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to assume that the product subject to 
the recall has been removed and proper 
disposition or correction has been 
made commensurate with the degree of 
hazard of the recalled product. Written 
notification that a recall is terminated 
will be issued by the appropriate Food 
and Drug Administration district office 
to the recalling firm. 

(b) A recalling firm may request ter-
mination of its recall by submitting a 
written request to the appropriate 
Food and Drug Adminstration district 
office stating that the recall is effec-
tive in accordance with the criteria set 
forth in paragraph (a) of this section, 
and by accompanying the request with 
the most current recall status report 
and a description of the disposition of 
the recalled product. 

§ 7.59 General industry guidance. 

A recall can be disruptive of a firm’s 
operation and business, but there are 
several steps a prudent firm can take 
in advance to minimize this disruptive 
effect. Notwithstanding similar spe-
cific requirements for certain products 
in other parts of this chapter, the fol-
lowing is provided by the Food and 
Drug Administration as guidance for a 
firm’s consideration: 

(a) Prepare and maintain a current 
written contingency plan for use in ini-
tiating and effecting a recall in accord-
ance with §§ 7.40 through 7.49, 7.53, and 
7.55. 

(b) Use sufficient coding of regulated 
products to make possible positive lot 
identification and to facilitate effec-
tive recall of all violative lots. 

(c) Maintain such product distribu-
tion records as are necessary to facili-
tate location of products that are being 
recalled. Such records should be main-
tained for a period of time that exceeds 
the shelf life and expected use of the 
product and is at least the length of 
time specified in other applicable regu-
lations concerning records retention. 

Subpart D [Reserved] 

Subpart E—Criminal Violations 

§ 7.84 Opportunity for presentation of 
views before report of criminal vio-
lation. 

(a)(1) Except as provided in para-
graph (a) (2) and (3) of this section, a 
person against whom criminal prosecu-
tion under the Federal Food, Drug, and 
Cosmetic Act is contemplated by the 
Commissioner of Food and Drugs shall 
be given appropriate notice and an op-
portunity to present information and 
views to show cause why criminal pros-
ecution should not be recommended to 
a United States attorney. 

(2) Notice and opportunity need not 
be provided if the Commissioner has 
reason to believe that they may result 
in the alteration or destruction of evi-
dence or in the prospective defendant’s 
fleeing to avoid prosecution. 

(3) Notice and opportunity need not 
be provided if the Commissioner con-
templates recommending further inves-
tigation by the Department of Justice. 

(b) If a statute enforced by the Com-
missioner does not contain a provision 
for an opportunity to present views, 
the Commissioner need not, but may in 
the Commissioner’s discretion, provide 
notice and an opportunity to present 
views. 

(c) If an apparent violation of the 
Federal Food, Drug, and Cosmetic Act 
also constitutes a violation of any 
other Federal statute(s), and the Com-
missioner contemplates recommending 
prosecution under such other statute(s) 
as well, the notice of opportunity to 
present views will include all viola-
tions. 

(d) Notice of an opportunity to 
present views may be by letter, stand-
ard form, or other document(s) identi-
fying the products and/or conduct al-
leged to violate the law. The notice 
shall— 

(1) Be sent by registered or certified 
mail, telegram, telex, personal deliv-
ery, or any other appropriate mode of 
written communication; 

(2) Specify the time and place where 
those named may present their views; 

(3) Summarize the violations that 
constitute the basis of the con-
templated prosecution; 

(4) Describe the purpose and proce-
dure of the presentation; and 
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(5) Furnish a form on which the legal 
status of any person named in the no-
tice may be designated. 

(e) If more than one person is named 
in a notice, a separate opportunity for 
presentation of views shall be sched-
uled on request. Otherwise, the time 
and place specified in a notice may be 
changed only upon a showing of reason-
able grounds. A request for any change 
shall be addressed to the Food and 
Drug Administration office that issued 
the notice and shall be received in that 
office at least 3 working days before 
the date set in the notice. 

(f) A person who has received a notice 
is under no legal obligation to appear 
or answer in any manner. A person 
choosing to respond may appear per-
sonally, with or without a representa-
tive, or may designate a representative 
to appear for him or her. Alternatively, 
a person may respond in writing. If a 
person elects not to respond on or be-
fore the time scheduled, the Commis-
sioner will, without further notice, de-
cide whether to recommend criminal 
prosecution to a United States attor-
ney on the basis of the information 
available. 

(g) If a respondent chooses to appear 
solely by designated representative, 
that representative shall present a 
signed statement of authorization. If a 
representative appears for more than 
one respondent, the representative 
shall submit independent documenta-
tion of authority to act for each re-
spondent. If a representative appears 
without written authorization, the op-
portunity to present views with respect 
to that respondent may be provided at 
that time only if the authenticity of 
the representative’s authority is first 
verified by telephone or other appro-
priate means. 

[44 FR 12167, Mar. 6, 1979] 

§ 7.85 Conduct of a presentation of 
views before report of criminal vio-
lation. 

(a) The presentation of views shall be 
heard by a designated Food and Drug 
Administration employee. Other Food 
and Drug Administration employees 
may be present. 

(b) A presentation of views shall not 
be open to the public. The agency em-
ployee designated to receive views will 

permit participation of other persons 
only if they appear with the respondent 
or the respondent’s designated rep-
resentative, and at the request of, and 
on behalf of, the respondent. 

(c) A respondent may present any in-
formation of any kind bearing on the 
Commissioner’s determination to rec-
ommend prosecution. Information may 
include statements of persons appear-
ing on the respondent’s behalf, letters, 
documents, laboratory analyses, if ap-
plicable, or other relevant information 
or arguments. The opportunity to 
present views shall be informal. The 
rules of evidence shall not apply. Any 
information given by a respondent, in-
cluding statements by the respondent, 
shall become part of the agency’s 
records concerning the matter and may 
be used for any official purpose. The 
Food and Drug Administration is under 
no obligation to present evidence or 
witnesses. 

(d) If the respondent holds a ‘‘guar-
anty or undertaking’’ as described in 
section 303(c) of the act (21 U.S.C. 
333(c)) that is applicable to the notice, 
that document, or a verified copy of it, 
may be presented by the respondent. 

(e) A respondent may have an oral 
presentation recorded and transcribed 
at his or her expense, in which case a 
copy of the transcription shall be fur-
nished to the Food and Drug Adminis-
tration office from which the notice 
issued. The employee designated to re-
ceive views may order a presentation of 
views recorded and transcribed at agen-
cy expense, in which case a copy of 
such transcription shall be provided to 
each respondent. 

(f) If an oral presentation is not re-
corded and transcribed, the agency em-
ployee designated to receive views 
shall dictate a written summary of the 
presentation. A copy of the summary 
shall be provided to each respondent. 

(g) A respondent may comment on 
the summary or may supplement any 
response by additional written or docu-
mentary evidence. Any comment or ad-
dition shall be furnished to the Food 
and Drug Administration office where 
the respondent’s views were presented. 
If materials are submitted within 10 
calendar days after receipt of the copy 
of the summary or transcription of the 
presentation, as applicable, they will 
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be considered before a final decision as 
to whether or not to recommend pros-
ecution. Any materials received after 
the supplemental response period gen-
erally will be considered only if the 
final agency decision has not yet been 
made. 

(h)(1) When consideration of a crimi-
nal prosecution recommendation in-
volving the same violations is closed 
by the Commissioner with respect to 
all persons named in the notice, the 
Commissioner will so notify each per-
son in writing. 

(2) When it is determined that a per-
son named in a notice will not be in-
cluded in the Commissioner’s rec-
ommendation for criminal prosecution, 
the Commissioner will so notify that 
person, if and when the Commissioner 
concludes that notification will not 
prejudice the prosecution of any other 
person. 

(3) When a United States attorney in-
forms the agency that no persons rec-
ommended will be prosecuted, the 
Commissioner will so notify each per-
son in writing, unless the United 
States attorney has already done so. 

(4) When a United States attorney in-
forms the agency of intent to prosecute 
some, but not all, persons who had 
been provided an opportunity to 
present views and were subsequently 
named in the Commissioner’s rec-
ommendation for criminal prosecution, 
the Commissioner, after being advised 
by the United States attorney that the 
notification will not prejudice the 
prosecution of any other person, will so 
notify those persons eliminated from 
further consideration, unless the 
United States attorney has already 
done so. 

[44 FR 12168, Mar. 6, 1979] 

§ 7.87 Records related to opportunities 
for presentation of views conducted 
before report of criminal violation. 

(a) Records related to a section 305 
opportunity for presentation of views 
constitute investigatory records for 
law enforcement purposes and may in-
clude inter- and intra-agency memo-
randums. 

(1) Notwithstanding the rule estab-
lished in § 20.21 of this chapter, no 
record related to a section 305 presen-
tation is available for public disclosure 

until consideration of criminal pros-
ecution has been closed in accordance 
with paragraph (b) of this section, ex-
cept as provided in § 20.82 of this chap-
ter. Only very rarely and only under 
circumstances that demonstrate a 
compelling public interest will the 
Commissioner exercise, in accordance 
with § 20.82 of this chapter, the author-
ized discretion to disclose records re-
lated to a section 305 presentation be-
fore the consideration of criminal pros-
ecution is closed. 

(2) After consideration of criminal 
prosecution is closed, the records are 
available for public disclosure in re-
sponse to a request under the Freedom 
of Information Act, except to the ex-
tent that the exemptions from disclo-
sure in subpart D of part 20 of this 
chapter are applicable. No statements 
obtained through promises of confiden-
tiality shall be available for public dis-
closure. 

(b) Consideration of criminal pros-
ecution based on a particular section 
305 notice of opportunity for presen-
tation of views shall be deemed to be 
closed within the meaning of this sec-
tion and § 7.85 when a final decision has 
been made not to recommend criminal 
prosecution to a United States attor-
ney based on charges set forth in the 
notice and considered at the presen-
tation, or when such a recommenda-
tion has been finally refused by the 
United States attorney, or when crimi-
nal prosecution has been instituted and 
the matter and all related appeals have 
been concluded, or when the statute of 
limitations has run. 

(c) Before disclosure of any record 
specifically reflecting consideration of 
a possible recommendation for crimi-
nal prosecution of any individual, all 
names and other information that 
would identify an individual whose 
prosecution was considered but not rec-
ommended, or who was not prosecuted, 
shall be deleted, unless the Commis-
sioner concludes that there is a com-
pelling public interest in the disclosure 
of the names. 

(d) Names and other information that 
would identify a Food and Drug Admin-
istration employee shall be deleted 
from records related to a section 305 
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presentation of views before public dis-
closure only under § 20.32 of this chap-
ter. 

[44 FR 12168, Mar. 6, 1979] 

PART 10—ADMINISTRATIVE 
PRACTICES AND PROCEDURES 

Subpart A—General Provisions 

Sec. 
10.1 Scope. 
10.3 Definitions. 
10.10 Summaries of administrative prac-

tices and procedures. 
10.19 Waiver, suspension, or modification of 

procedural requirements. 

Subpart B—General Administrative 
Procedures 

10.20 Submission of documents to Division 
of Dockets Management; computation of 
time; availability for public disclosure. 

10.25 Initiation of administrative pro-
ceedings. 

10.30 Citizen petition. 
10.33 Administrative reconsideration of ac-

tion. 
10.35 Administrative stay of action. 
10.40 Promulgation of regulations for the ef-

ficient enforcement of the law. 
10.45 Court review of final administrative 

action; exhaustion of administrative 
remedies. 

10.50 Promulgation of regulations and or-
ders after an opportunity for a formal 
evidentiary public hearing. 

10.55 Separation of functions; ex parte com-
munications. 

10.60 Referral by court. 
10.65 Meetings and correspondence. 
10.70 Documentation of significant deci-

sions in administrative file. 
10.75 Internal agency review of decisions. 
10.80 Dissemination of draft Federal Reg-

ister notices and regulations. 
10.85 Advisory opinions. 
10.90 Food and Drug Administration regula-

tions, recommendations, and agree-
ments. 

10.95 Participation in outside standard-set-
ting activities. 

10.100 Public calendar. 
10.105 Representation by an organization. 
10.110 Settlement proposals. 
10.115 Good guidance practices. 

Subpart C—Electronic Media Coverage of 
Public Administrative Proceedings; 
Guideline on Policy and Procedures 

10.200 Scope. 
10.203 Definitions. 
10.204 General. 

10.205 Electronic media coverage of public 
administrative proceedings. 

10.206 Procedures for electronic media cov-
erage of agency public administrative 
proceedings. 

AUTHORITY: 5 U.S.C. 551–558, 701–706; 15 
U.S.C. 1451–1461; 21 U.S.C. 141–149, 321–397, 
467f, 679, 821, 1034; 28 U.S.C. 2112; 42 U.S.C. 201, 
262, 263b, 264. 

SOURCE: 44 FR 22323, Apr. 13, 1979, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 10 appear at 68 FR 24879, May 9, 2003. 

Subpart A—General Provisions 
§ 10.1 Scope. 

(a) Part 10 governs practices and pro-
cedures for petitions, hearings, and 
other administrative proceedings and 
activities conducted by the Food and 
Drug Administration under the Federal 
Food, Drug, and Cosmetic Act, the 
Public Health Service Act, and other 
laws which the Commissioner of Food 
and Drugs administers. 

(b) If a requirement in another part 
of title 21 differs from a requirement in 
this part, the requirements of this part 
apply to the extent that they do not 
conflict with the other requirements. 

(c) References in this part and parts 
12, 13, 14, 15, and 16 to regulatory sec-
tions of the Code of Federal Regula-
tions are to chapter I of title 21 unless 
otherwise noted. 

(d) References in this part and parts 
12, 13, 14, 15, and 16 to publication, or to 
the day or date of publication, or use of 
the phrase to publish, refer to publica-
tion in the FEDERAL REGISTER unless 
otherwise noted. 

[44 FR 22323, Apr. 13, 1979, as amended at 54 
FR 9034, Mar. 3, 1989; 69 FR 17290, Apr. 2, 2004] 

§ 10.3 Definitions. 
(a) The following definitions apply in 

this part and parts 12, 13, 14, 15, 16, and 
19: 

Act means the Federal Food, Drug, 
and Cosmetic Act unless otherwise in-
dicated. 

Administrative action includes every 
act, including the refusal or failure to 
act, involved in the administration of 
any law by the Commissioner, except 
that it does not include the referral of 
apparent violations to U.S. attorneys 
for the institution of civil or criminal 
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