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Food and Drug Administration, HHS § 600.82 

this section (and any release by FDA of 
that report or information) does not 
necessarily reflect a conclusion by the 
applicant or FDA that the report or in-
formation constitutes an admission 
that the biological product caused or 
contributed to an adverse effect. An ap-
plicant need not admit, and may deny, 
that the report or information sub-
mitted under this section constitutes 
an admission that the biological prod-
uct caused or contributed to an adverse 
effect. For purposes of this provision, 
this paragraph also includes any person 
reporting under paragraph (c)(1)(iii) of 
this section. 

[59 FR 54042, Oct. 27, 1994, as amended at 62 
FR 34168, June 25, 1997; 62 FR 52252, Oct. 7, 
1997; 63 FR 14612, Mar. 26, 1998; 64 FR 56449, 
Oct. 20, 1999; 70 FR 14982, Mar. 24, 2005; 79 FR 
33090, June 10, 2014] 

§ 600.81 Distribution reports. 
(a) Reporting requirements. The appli-

cant must submit to the Center for 
Biologics Evaluation and Research or 
the Center for Drug Evaluation and Re-
search, information about the quantity 
of the product distributed under the 
biologics license, including the quan-
tity distributed to distributors. The in-
terval between distribution reports 
must be 6 months. Upon written notice, 
FDA may require that the applicant 
submit distribution reports under this 
section at times other than every 6 
months. The distribution report must 
consist of the bulk lot number (from 
which the final container was filled), 
the fill lot numbers for the total num-
ber of dosage units of each strength or 
potency distributed (e.g., fifty thou-
sand per 10-milliliter vials), the label 
lot number (if different from fill lot 
number), labeled date of expiration, 
number of doses in fill lot/label lot, 
date of release of fill lot/label lot for 
distribution at that time. If any sig-
nificant amount of a fill lot/label lot is 
returned, include this information. Dis-
closure of financial or pricing data is 
not required. As needed, FDA may re-
quire submission of more detailed prod-
uct distribution information. Upon 
written notice, FDA may require that 
the applicant submit reports under this 
section at times other than those stat-
ed. Requests by an applicant to submit 
reports at times other than those stat-

ed should be made as a request for a 
waiver under § 600.90. 

(b)(1) Electronic format. Except as pro-
vided for in paragraph (b)(2) of this sec-
tion, the distribution reports required 
under paragraph (a) of this section 
must be submitted to the Agency in an 
electronic format that FDA can proc-
ess, review, and archive. FDA will issue 
guidance on how to provide the elec-
tronic submission (e.g., method of 
transmission, media, file formats, prep-
aration and organization of files). 

(2) Waivers. An applicant may re-
quest, in writing, a temporary waiver 
of the requirements in paragraph (b)(1) 
of this section. These waivers will be 
granted on a limited basis for good 
cause shown. FDA will issue guidance 
on requesting a waiver of the require-
ments in paragraph (b)(1) of this sec-
tion. Requests for waivers must be sub-
mitted in accordance with § 600.90. 

[59 FR 54042, Oct. 27, 1994, as amended at 64 
FR 56449, Oct. 20, 1999; 70 FR 14983, Mar. 24, 
2005; 79 FR 33091, June 10, 2014] 

§ 600.82 Notification of a permanent 
discontinuance or an interruption 
in manufacturing. 

(a) Notification of a permanent dis-
continuance or an interruption in manu-
facturing. (1) An applicant of a biologi-
cal product, other than blood or blood 
components for transfusion, which is 
licensed under section 351 of the Public 
Health Service Act, and which may be 
dispensed only under prescription 
under section 503(b)(1) of the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 353(b)(1)), must notify FDA in 
writing of a permanent discontinuance 
of manufacture of the biological prod-
uct or an interruption in manufac-
turing of the biological product that is 
likely to lead to a meaningful disrup-
tion in supply of that biological prod-
uct in the United States if: 

(i) The biological product is life sup-
porting, life sustaining, or intended for 
use in the prevention or treatment of a 
debilitating disease or condition, in-
cluding any such biological product 
used in emergency medical care or dur-
ing surgery; and 

(ii) The biological product is not a 
radiopharmaceutical biological prod-
uct. 
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