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cember 19, 2000, and subsequent reports shall 
be completed biennially thereafter. 

(Pub. L. 106–545, § 3, Dec. 19, 2000, 114 Stat. 2721; 
Pub. L. 117–286, § 4(a)(235), Dec. 27, 2022, 136 Stat. 
4331.)

Editorial Notes 

CODIFICATION 

Section was enacted as part of the ICCVAM Author-
ization Act of 2000, and not as part of the Public Health 
Service Act which comprises this chapter. 

AMENDMENTS 

2022—Subsec. (d)(1). Pub. L. 117–286 substituted ‘‘chap-
ter 10 of title 5.’’ for ‘‘the Federal Advisory Committee 
Act.’’

Statutory Notes and Related Subsidiaries 

TERMINATION OF ADVISORY COMMITTEES 

Advisory committees established after Jan. 5, 1973, to 
terminate not later than the expiration of the 2-year 
period beginning on the date of their establishment, 
unless, in the case of a committee established by the 
President or an officer of the Federal Government, such 
committee is renewed by appropriate action prior to 
the expiration of such 2-year period, or in the case of 
a committee established by the Congress, its duration 
is otherwise provided by law. See section 1013 of Title 
5, Government Organization and Employees. 

Pub. L. 93–641, § 6, Jan. 4, 1975, 88 Stat. 2275, set out as 
a note under section 217a of this title, provided that an 
advisory committee established pursuant to the Public 
Health Service Act shall terminate at such time as 
may be specifically prescribed by an Act of Congress 
enacted after Jan. 4, 1975. 

§ 285l–4. Federal agency action 

(a) Identification of tests 

With respect to each Federal agency carrying 
out a program that requires or recommends 
acute or chronic toxicological testing, such 
agency shall, not later than 180 days after re-
ceiving an ICCVAM test recommendation, iden-
tify and forward to the ICCVAM any relevant 
test method specified in a regulation or indus-
try-wide guideline which specifically, or in prac-
tice requires, recommends, or encourages the 
use of an animal acute or chronic toxicological 
test method for which the ICCVAM test rec-
ommendation may be added or substituted. 

(b) Alternatives 

Each Federal agency carrying out a program 
described in subsection (a) shall promote and en-
courage the development and use of alternatives 
to animal test methods (including batteries of 
tests and test screens), where appropriate, for 
the purpose of complying with Federal statutes, 
regulations, guidelines, or recommendations (in 
each instance, and for each chemical class) if 
such test methods are found to be effective for 
generating data, in an amount and of a sci-
entific value that is at least equivalent to the 
data generated from existing tests, for hazard 
identification, dose-response assessment, or risk 
assessment purposes. 

(c) Test method validation 

Each Federal agency carrying out a program 
described in subsection (a) shall ensure that any 
new or revised acute or chronic toxicity test 

method, including animal test methods and al-
ternatives, is determined to be valid for its pro-
posed use prior to requiring, recommending, or 
encouraging the application of such test meth-
od. 

(d) Review 

Not later than 180 days after receipt of an 
ICCVAM test recommendation, a Federal agency 
carrying out a program described in subsection 
(a) shall review such recommendation and notify 
the ICCVAM in writing of its findings. 

(e) Recommendation adoption 

Each Federal agency carrying out a program 
described in subsection (a), or its specific regu-
latory unit or units, shall adopt the ICCVAM 
test recommendation unless such Federal agen-
cy determines that—

(1) the ICCVAM test recommendation is not 
adequate in terms of biological relevance for 
the regulatory goal authorized by that agency, 
or mandated by Congress; 

(2) the ICCVAM test recommendation does 
not generate data, in an amount and of a sci-
entific value that is at least equivalent to the 
data generated prior to such recommendation, 
for the appropriate hazard identification, dose-
response assessment, or risk assessment pur-
poses as the current test method rec-
ommended or required by that agency; 

(3) the agency does not employ, recommend, 
or require testing for that class of chemical or 
for the recommended test endpoint; or 

(4) the ICCVAM test recommendation is un-
acceptable for satisfactorily fulfilling the test 
needs for that particular agency and its re-
spective congressional mandate. 

(Pub. L. 106–545, § 4, Dec. 19, 2000, 114 Stat. 2723.)

Editorial Notes 

CODIFICATION 

Section was enacted as part of the ICCVAM Author-
ization Act of 2000, and not as part of the Public Health 
Service Act which comprises this chapter. 

§ 285l–5. Application 

(a) Application 

Sections 285l–2 to 285l–5 of this title shall not 
apply to research, including research performed 
using biotechnology techniques, or research re-
lated to the causes, diagnosis, treatment, con-
trol, or prevention of physical or mental dis-
eases or impairments of humans or animals. 

(b) Use of test methods 

Nothing in sections 285l–2 to 285l–5 of this title 
shall prevent a Federal agency from retaining 
final authority for incorporating the test meth-
ods recommended by the ICCVAM in the manner 
determined to be appropriate by such Federal 
agency or regulatory body. 

(c) Limitation 

Nothing in sections 285l–2 to 285l–5 of this title 
shall be construed to require a manufacturer 
that is currently not required to perform animal 
testing to perform such tests. Nothing in sec-
tions 285l–2 to 285l–5 of this title shall be con-
strued to require a manufacturer to perform re-
dundant endpoint specific testing. 
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