
 

Public Health Service Policy on Humane Care 
and Use of Laboratory Animals 

OFFICE OF LABORATORY ANIMAL WELFARE  
Amended August, 2002  

 
 

PREFACE 

This 2002 reprint of the Public Health Service (PHS) Policy on Humane Care and Use of Laboratory 
Animals reflects the August 7, 2002 PHS Policy amendment permitting institutions with PHS Animal 
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Health Research Extension Act of 1985 

Public Law 99-158 
November 20, 1985, "Animals in Research" 

Sec.495. 

(a) The Secretary, acting through the Director of NIH, will establish guidelines for the following:  

"(1) The proper care of animals to be used in biomedical and behavioral research. 
"(2) The proper treatment of animals while being used in such research. Guidelines under 
this paragraph will require-  

"(A) the appropriate use of tranquilizers, analgesics, anesthetics, paralytics, and 
euthanasia for animals in such research; and 
"(B) appropriate pre-surgical and post-surgical veterinary medical and nursing 
care for animals in such research. 

Such guidelines will not be construed to prescribe methods of research. 

"(3) The organization and operation of animal care committees in accordance with 
subsection (b).  

(1) Guidelines of the Secretary under subsection (a)(3) will require animal care 
committees at each entity which conducts biomedical and behavioral research with funds 
provided under this Act (including the National Institutes of Health and the national 
research institutes) to assure compliance with the guidelines established under subsection 
(a).  

"(2) Each animal care committee will be appointed by the chief executive officer of the 
entity for which the committee is established, will be composed of not fewer than three 
members, and will include at least one individual who has no association with such entity 
and at least one doctor of veterinary medicine.  

"(3) Each animal care committee of a research entity will-  

"(A) review the care and treatment of animals in all animal study areas and 
facilities of the research entity at least semiannually to evaluate compliance with 
applicable guidelines established under subsection (a) for appropriate animal care 
and treatment;  

"(B) keep appropriate records of reviews conducted under sub-paragraph (A); 
and 

"(C) for each review conducted under subparagraph (A), file with the Director of 
NIH at least annually (i) a certification that the review has been conducted, and 
(ii) reports of any violations of guidelines established under subsection (a) or 
assurances required under paragraph (1) which were observed in such review and 



 

which have continued after notice by the committee to the research entity 
involved of the violations.  

Reports filed under subparagraph (C) will include any minority views filed by members of the 
committee. 

"(c) The Director of NIH will require each applicant for a grant, contract, or cooperative 
agreement involving research on animals which is administered by the National Institutes of 
Health or any national research institute to include in its application or contract proposal, 
submitted after the expiration of the twelve-month period beginning on the date of enactment of 
this section-  

"(1) assurances satisfactory to the Director of NIH that-  
"(A) the applicant meets the requirements of the guidelines established under 
paragraphs (1) and (2) of subsection (a) and has an animal care committee which 
meets the requirements of subsection (b); and  

"(B) scientists, animal technicians, and other personnel involved with animal 
care, treatment, and use by the applicant have available to them instruction or 
training in the humane practice of animal maintenance and experimentation, and 
the concept, availability, and use of research or testing methods that limit the use 
of animals or limit animal distress; and  

"(2) a statement of the reasons for the use of animals in the research to be conducted with 
funds provided under such grant or contract. Notwithstanding subsection (a)(2) of section 
553 of title 5, United States Code, regulations under this subsection will be promulgated 
in accordance with the notice and comment requirements of such section.  

"(d) If the Director of NIH determines that- 

"(1) the conditions of animal care, treatment, or use in an entity which is receiving a 
grant, contract, or cooperative agreement involving research on animals under this title do 
not meet applicable guidelines established under subsection (a);  

"(2) the entity has been notified by the Director of NIH of such determination and has 
been given a reasonable opportunity to take corrective action; and 

"(3) no action has been taken by the entity to correct such conditions; the Director of NIH 
will suspend or revo



 

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

The development of knowledge necessary for the improvement of the health and well-
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F. Institution - Any public or private organization, business, or agency (including components of 
Federal, state, and local governments). 

G. Institutional Official - An individual who signs, and has the authority to sign the institution's 
Assurance, making a commitment on behalf of the institution that the requirements of this Policy 
will be met. 

H. Public Health Service - 
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c. the qualifications, authority, and responsibility of the veterinarian(s) who will 
participate in the program and the percent of time each will contribute to the program; 

d. the membership list of the Institutional Animal Care and Use Committee(s) (IACUC) 
established in accordance with the requirements set forth in IV.A.3. of this Policy;3  

e. the procedures which the IACUC will follow to fulfill the requirements set forth in this 
Policy;  

f. the health program for personnel who work in laboratory animal facilities or have 
frequent contact with animals; 

g. a synopsis of training or instruction in the humane practice of animal care and use, as 
well as training or instruction in research or testing methods that minimize the number of 
animals required to obtain valid results and minimize animal distress, offered to 
scientists, animal technicians, and other personnel involved in animal care, treatment, or 
use; 

h. the gross square footage of each animal facility (including satellite facilities), the 
species housed therein and the average daily inventory, by species, of animals in each 
facility; and  

i. a
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a. The Chief Executive Officer will appoint an Institutional Animal Care and Use 
Committee (IACUC), qualified through the experience and expertise of its members to 
oversee the institution's animal program, facilities, and procedures.5  

b. The Assurance must include the names,6 position titles, and credentials of the IACUC 
chairperson and the members. The committee will consist of not less than five members, 
and will include at least: 

(1) one Doctor of Veterinary Medicine, with training or experience in laboratory 
animal science and medicine, who has direct or delegated program authority and 
responsibility for activities involving animals at the institution (see IV.A.1.c.);  

(2) one practicing scientist experienced in research involving animals;  

(3) one member whose primary concerns are in a nonscientific area (for example, 
ethicist, lawyer, member of the clergy); and 

(4) one individual who is not affiliated with the institution in any way other than 
as a member of the IACUC, and is not a member of the immediate family of a 
person who is affiliated with the institution. 

c. An individual who meets the requirements of more than one of the categories detailed 
in IV.A.3.b.(1)-(4) of this policy may fulfill more than one requirement. However, no 
committee may consist of less than five members. 

B. Functions of the Institutional Animal Care and Use Committee  

As an agent of the institution, the IACUC will with respect to PHS - conducted or supported 
activities: 

1. review at least once every six months the institution's program for humane care and 
use of animals, using the Guide as a basis for evaluation;7  

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;  
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4. review concerns involving the care and use of animals at the institution; 
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8. Applications and proposals that have been approved by the IACUC may be subject to 
further appropriate review and approval by officials of the institution. However, those 
officials may not approve an activity involving the care and use of animals if it has not 
been approved by the IACUC. 

D. Information Required in Applications-Proposals for Awards Submitted to PHS 

http://grants.nih.gov/grants/olaw/assurance/300index.htm
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d. notice of the dates that the IACUC conducted its semiannual evaluations of the 
institution's program and facilities and submitted the evaluations to the 
Institutional Official.  

2. At least once every 12 months, the IACUC, at an institution which has no changes to 
report as specified in IV.F.1.a.-c. of this Policy, will report to OLAW in writing, through 
the Institutional Official, that there are no changes and inform OLAW of the dates of the 
required IACUC evaluations and submissions to the Institutional Official. 

3. The IACUC, through the Institutional Official, will promptly provide OLAW with a 
full explanation of the circumstances and actions taken with respect to: 

a. any serious or continuing noncompliance with this Policy;  

b. any serious deviation from the provisions of the Guide;13 or  

c. any suspension of an activity by the IACUC.  

4. Reports filed under IV.F. of this Policy will include any minority views filed by 
members of the IACUC.  

V. Implementation by PHS  

A. Responsibilities of the Office of Laboratory Animal Welfare (OLAW) 

OLAW is responsible for the general administration and coordination of this Policy and will: 

1. request and negotiate, approve or disapprove, and, as necessary, restrict or withdraw 
approval of Assurances;  

2. distribute to Scientific Review Administrators of initial review and technical 
evaluation groups, and to PHS awarding units, lists of institutions [domestic and foreign] 
that have an approved Assurance; 

3. advise awarding units and awardee institutions concerning the implementation of this 
Policy; 

4. evaluate allegations of noncompliance with this Policy;  

5. have the authority to review and approve or disapprove waivers to this Policy (see 
V.D. of this Policy); and 

6. conduct site visits to selected institutions. 

B. Responsibilities of PHS Awarding Units 

PHS awarding units may not make an award for an activity involving animals unless the 
prospective awardee institution and all other participating institutions have approved Assurances 
on file with OLAW, and the awardee institution has provided verification of approval by the 
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This Policy requires that Assured institutions base their programs of animal care and use on the Guide for 
the Care and Use of Laboratory Animals and that they comply with the applicable regulations (9 CFR, 
Subchapter A) issued by the U.S. Department of Agriculture (USDA) under the Animal Welfare Act. The 
Guide may differ from USDA regulations in some respects. Compliance with the USDA regulations is an 
absolute requirement of this Policy.  

Footnote 12: 

Institutions may, at their discretion, represent the names of members other than the chairperson and 
veterinarian with program authority (see IV.A.3.), by using numbers or other symbols in submissions to 
OLAW. Sufficient information for OLAW to determine that all appointees are appropriately qualified 
must be provided. The identity of each member must be readily ascertainable by the institution and 
available to authorized OLAW or other PHS representatives upon request. 

Footnote 13: 

This Policy requires that Assured institutions base their programs of animal care and use on the Guide for 
the Care and Use of Laboratory Animals and that they comply with the applicable regulations (9 CFR, 
Subchapter A) issued by the U.S. Department of Agriculture (USDA) under the Animal Welfare Act. The 
Guide may differ from USDA regulations in some respects. Compliance with the USDA regulations is an 
absolute requirement of this Policy.  
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