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temperature above 5 °C the antibody
level tests shall be performed after
such storage with a sample of the
stored material.

(b) Minimum levels. The minimum
antibody levels are as follows:

(1) No less than 2 units of diphtheria
antitoxin per ml.

(2) A measles neutralizing antibody
level that, when compared with that of
a reference material designated by the
Center for Biologics Evaluation and
Research (CBER), Food and Drug Ad-
ministration, as indicated in paragraph
(c) of this section, demonstrates ade-
quate potency. The Director, CBER,
shall notify manufacturers when a new
reference material will be used and will
advise manufacturers of an appropriate
antibody level taking into account a
comparison of the new reference mate-
rial to the previous reference material.

(3) A poliomyelitis Type 1, Type 2, or
Type 3 mneutralizing antibody level
that, when compared with that of a ref-
erence material designated by the Cen-
ter for Biologics Evaluation and Re-
search, Food and Drug Administration,
as indicated in paragraph (c) of this
section, demonstrates adequate po-
tency. The Director, CBER, shall no-
tify manufacturers when a new ref-
erence material will be used and will
advise manufacturers of an appropriate
antibody level taking into account a
comparison of the new reference mate-
rial to the previous reference material.

(c) Reference materials. The following
reference materials shall be obtained
from the Center for Biologics Evalua-
tion and Research:

(1) Reference Immune Globulin for
correlation of measles antibody titers.

(2) Reference Immune Globulin for
correlation of poliomyelitis antibody
titers, Types 1, 2, and 3.

[38 FR 32089, Nov. 20, 1973, as amended at 39
FR 9661, Mar. 13, 1974; 49 FR 23834, June 8,
1984; 50 FR 4140, Jan. 29, 1985; 55 FR 11013,
Mar. 26, 1990; 63 FR 16685, Apr. 6, 1998; 64 FR
26287, May 14, 1999]

Subpart K [Reserved]

Subpart L—Alternative Procedures

§640.120 Alternative procedures.

(a) The Director, Center for Biologics
Evaluation and Research, may approve
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an exception or alternative to any re-
quirement in subchapter F of chapter I
of title 21 of the Code of Federal Regu-
lations regarding blood, blood compo-
nents, or blood products. Requests for
such exceptions or alternatives shall
ordinarily be in writing. Licensed es-
tablishments shall submit such re-
quests in accordance with §601.12 of
this chapter. However, in limited cir-
cumstances, such requests may be
made orally and permission may be
given orally by the Director. Oral re-
quests and approvals must be promptly
followed by written requests and writ-
ten approvals.

(b) FDA will publish a list of ap-
proved alternative procedures and ex-
ceptions periodically in the FEDERAL
REGISTER.

[66 FR 10423, Mar. 21, 1990, as amended at 62
FR 39903, July 24, 1997]
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