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§660.45 Labeling.

In addition to the requirements of
§§610.60, 610.61, and 809.10 of this chap-
ter, the labeling shall bear the follow-
ing:

(@) The ““d and y” antigen subtype
and the source of the product to follow
immediately the proper name on both
the final container label and the pack-
age label. If the product is intended to
identify antibodies to the “r and w”
antigen subtype, the antigen subtype
designation shall include the ‘“‘r and w”’
antigen subtype.

(b) The name of the test method(s)
recommended for use of the product on
the package label and on the final con-
tainer label, when capable of bearing a
full label (see §610.60(a) of this chap-
ter).

(¢) A warning on the package label
and on the final container label stating
that the product is capable of trans-
mitting hepatitis and should be han-
dled accordingly.

(d) The package shall include a pack-
age insert providing (1) detailed in-
structions for use, (2) an adequate de-
scription of all recommended test
methods, and (3) warnings as to pos-
sible hazards, including hepatitis
transmitted in handling the product
and any ancillary reagents and mate-
rials accompanying the product.

§660.46 Samples; protocols; official re-
lease.

(a) Samples. (1) For the purposes of
this section, a sample of product not
iodinated with 1251 means a sample
from each filling of each lot packaged
as for distribution, including all ancil-
lary reagents and materials; and a
sample of product iodinated with 125] or
unlyophilized HBsAg-coated red blood
cells means a sample from each lot of
diagnostic test Kits in a finished pack-
age, including all ancillary reagents
and materials.

(2) Unless the Director, Center for
Biologics Evaluation and Research, de-
termines that the reliability and con-
sistency of the finished product can be
assured with a smaller quantity of
sample or no sample and specifically
reduces or eliminates the required
quantity of sample, each manufacturer
shall submit the following samples to
the Director, Center for Biologics Eval-
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uation and Research (HFB-1), 8800
Rockville Pike, Bethesda, MD 20892,
within 5 working days after the manu-
facturer has satisfactorily completed
all tests on the samples:

(i) One sample until written notifica-
tion of official release is no longer re-
quired under paragraph (c)(2) of this
section.

(ii) One sample of product at periodic
intervals of 90 days, beginning after
written notification of official release
is no longer required under paragraph
(c)(2) of this section. The sample sub-
mitted at the 90-day interval shall be
from the first lot or filling, as applica-
ble, released by the manufacturer,
under the requirements of §610.1 of this
chapter, after the end of the previous
90-day interval. The sample shall be
identified as ‘“‘surveillance sample’ and
shall include the date of manufacture.

(iii) Samples may at any time be re-
quired to be submitted to the Director,
Center for Biologics Evaluation and
Research, if the Director finds that
continued evaluation is necessary to
ensure the potency, quality, and reli-
ability of the product.

(b) Protocols. For each sample sub-
mitted as required in paragraph (a)(1)
of this section, the manufacturer shall
send a protocol that consists of a sum-
mary of the history of manufacture of
the product, including all results of
each test for which test results are re-
quested by the Director, Center for
Biologics Evaluation and Research.
The protocols submitted with the sam-
ples at periodic intervals as provided in
paragraph (a)(2)(ii) of this section shall
be identified by the manufacturer as
“surveillance test results.”

(c) Official release. (1) The manufac-
turer shall not distribute the product
until written notification of official re-
lease is received from the Director,
Center for Biologics Evaluation and
Research, except as provided in para-
graph (c)(2) of this section. Official re-
lease is required for at least five con-
secutive lots or fillings, as applicable,
manufactured after licensure of the
product.

(2) After written notification of offi-
cial release is received from the Direc-
tor, Center for Biologics Evaluation
and Research, for at least five consecu-
tive lots or fillings manufactured after
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licensure of the products, and after the
manufacturer receives from the Direc-
tor, Center for Biologics Evaluation
and Research, written notification that
official release is no longer required,
subsequent lots or fillings may be re-
leased by the manufacturer under the
requirements of §610.1 of this chapter.
(3) The manufacturer shall not dis-
tribute lots or fillings, as applicable, of
products that require sample submis-
sion under paragraph (a)(2)(iii) of this
section until written notification of of-
ficial release or notification that offi-
cial release is no longer required is re-
ceived from the Director, Center for
Biologics Evaluation and Research.

[48 FR 20407, May 6, 1983, as amended at 49
FR 23834, June 8, 1984; 51 FR 15611, Apr. 25,
1986; 55 FR 11013 and 11014, Mar. 26, 1990]

Subpart F—Anti-Human Globulin

§660.50 Anti-Human Globulin.

(a) Proper name and definition. The
proper name of this product shall be
Anti-Human Globulin which shall con-
sist of one or more antiglobulin anti-
bodies identified in 8§660.55(d) and be
prepared by a method demonstrated to
yield consistently a sterile product.

(b) Source. The source of this product
shall be either serum from animals im-
munized with one or more human
serum globulins or protein-rich fluids
derived from stable immunoglobulin-
secreting cell lines maintained either
in tissue cultures or in secondary
hosts.

[50 FR 5579, Feb. 11, 1985]

§660.51 Processing.

(a) Processing method. (1) The process-
ing method shall be one that has been
shown to yield consistently a specific,
potent final product, free of properties
that would adversely affect the product
for its intended use throughout its dat-
ing period.

(2) Anti-1gG, -C3d (polyspecific) re-
agents and anti-lgG products may be
colored green.

(3) Only that material which has been
fully processed, thoroughly mixed in a
single vessel, and sterile filtered shall
constitute a lot. Each lot shall be iden-
tified by a lot number.

§660.53

(4) A lot may be subdivided into
clean, sterile vessels. Each subdivision
shall constitute a sublot which shall be
identified by the lot number to which
has been added a distinctive prefix or
suffix. If lots are to be subdivided, the
manufacturer shall include this infor-
mation in the license application and
on the protocol. The manufacturer
shall describe the test specifications to
verify that each sublot is identical to
other sublots of the lot.

(b) Final containers and dropper assem-
blies. (1) Final containers and dropper
assemblies shall be clean.

(2) Final containers and dropper pi-
pettes shall be colorless and suffi-
ciently transparent to permit observa-
tion of the contents for presence of par-
ticulate matter or increased turbidity.

(c) Date of manufacture. The date of
manufacture shall be the date the man-
ufacturer begins the last entire group
of potency tests.

(Approved by the Office of Management and
Budget under control number 0910-0208)

[50 FR 5579, Feb. 11, 1985, as amended at 50
FR 16474, Apr. 26, 1985]

§660.52 Reference preparations.

Reference  Anti-Human Globulin
preparations shall be obtained from the
Center for Biologics Evaluation and
Research (HFB-221), Food and Drug Ad-
ministration, 8800 Rockville Pike, Be-
thesda, MD 20892, and shall be used as
described in the accompanying package
insert for determining the potency of
Anti-Human Globulin.

(Approved by the Office of Management and
Budget under control number 0910-0208)

[50 FR 5579, Feb. 11, 1985, as amended at 50
FR 16474, Apr. 26, 1985; 51 FR 15611, Apr. 25,
1986; 55 FR 11015, Mar. 26, 1990]

§660.53 Controls for serological proce-
dures.

Red blood cells sensitized with com-
plement shall be tested with appro-
priate positive and negative control
antisera. All tests shall be performed
in accordance with serological testing
procedures approved by the Director,
Center for Biologics Evaluation and
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