Food and Drug Administration, HHS

mailing addresses in §600.2 of this chap-
ter). Upon notification by the Director,
Center for Biologics Evaluation and
Research, a manufacturer shall not dis-
tribute a lot of a product until the lot
is released by the Director, Center for
Biologics Evaluation and Research:
Provided, That the Director, Center for
Biologics Evaluation and Research,
shall not issue such notification except
when deemed necessary for the safety,
purity, or potency of the product.

(b) Licensed biological products regu-
lated by CDER. Samples of any lot of
any licensed product together with the
protocols showing results of applicable
tests, may at any time be required to
be sent to the Director, Center for
Drug Evaluation and Research (see
mailing addresses in §600.2) for official
release. Upon notification by the Direc-
tor, Center for Drug Evaluation and
Research, a manufacturer shall not dis-
tribute a lot of a biological product
until the lot is released by the Direc-
tor, Center for Drug Evaluation and
Research: Provided, That the Director,
Center for Drug Evaluation and Re-
search shall not issue such notification
except when deemed necessary for the
safety, purity, or potency of the prod-
uct.

[40 FR 31313, July 25, 1975, as amended by 49
FR 23834, June 8, 1984; 50 FR 10941, Mar. 19,
1985; 55 FR 11013 and 11014, Mar. 26, 1990; 67
FR 9587, Mar. 4, 2002; 70 FR 14984, Mar. 24,
2005]

Subpart B—General Provisions

§610.9 Equivalent methods and proc-
esses.

Modification of any particular test
method or manufacturing process or
the conditions under which it is con-
ducted as required in this part or in the
additional standards for specific bio-
logical products in parts 620 through
680 of this chapter shall be permitted
only under the following conditions:

(a) The applicant presents evidence,
in the form of a license application, or
a supplement to the application sub-
mitted in accordance with §601.12(b) or
(c), demonstrating that the modifica-
tion will provide assurances of the safe-
ty, purity, potency, and effectiveness
of the biological product equal to or
greater than the assurances provided
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by the method or process specified in
the general standards or additional
standards for the biological product;
and

(b) Approval of the modification is
received in writing from the Director,
Center for Biologics Evaluation and
Research or the Director, Center for
Drug Evaluation and Research.

[62 FR 39903, July 24, 1997, as amended at 70
FR 14984, Mar. 24, 2005]

§610.10 Potency.

Tests for potency shall consist of ei-
ther in vitro or in vivo tests, or both,
which have been specifically designed
for each product so as to indicate its
potency in a manner adequate to sat-
isfy the interpretation of potency given
by the definition in §600.3(s) of this
chapter.

§610.11 General safety.

A general safety test for the detec-
tion of extraneous toxic contaminants
shall be performed on biological prod-
ucts intended for administration to hu-
mans. The general safety test is re-
quired in addition to other specific
tests prescribed in the additional
standards for individual products in
this subchapter, except that, the test
need not be performed on those prod-
ucts listed in paragraph (g) of this sec-
tion. The general safety test shall be
performed as specified in this section,
unless: Modification is prescribed in
the additional standards for specific
products, or variation is approved as a
supplement to the product license
under §610.9.

(a) Product to be tested. The general
safety test shall be conducted upon a
representative sample of the product in
the final container from every final
filling of each lot of the product. If any
product is processed further after fill-
ing, such as by freeze-drying, steriliza-
tion, or heat treatment, the test shall
be conducted upon a sample from each
filling of each drying chamber run,
sterilization chamber, or heat treat-
ment bath.

(b) Test animals. Only overtly healthy
guinea pigs weighing less than 400
grams each and mice weighing less
than 22 grams each shall be used. The
animals shall not have been used pre-
viously for any test purpose.



