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test kit and shall be retained for a pe-
riod of at least 90 days from the date of 
manufacture. 

[38 FR 32098, Nov. 20, 1973, as amended at 40 

FR 29711, July 15, 1975; 46 FR 36134, July 14, 

1981; 49 FR 1684, Jan. 13, 1984; 81 FR 38924, 

June 15, 2016] 

§ 660.3 Reference panel. 

A Reference Hepatitis B Surface 
Antigen Panel shall be obtained from 
the Food and Drug Administration, 
Center for Biologics Evaluation and 
Research, Reagents and Standards 
Shipping, 10903 New Hampshire Ave., 
Bldg. 75, Rm. G704, Silver Spring, MD 
20993–0002 and shall be used for deter-
mining the potency and specificity of 
Antibody to Hepatitis B Surface Anti-
gen. 

[40 FR 29711, July 15, 1975, as amended at 49 

FR 23834, June 8, 1984; 55 FR 11013, Mar. 26, 

1990; 70 FR 14985, Mar. 24, 2005; 80 FR 18093, 

Apr. 3, 2015] 

§ 660.4 Potency test. 

To be satisfactory for release, each 
filling of Antibody to Hepatitis B Sur-
face Antigen shall be tested against the 
Reference Hepatitis B Surface Antigen 
Panel and shall be sufficiently potent 
to detect the antigen in the appro-
priate sera of the reference panel by all 
test methods recommended by the 
manufacturer in the package insert. 

[40 FR 29711, July 15, 1975] 

§ 660.5 Specificity. 

Each filling of the product shall be 
specific for antibody to hepatitis B sur-
face antigen, as determined by speci-
ficity tests found acceptable by the Di-
rector, Center for Biologics Evaluation 
and Research. 

[40 FR 29712, July 15, 1975, as amended at 49 

FR 23834, June 8, 1984; 55 FR 11013, Mar. 26, 

1990] 

§ 660.6 Samples; protocols; official re-
lease. 

(a) Samples. (1) For the purposes of 
this section, a sample of product not 
iodinated with 125I 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 125I 
means a sample from each lot of diag-

nostic test kits in a finished package, 

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-

uation and Research (see mailing ad-

dresses in § 600.2(c) of this chapter), 

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 at periodic intervals 

of 90 days, beginning after written no-

tification of official release is no 

longer required under paragraph (c)(2) 

of this section. The sample submitted 

at the 90-day interval shall be from the 

first lot or filling, as applicable, re-

leased by manufacturer, under the re-

quirements of § 610.1 of this chapter, 

after the end of the previous 90-day in-

terval. The sample shall be identified 

as ‘‘surveillance sample’’ and shall in-

clude 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 
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