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Foreword

The original OPRR/ARENA IACUC Guidebook was published in 1992 and
has served as a useful resource to the animal research community. This
revised edition, the ARENA/OLAW IACUC Guidebook, continues to sup-
port the fundamental principle on which the animal care and use program
is based: self-regulation with oversight. It clearly demonstrates the increased
role of the Institutional Animal Care and Use Committee (IACUC) in ensuring
the ethical and sensitive care and use of animals in research, teaching
and testing.

This Guidebook is the product of an ARENA-established editorial board of
knowledgeable individuals who have IACUC experience and are familiar with
the evolution of IACUC issues and relevant documents published during the
past decade. Sections from the original document have been updated, and
new sections added to incorporate state of the art knowledge regarding the
functioning of IACUCs and institutional animal care and use programs. This
Guidebook does not create new or different interpretations of the PHS Policy
on Humane Care and Use of Laboratory Animals, legislation, or USDA animal
welfare regulations.

The most current knowledge and understandings were sought through dis-
tinguished authors with experience and expertise. New references, resources
and contemporary scientific and “road tested” guidance have been incorpo-
rated. For example, the emphasis of the 1996 edition of the Guide for the
Care and Use of Laboratory Animals on performance goals as opposed to
engineering approaches is a theme that resonates throughout. Other new
reports, such as the 1997 Occupational Health and Safety in the Care and
Use of Research Animals and the 1998 The Psychological Well-Being of
Nonhuman Primates, both published by the National Research Council have
offered new insights and approaches that are reflected herein. The AVMA
Panel on Euthanasia also published new guidelines in 2001.

Additional knowledge and changing trends in research have mandated broader
and deeper coverage of topics in this Guidebook. New topic areas include
training IACUC members, disaster planning, managing breeding colonies,
and the use of transgenic animals. New federal requirements and directives
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Foreword

have been incorporated, and feedback from the field during the past ten
years has resulted in emphasis on topics such as the role of the nonaffiliated
member, the application of the three R’s (reduction, refinement and replace-
ment) of alternatives, and the development of humane endpoints.

It is with a great sense of gratitude and respect for my colleagues who served
on the editorial board and to the 30 authors who generously shared their time
and expertise that | submit this document to the Office of Laboratory Animal
Welfare. | would especially like to express my appreciation to the Project
Director, Carol Wigglesworth, and her colleagues in NIH’s OLAW who gave
untold hours of editing and guidance to make this project not only possible,
but also enjoyable. ARENA also gratefully acknowledges the technical
review for consistency with the provisions of the USDA animal welfare regu-
lations provided by Dr. Ron DeHaven, Deputy Administrator, Animal Care,
APHIS, and his headquarters staff. This has truly been a labor of love
by many dedicated individuals in the animal research community and |
feel honored to have been a part of this effort.

Marky Pitts
Chair, Editorial Board
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A.1. Timeline, Background and History

Timeline

1950
1963

1965

1966

1967

1971

1971

1973

1974

1979

1979

1982
1985

1985

Formal establishment of Animal Care Panel.

First edition of the Guide for the Care and Use of Laboratory Animals
(Guide) developed by the Animal Care Panel.

Incorporation of the American Association for the Accreditation of
Laboratory Animal Care (AAALAC).

Congress passed the Laboratory Animal Welfare Act (PL 89-544)
and the USDA was named the responsible agency.

Animal Care Panel changed its name to the American Association
for Laboratory Animal Science (AALAS).

NIH Policy on Humane Care and Use of Laboratory Animals for PHS
Supported Institutions.

USDA promulgated standards known as Subpart F, Stolen Animals
(AWA).

First Public Health Service (PHS) Policy on Humane Care and Use of
Laboratory Animals.

Public Responsibility in Medicine and Research (PRIM&R) established.

PHS Policy required each animal-using grantee institution to have a
PHS Assurance and a committee to maintain oversight of its animal
care program.

USDA promulgated standards known as Subpart E, Identification of
Animals (AWA).

First PRIM&R Animal Care and Use meeting.

U.S. Government Principles for the Utilization and Care of Vertebrate
Animals Used in Testing, Research and Training promulgated.

Health Research Extension Act (P.L.99-158) passed by Congress.

3
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1985
1986
1986
1989

1990

1990

1991

1992

1996

1996

2000

2002

Animal Welfare Act Amendments passed by Congress.
Applied Research Ethics National Association (ARENA) established.
PHS Policy revised.

USDA promulgated regulations (known as Parts 1 and 2) implement
ing the 1985 AWA amendments.

The structure of the Office for Protection from Research Risks (OPRR)
was changed to establish a Division of Animal Welfare.

USDA promulgated standards known as Subpart B, Registration and
Subpart C, Research Facilities (AWA).

USDA promulgated standards known as Part 3. In addition, amend
ments were made to Part 2: Regulations in Subpart A, Licensing and
Subpart D, Attending Veterinarian and Adequate Veterinary Care. (AWA).

First Institutional Animal Care and Use Committee Guidebook was
developed by a committee under the auspices of the Applied Research
Ethics National Association (ARENA) and OPRR.

7th Edition of the Guide for the Care and Use of Laboratory Animals
revised by an ILAR committee and published by the NRC.

AAALAC became the Association for the Assessment and Accredita
tion of Laboratory Animal Care International.

OPRR Division of Animal Welfare was separated from OPRR and
became the Office of Laboratory Animal Welfare (OLAW), NIH.

ARENA/OLAW Institutional Animal Care and Use Committee Guide-
book. Second edition.



A.1. Timeline, Background and History

Background and History

Prior to the middle of the 20th century the responsibility for animals used
in research in the United States was placed directly in the hands of the
researchers and the quality of animal care and animal welfare varied
tremendously among research institutions. Even within the same school
or institution, research laboratories had inconsistent animal care policies
and standards of care.

In 1961, a group of veterinarians working for research institutions in the
Chicago area formed the Animal Care Panel (ACP). The ACP appointed a
committee charged with establishing animal care and use guidelines for
research facilities. Their product was the publication of the first edition
(1963) of the Guide for the Care and Use of Laboratory Animals (referred to
in this document as the Guide). Subsequent editions of this publication
were supported by the NIH and developed under the auspices of the
Institute of Laboratory Animal Resources (ILAR), which was subsequently
renamed the Institute for Laboratory Animal Research. The National Acad
emy Press, under the auspices of the National Research Council, published
the most recent (seventh) edition in 1996. This single document serves as
the primary source of laboratory animal care and use standards and
guidelines in the United States. The 1996 edition has been translated
and published in six languages, and over 400,000 copies have been
distributed throughout the world.

In 1963, the ACP saw a need to evaluate the standards of animal care and
use practiced in research institutions based on the Guide, and appointed
an Animal Accreditation Committee. This Committee soon determined
that it should function independently of the ACP, and in 1965 incorporated
in the state of lllinois as the American Association for the Accreditation
of Laboratory Animal Care. This independent accrediting agency changed
its name in 1996 to the Association for the Assessment and Accreditation
of Laboratory Animal Care International (AAALAC).

Prior to 1966, no U.S. federal law addressed laboratory animal welfare.
Local humane societies actively promoted responsible treatment of pets
and farm animals. Concurrently, the scientific community was improving
the quality of animal care and well-being in the research laboratory. During
this time the increasing need for dogs and cats in research was partially
fulfilled by animal dealers who obtained these animals in various ways
and sold them to research laboratories. A series of articles and news
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reports on animal neglect, abuse and pet theft by animal dealers culmi
nated in a 1966 major article and photographs in Life magazine. The article
suggested a need for regulation and a system of enforcement, especially
for dogs and cats used in research. Catalyzed in part by this article, the
Laboratory Animal Welfare Act, the first version of what is now known as
the Animal Welfare Act (AWA), was passed by Congress in 1966 (Public
Law 89-544) establishing legal standards for laboratory animal care and
use for the first time in this country. The United States Department of
Agriculture (USDA) was named the responsible agency for implementing
and enforcing this new law and it promptly began promulgating regula
tions. Research laboratories and dealers were required to register or license
their facilities and undergo inspection by USDA personnel who were
authorized to issue citations for non-compliance. These early inspections
did not extend into the research laboratory where animal care and use
remained under the direction of the research investigator. A number of
amendments to the AWA have led to regulations that now include animal
transportation, marine mammals, and animals in the research laboratory.
However, the USDA regulations currently exclude common laboratory rats
(Rattus norvegicus) and mice (Mus musculus), birds, and farm animals used
in production agriculture research.

All Public Health Service (PHS) policies on this subject evolved from the
1971 National Institutes of Health (NIH) Policy, “Care and Treatment of
Laboratory Animals.” That policy referenced several NIH and PHS state
ments on appropriate care and humane treatment of laboratory animals,
among them the Guide. It introduced the animal care committee as a
means of local assurance of good animal care and use.

The 1971 NIH policy required institutions or organizations using warm-
blooded animals in research or teaching supported by NIH grants, awards
or contracts to “assure the NIH that they will evaluate their animal facilities
in regard to the maintenance of acceptable standards for the care, use
and treatment of such animals.” The institution could show that it was
either accredited by a recognized professional laboratory animal accredit
ing body (AAALAC) or had established an animal care committee to carry
out that assurance function. The minimum number of committee members
was not stated, but at least one member had to be a Doctor of Veterinary
Medicine. Guidelines for the committee included the Guide, all applicable
portions of the AWA, and an appended set of Guidelines known as the
“Principles for the Use of Laboratory Animals.” The committee was required
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to inspect the institution’s animal facilities at least once a year and report
its findings and recommendations to responsible institutional officials.
Records of activities and recommendations were required to be available
for inspection by NIH representatives.

The first PHS policy regarding animal care and use replaced the NIH
policy on July 1, 1973 and continued to accept AAALAC accreditation in
lieu of an institutional committee. The January 1, 1979 revision of the PHS
policy required each animal-using grantee institution to have “a committee
to maintain oversight of its animal care program” and expanded the defini
tion of animal to include all vertebrates. The revised policy also required
an institution to submit an Assurance statement to the Office for Protection
from Research Risks (OPRR), now the Office of Laboratory Animal Welfare
(OLAW), that it is committed to follow the Guide, the Principles and the
PHS policy requirements, before receiving PHS support for studies in which
animals or animal facilities were used.

Institutions were required to include in their Assurance a list of committee
members with their position titles and credentials. Committees were
composed of at least five members including at least one veterinarian. The
members had to be knowledgeable regarding the care and use of animals
used in research.

The 1979 PHS policy continued to accept AAALAC accreditation as a
means of demonstrating conformance with the Guide, but an alternative
was annual review of the animal facilities and procedures by the institution’s
IACUC. Institutions were required to report to NIH (OPRR) any noncon
formance with the Guide or problems encountered in implementing the
PHS policy, and submit annual reports indicating progress toward full
conformance. Review of individual proposals or projects by the IACUC
was encouraged but not required.

The most recent revision, officially the PHS Policy on Humane Care and
Use of Laboratory Animals (referred to in this document as the PHS Policy),
was promulgated in 1986 and reprinted in 1996 and 2000. It further defined
and outlined requirements of an animal care and use program. This revised
PHS Policy includes provisions of the Health Research Extension Act of
1985, enacted on November 20, 1985 as Public Law 99-158. The 1986
PHS Policy applies to both extramural and intramural PHS research and
requires the Institutional Animal Care and Use Committee (IACUC) mem

bers to be appointed by the Chief Executive Officer of the institution. The
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IACUC must evaluate and prepare reports on all of the institution’s pro-
grams and facilities (including satellite facilities) for activities involving
animals at least twice each year, and is required to review the care and use
of animals in PHS-supported activities. The IACUC, through the Institutional
Official (10), is responsible for compliance with reporting requirements.
Minority views filed by members of the IACUC must be included in
reports filed under this PHS Policy. The PHS Policy also requires training or
instruction for scientists, animal technicians and other personnel involved
in animal care, treatment or use. This training or instruction must include
information on the humane practice of animal care and use as well as train
ing or instruction in research or testing methods that minimize the number
of animals required to obtain valid results and minimize animal distress.

The Interagency Research Animal Committee, made up of representatives
of federal agencies that use or require the use of experimental animals,
promulgated the “U.S. Government Principles for the Utilization and Care
of Vertebrate Animals Used in Testing, Research and Training” in 1985
(see Appendix F). These Principles were subsequently incorporated into
the 1986 PHS Policy, and remain in effect today as a model for federal
agencies that develop specific agency policies for the use of animals.

With the promulgation of the 1986 version of the PHS Policy, OPRR (now
OLAW) embarked upon an extensive national education program. The
program began with the co-sponsorship of one- to two-day workshops in
conjunction with Assured institutions at different geographical locations.
Many of the early workshops focused on basic provisions set forth in the
1986 PHS Policy, such as protocol review and semiannual program evalu

ations. That cosponsorship of approximately four to five workshops a
year continues today, although the topics are now generally more special

ized, covering areas such as performance standards, field studies, and
laboratory animal management and technology. Since 1995 OLAW has
expanded its educational role to include development of a Web-based
tutorial, an extensive Web site with sample documents to assist institu

tions in their implementation of the PHS Policy, co-sponsorship of ARENA’s
IACUC 101 program, and this revised ARENA/OLAW Guidebook.

Special interest groups concerned about the acquisition and welfare of
animals used in research continue to influence research animal care and
use. These groups include local and national humane societies concerned
about animal welfare and well-being, and antivivisectionist groups that
are opposed to the use of animals in research. The activity of some animal
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rights groups escalated and became more vocal in the early 1980s. This
activity peaked in a series of illegal break-ins and vandalism and was brought
to the forefront of public opinion soon after two incidents involving alleged
“animal cruelty” and “insensitivity” in two well-known research institutions.
This climate raised public concern and visibility of animals in research and
served as a catalyst for amendments and clarifications of guidelines and
regulations providing for animal welfare.

New USDA regulations based on the 1985 amendment to the AWA
became effective between October 1989 and August 1991. These regula

tions require each registered research institution to appoint an IACUC of
not less than three members, including a veterinarian, which “serves as
the agent of the research facility that assures that the facility is in full com

pliance with the Act.” The regulations also require a member not affiliated
with the institution representing community interests in the proper care
and treatment of animals. These USDA Animal Welfare Regulations (AWRs)
and the PHS Policy contain many common requirements.

The Scientists Center for Animal Welfare (SCAW) was instrumental in pro

viding early guidance to institutions on IACUC functions and organization
through regional conferences and workshops, culminating in a special
1987 American Association for Laboratory Animal Science (AALAS) publi

cation entitled, “Effective Animal Care and Use Committees.” Since 1983,
training and guidance of this type has also been provided through annual
animal care and use conferences sponsored by Public Responsibility in
Medicine and Research (PRIM&R) and the Applied Research Ethics
National Association (ARENA), regional workshops supported by OLAW,
and numerous similar activities. The first Institutional Animal Care and Use
Committee Guidebook was written by a committee of experts under the
auspices of ARENA and published by NIH in 1992. The present edition,
published in 2002, is the first revision.

During the 1990s there was an evolution in the ways that IACUCs fulfilled
their mandate. This was in part due to increased experience implement
ing the PHS Policy and AWRs, but may also be attributed to new reports,
such as the 1996 Guide which emphasizes performance goals as opposed
to engineering standards, and the 1997 ILAR report, Occupational Health
and Safety in the Care and Use of Research Animals, that shifted the focus
of occupational health programs to risk based systems. Other factors
contributing to this evolution came from the research community, such
as the development of transgenic animals and in vitro alternatives to the
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production of monoclonal antibodies. The IACUC community has also
gained a greater understanding of and appreciation for the role of nonaffili
ated and nonscientific IACUC members. Humane endpoints in research
and innovative ways to address environmental enrichment of primates
are other areas that grew in sophistication during the 1990s. Training of
IACUC members and animal users has received greater attention and the
number of training programs and modules has increased significantly.
Finally, OLAW, USDA and AAALAC International have all placed an in-
creased focus on IACUC functions.

While originally borrowed from the human Institutional Review Board
structure, the concept of IACUCs to review and ensure animal welfare is
now common practice in the animal research community. The goal of each
IACUC is to ensure the humane care and use of animals used in research,
and compliance with guidelines and regulations, while maintaining flexi
bility to best meet the unique needs of the institution. Active participation
by research scientists allows for the scientific needs of research investi
gators to be considered; participation by nonaffiliated members incorpo
rates a public conscience; and the involvement of veterinarians ensures
appropriate medical care and animal well-being. A program of continuing
education is essential to ensure that animal care and use standards and
ethical principles continue to be applied at the highest possible level.
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A.2. Authority, Composition and Functions

Each institution that receives PHS support for activities involving vertebrate
animals or is subject to the authority of the Animal Welfare Act (AWA) must
operate an animal care and use program with clear lines of authority and
responsibility. The program must include:

e a properly constituted and functioning Institutional Animal Care and
Use Committee (IACUC);

e procedures for self monitoring;

e an adequate veterinary care program;

¢ anoccupational health and safety program (not required under the AWA);
e a personnel training program;

¢ an environment, housing and management program for animals; and
e appropriately maintained facilities for housing and support.

PHS requires an institutional Animal Welfare Assurance that provides
details on the institutional program in order to award funds; USDA requires
registration of facilities. Section E.1. and E.1. Table B include additional
detail concerning PHS assurances and USDA registration.

Authority

IACUCs derive their authority from the law. They are mandated by the Health
Research Extension Act (HREA) of 1985 and the AWA. The laws require
the Chief Executive Officer (CEO) of an organization to appoint the IACUC,
whose responsibilities are delineated in the law and federal policy and
regulations. Office of Laboratory Animal Welfare (OLAW) considers the
CEO to be the highest operating official of the organization. The CEO may
delegate authority to appoint the IACUC if the delegation is specific and
in writing.

Once appointed, IACUCs report to a senior administrator known as the
Institutional Official (10). The IO must have administrative and operational
authority to commit institutional resources to ensure compliance with the
PHS Policy and other requirements. The CEO and 10 may be the same

11
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individual, although at large institutions the CEO is typically somewhat
removed from operational program involvement. Occasionally I0s are
also appointed to serve on IACUCs but this is not advisable because the
IACUC reports to the IO, creating potential conflict of interest.

The IACUC’s mandate to perform semiannual program evaluations as a
means of overseeing the animal care and use program puts the IACUC in
an advisory role to the 10. In its semiannual reports the IACUC advises
the 10 of the status of the institution’s compliance, establishes plans
and schedules for correcting deficiencies necessary to either maintain or
achieve compliance, and makes recommendation to the 10 regarding any
aspect of the institution’s animal program, facilities, or personnel training.
This approach of “enforced self-regulation” requires that the IACUC have
the full support of the IO responsible for the program.

The IACUC’s authority to review and approve protocols is independent
of the 10 who may not overrule an IACUC decision to withhold approval of
a protocol. (The converse is not true, i.e., if an IACUC approves a pro
tocol the institution is not required or obligated to conduct the research
activity.) An institution may subject protocols to additional institutional
review (e.g., department head, biosafety committee, etc.)

Committee Composition

Some IACUC members fulfill specific regulatory requirements (e.g.,
veterinarian with program responsibility, an individual nonaffiliated with
the institution); others have unique roles by virtue of their position (e.g.,
chairperson).

There are no specific prohibitions regarding individuals filling more than
one role on the IACUC, but OLAW strongly recommends against the same
person serving multiple roles because the responsibilities and authorities
vested in each of the positions are distinct and often require different
skills. Appointing one individual to more than one of these roles may
circumvent intended checks and balances. Also of importance is the
perception of conflict of interest, which can lead to allegations of impropri
eties from various sources.

Veterinarian: The PHS Policy and AWRs mandate the appointment of a
veterinarian with direct or delegated program responsibility to the IACUC.
CEOs may appoint more than one veterinarian to the IACUC but the veteri

narian with direct or delegated program responsibility must be designated
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as such. The veterinarian with program responsibility must have training or
experience in laboratory animal science and medicine or in the care of the
species being used.

Chair: A knowledgeable and effective leader is crucial to an effective
IACUC. This individual needs the full support of the I0. A chair with suffi
cient stature (e.g., seniority or tenure) can perform the functions of this
position without jeopardy to his/her career. In the case of a large program
of animal care and use a co-chair may be desirable.

Nonaffiliated member: The nonaffiliated member is intended to repre
sent general community interests. An informed nonaffiliated member can
bring significant value to the committee by bringing a non-institutional
perspective to the research endeavor. This member has equal status to
every other committee member and should be provided the opportunity
to participate in all aspects of IACUC functions.

While in the majority of instances effective nonaffiliated members may
be willing to serve without reimbursement, in other instances remunera
tion for expenses or compensation for time may allow for participation
by effective individuals that would not otherwise be possible. OLAW and
USDA maintain that nominal compensation is permissible without jeopar
dizing a member’s non-affiliated status, if it is only in conjunction with
service on the IACUC and if the amount of compensation is not so sub
stantial that it could be considered to influence voting on the IACUC.

Scientist and nonscientist: PHS Policy requires that the IACUC include a
practicing scientist experienced in research involving animals, and a
member whose primary concerns are in a nonscientific area. Examples of
the latter include, but are not limited to, ethicist, lawyer, member of the
clergy, and librarian.

Institutions should consider persons with expertise in the disciplines
involved in institutional research and teaching programs for service on
their IACUCs. In addition to the required categories of membership, it is
suggested that individuals with expertise in specific areas pertinent to
protocol review and program oversight be considered (e.g., statisticians,
occupational health experts, information resource specialists, animal health
technicians, and scientific research staff).

There is no requirement that any particular member or category of
members be present at all IACUC meetings. However, an institution must
have a properly constituted IACUC in order for the IACUC to conduct valid

13
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official business. Many institutions have found that appointing more than
the minimum number of members who meet the respective criteria obvi
ates problems when an unexpected vacancy occurs, and can help the
committee meet the quorum requirements necessary for certain official

committee actions.

A.2. Table A. Comparison of IACUC Membership Requirements

PHS Policy
PHS Policy IVA. 3. a., b.

Appointed by the CEO
Minimum of five members:

USDA Regulations
9 CFR, 2.31 (a) (b)

Appointed by the CEO
Minimum of three members:

One Doctor of Veterinary Medicine with
training or experience in laboratory animal
science and medicine who has direct or
delegated program authority and respon
sibility for activities involving animals at
the institution.

One practicing scientist experienced
in research involving animals.

One member whose primary concerns
are in a nonscientific area (for example,
ethicist, lawyer, clergy).

One member not affiliated in any way with
the institution and not a member of the
immediate family of a person who is
affiliated with the institution.

The PHS Policy requires institutions

to follow the Guide, which states that
committee membership should include
at least one public member to represent
general community interests in proper
care and use of animals, and that public
members should not be laboratory
animal users.

At least one Doctor of Veterinary Medicine
with training or experience in laboratory
animal science and medicine, and who
has direct or delegated program respon
sibility for activities involving animals at
the institution.

One member not affiliated in any way
with the institution and not a member

of the immediate family of a person who
is affiliated with the institution; person
who represents the general community
interests in the proper care and treatment
of animals; and is not a laboratory animal
user (USDA Policy # 15)

Not more than three members from the
same administrative unit of the institution.
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Alternate members may be appointed to the IACUC as long as they are
appointed by the CEO or other official with authority to appoint members,
and there is a specific one-to-one designation of IACUC members and
alternates. An IACUC member and his/her alternate may not count toward
a quorum at the same time or act in an official member capacity at the
same time. Alternates should receive training similar or identical to the
training provided to regular IACUC members.

Conflict of Interest

Both the AWRs and PHS Policy state that no IACUC member “may par
ticipate in the IACUC review or approval of an activity in which that
member has a conflicting interest, (e.g., is personally involved in the
activity) except to provide information requested by the IACUC.”

If the investigator submitting a protocol believes that an IACUC member
has a potential conflict, the investigator may request that the member be
excluded. When a member has a conflict of interest, the member should
notify the IACUC Chair and may not participate in the IACUC review or
approval except to provide information. Members who have a conflict of
interest may not be counted toward a quorum and may not vote.

Other possible examples of conflict of interest include cases where:

® a member is involved in a potentially competing research program,

e access to funding or intellectual information may provide an unfair
competitive advantage, or

* a member’s personal biases may interfere with his or her impartial
judgment.

Quorum Requirements

Certain official IACUC actions require a quorum: full committee review of
a research project (Policy IV.C.2. and AWR §2.31(d)(2)) and suspension of
an activity (Policy IV.C.6. and AWR §2.31(d)(6)). “Quorum” is defined as
a majority (>50%) of the voting members of the IACUC. Therefore, a
protocol is approved only if a quorum is present, and if more than 50%
of the quorum votes in favor. PHS Policy and AWRs require that in order

15
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to suspend an activity, the IACUC must review the matter at a convened
meeting of a quorum of the IACUC and the suspension must be approved
by a majority vote of the quorum present.

For reasons other than conflict of interest, abstentions from voting do
not alter the quorum or change the number of votes required. For example:
If an IACUC has 20 voting members, at least 11 members must be
present at a convened meeting to constitute a quorum and approval of
a protocol would require a minimum of six votes whether or not there
were abstentions.

The requirements of the PHS Policy and AWRs take precedence even
though they may differ from some commonly used parliamentary proce
dures. Institutions may develop their own meeting procedures as long as
the procedures do not contradict or are not inconsistent with the require
ments of the PHS Policy or the AWRs.



A.2. Authority, Composition and Functions

A.2. Table B. Federally Mandated Functions of the IACUC

PHS
PHS Policy. IV.B.1-8

USDA
9 CFR. 2.31 (c) (1) - (8) and 2.31(d) (5) (6) & (7)

1. Review, at least once every six months,
the research facility’s program for the
humane care and use of animals, using
the Guide as a basis for evaluation.

2. Inspect, at least once every six months,
all of the institution’s animal facilities
(including satellite facilities) using the Guide
as a basis for evaluation. Satellite holding
facilities (a facility outside of a core facility
or centrally designated area in which
animals are housed for more than 24 hours)
and areas in which surgical manipulations
are performed must always be included.

3. Prepare reports of the IACUC evalua
tions and submit the reports to the 10.
The reports must contain a description

of the nature and extent of adherence to
the Guide and PHS Policy and identify
specifically any departures from the pro-
visions of the Guide and PHS Policy and
state reasons for each departure. The
IACUC may determine the best means

of conducting an evaluation of its program
and facilities. The IACUC may invite ad hoc
consultants to assist in conducting the
evaluation. However, the IACUC remains
responsible for the evaluation and report.
Reports must distinguish significant
deficiencies from minor deficiencies and
must contain a reasonable and specific
plan and schedule for correcting each
deficiency. A significant deficiency is one
that is or may be a threat to the health
and safety of the animals. Reports must
be made available to OLAW upon request.

4. Review concerns involving the care
and use of animals at the institution.

1. Review, at least once every six months,
the research facility’s program for humane
care and use of animals, using title 9,
chapter 1, subchapter A—Animal Welfare,
as a basis for evaluation.

2. Inspect, at least once every six months,
all of the research facility’s animal facilities,
including animal study areas, using title 9,
chapter 1, subchapter A—Animal Welfare
as a basis for evaluation. Areas where
animals are housed for more than 12 hours
are defined as “study areas.”

3. Prepare reports of its evaluations (using
the title 9, chapter 1, A - AWR) and submit
to the 10. The IACUC may determine the
best means of conducting evaluations of
the research facility’s programs and
facilities, provided that no member wishing
to participate in any evaluation is excluded.
Reports must distinguish significant
deficiencies from minor deficiencies and
must contain a reasonable and specific plan
and schedule with dates for correcting each
deficiency. A significant deficiency is one
that is or may be a threat to the health and
safety of the animals. A significant defi
ciency remaining uncorrected beyond the
scheduled correction date shall be reported
in writing within 15 business days by the
IACUC, through the 10, to APHIS and any
federal agency funding that activity. Reports
must be made available to APHIS and to
officials of federal funding agencies for
inspection and copying upon request.

4. Review, and if warranted, investigate
concerns involving the care and use of
animals resulting from public complaints
and from reports of noncompliance
received from laboratory or research
facility personnel or employees.

continued on page 18
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A.2. Table B. Federally Mandated Functions of the IACUC (continued)

PHS
PHS Policy. IV.B.1-8

USDA
9 CFR. 2.31 (c) (1) - (8) and 2.31(d) (5) (6) & (7)

5. Make recommendations to the 10
regarding any aspect of the animal
program, facilities or personnel training.

6. Review and approve, require modifi
cations in, or withhold approval of those
components of PHS-conducted or sup-
porte