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Laws, Regulations, And Policies Affecting the Use of Laboratory Animals

I.
INTRODUCTION

II.
ANIMAL WELFARE

A. Background

B. National Laws and Policies

1.
United States

a.
Animal Welfare Act
1873 - 28 hour law

· Maximum amount of time animals could be transported before getting food/water/rest.

1966 - First law protecting non-farm animals.

· Laboratory Animal Welfare Act or PL 89-544

· Administered by USDA

· Primarily a dog and cat dealer law.

1970 - LAWA amended (PL 91-579) to be “The Animal Welfare Act.”

· Expanded to include dogs, cats, hamsters, guinea pigs, rabbits, non-human primates, and any other warm blooded animal designated by the Sec. Of Agriculture.

· The term dealer was broadened.

· Organizations that used any of the specified animals in research, tests, or experiments were required to register as a research facility.

1976 Amendment PL 94-279

· Brought common carriers such as airlines under the act.

· 16 principal features listed in text.

b.
NIH and PHS Policy
· Policy affects all animals in research supported by grants, contracts and awards from the PHS.  Included are all NIH awards and awards issued by any other component of the PHS.

· All awardees must submit an assurance statement to the Office of Protection from Research Risks (OPRR).

· All awardees committed to follow the Guide.

· AAALAC accreditation is deemed the best means of demonstrating compliance with the Guide.

2.
Canada

· No specific legislation pertaining to the use of animals in research.

1968 - Canadian Council of Animal Care founded.

· Functions under administration services of Association of Universities and Colleges of Canada, funded by Medical Research Council and Natural Sciences and Engineering Research Council.

· Representatives from 15 agencies.

· Concept: Control from within institutes by animal care committees.

· Assessed by CCAC panels, based on “Guide to the Care and Use of Experimental Animals” (1980).

3.
Great Britain

1876 - British Cruelty to Animal Act

· Oldest national law regulating use of animals in scientific activities.

· Requires the person in charge of experimentation or tests involving animals be licensed.

· Certificates required for various procedures (in addition to the basic license)

· Basic license only allows experiments on anesthetized animals

· Application must be signed by the President of a learned society and a university professor in a branch of the medical sciences

· Investigators more aware of laws than in the U.S./Canada, but institutional care more advanced in the U.S.

4.
Other European Countries

· Belgium, Denmark, Finland, FRG, France, Italy, Luxembourg, Netherlands, Norway, Sweden, and Switzerland all have national laws regulating the use of animals in research.

5.
Japan

1974 law concerning the protection and control of animals

· Painless methods unless it interferes with research.

6.
Council of Europe

· 21 countries

· Appointed Ad Hoc committee of experts for the protection of animals in 1971.

C.
State and Provincial Laws and Policies

1.
State

All 50 states have animal anti-cruelty laws

· Protect animals from cruel treatment

· Require that animals have access to wholesome food and water

· Require that animals have shelter from extreme weather

· Maryland court case – AWA supersedes State law.

2.
Canadian Provincial Legislation

· Saskatchewan: Urban Municipalities Act of 1970

· Alberta: Universities Act of 1966, 1972

· Ontario: Animals in Research Act of 1977

III.
COLLECTION, IMPORTATION, EXPORTATION, AND SHIPMENT OF ANIMALS
A.
Public Health

Special requirements if animals are known to carry zoonotic diseases

· Dogs, cats, turtles, rodents, psittacine birds, and NHPs

· Inspected in accordance with USPHS regulations

· Imported nonhuman primates must undergo a 31-day surveillance period.

· Small turtles are known carriers of Salmonellosis.  No more than 6 turtles less than 4( in length or 6 eggs or combination of turtles and eggs, may be imported in a shipment w/o a permit.

Etiological agents and animal vectors of human disease are admissible only by special permit.

B.
Animal Health

· USDA controls importation of animals capable of transmitting disease of domestic livestock and poultry.

· All states have laws which govern animals shipped into them.

C.
Endangered Species and Wildlife Protection

Lacey Act of May 25, 1900

· Governs import, export, interstate commerce of foreign wildlife

· NHPs are most widely used group of imported lab animals

U.S. Endangered Species Act.

· Permits required to engage in the following activities with endangered species or their parts/products: (1) import/export, (2) take, and (3) interstate/foreign commerce

· Prohibits (1) possession/other acts with unlawfully taken wildlife and (2) Sale without warning that permit must be obtained first.

U.S. is party to Convention on International Trade in Endangered Species of Wild Fauna and Flora (CITES)

· Regulates import/export/reexport of imperiled species

Marine Mammal Protection Act

· Permits required for import, taking, possession, purchase, sale, or transport of marine mammals.

IV.
HAZARDOUS SUBSTANCES

A.
Drugs with Potential for Abuse

Must register annually w/ DEA

5 schedules of controlled substances

· Substances on Schedule I have the greatest potential for abuse or there is no accepted medical use.

· Substances on Schedule V have the lowest potential for abuse

B.
Biohazards

V.
GOOD LABORATORY PRACTICES

Good Laboratory Practice Regulations (GLPRs)

· Published Dec. 22, 1978 issue of Federal Register

· All nonclinical studies requesting research or marketing permits from FDA must conform.

· Similar requirements as the Guide
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