes the
humane freatment of animals in
sclence through acereditation

and assessment programs.

Nearly 700 Institutions in

27 countries have eamed

AAMALAC Intemalional
accreditafion.

QUICK LINKS:

ACCREDITED ORGANIZATIONS

MEMBERS ONLY

REFEREMCE RESOURCES ~ PROGRAM DESCRIFTION  GLOBAL GATEWAY

Main Office: 11300 Rockville Pike, Suite 1211, Rockville, Maryland 20852 USA, & 301-231-5353 f: 301-231-8282, accreditflaaalac.org
European Office: Avenue de Tervuren 402, 1150 Brussels, Belgium, & +32-2-761-66-T8 f: +32-2-T61-66-T9, accredit_suropegiaaalac.org
Pacific Rim Office: 68-3548 Makana Aloha Pl Walkaoloa, Hawall 96738 USA, © B08.883.2186 f: 808.883.1155 kbayneg@aaalac.ong

LAC International
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m AAALAC International

Started in 1960s

Now helping to drive standardization
across the world

Uses the PHS Guide as a core
document

Need to harmonize different
requirements
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Institutional Animal
Care and Use
Committee Guidebook

2nd Edition
2002
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' . .
”H” Humane Science Online Course
—Johns Hopkins CAAT

http://caat.ihsph.edu/programs/course/index.cfm
Enhancing humane science — Goldberg & Owiny
Introduction to humane science — Rowan & Goldberg
Rodent Surgery — quality matters — Brown
Post-procedural care — Singletary & Newcomer

Pain and distress — Peterson

Impact of stress on data quality — Rowan

Humane endpoints — Owiny

The Five Freedoms — Watson

Enrichment for rodents — Guilarte

Non-invasive imaging in rodents — Gabrielson

In vitro and replacement approaches — Goldberg & Yager
Experimental design & statistics - Broman
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The

1IACUC

HANDBOOK

Ldited by
Jerald Silverman
Mark A. Suckow
Sreekant Murthy
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