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§ 5.1105   Chief Counsel, Food and Drug Administration.
The Office of the Chief Counsel’s mailing address is White Oak Bldg. 1, 10903 New Hampshire Ave., Silver Spring, MD 20993.

§ 5.1110   FDA   public   information   of- fices.
(a) Division  of  Dockets  Management. The Division of Dockets Management public room is located in rm. 1061, 5630 Fishers Lane, Rockville, MD 20852, Telephone: 301–827–6860.
(b) [bookmark: _GoBack]Freedom of Information Staff. The Freedom of Information Staff’s Public Reading Room is located at the address available on the agency’s web site. 
(c) Press Relations Staff. Press offices are located in White Oak Bldg. 1, 10903 New Hampshire Ave., Silver Spring, MD 20993, Telephone: 301–827–6242; and at 5100 Paint Branch Pkwy., College Park, MD 20740, Telephone: 301–436– 2335.
[77 FR 15962, Mar. 19, 2012, as amended at 79
FR 68114, Nov. 14, 2014]
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§ 7.1
Subpart E—Criminal Violations
7.84 Opportunity for presentation of views before report of criminal violation.
7.85 Conduct of a presentation of views be- fore report of criminal violation.
7.87 Records related to opportunities for presentation of views conducted before report of criminal violation.
AUTHORITY: 21 U.S.C. 321–393; 42 U.S.C. 241,
262, 263b–263n, 264.
SOURCE: 42 FR 15567, Mar. 22, 1977, unless
otherwise noted.

Subpart A—General Provisions
§ 7.1   Scope.
This part governs the practices and procedures applicable to regulatory en- forcement actions initiated by  the Food and Drug Administration pursu- ant to the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and other laws that it administers. This part also provides guidance for manu- facturers and distributors to follow with respect to their voluntary re- moval or correction of marketed viola- tive products. This part is promulgated to clarify and explain the regulatory practices and procedures of the Food and Drug Administration, enhance pub- lic understanding, improve consumer protection, and assure uniform and consistent application of practices and procedures throughout the agency.
[43 FR 26218, June 16, 1978, as amended at 65
FR 56476, Sept. 19, 2000]

§ 7.3   Definitions.
(a) Agency means the Food and Drug Administration.
(b) Citation or cite means a document and any attachments thereto that pro- vide notice to a person against whom criminal prosecution is  contemplated of the opportunity to present views to the agency regarding an alleged viola- tion.
(c) Respondent means a person named in a notice who presents views con- cerning an alleged violation either in person, by designated representative, or in writing.
(d) Responsible individual includes those in positions of power or author- ity to detect, prevent, or correct viola- tions of the Federal Food, Drug, and Cosmetic Act.
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(e) [Reserved]
(f) Product means an article subject to the jurisdiction of the Food and Drug Administration, including any food, drug, and device intended for human or animal use, any cosmetic and biologic intended for human use, any tobacco product intended for human use, and any item subject to a quarantine regulation under part 1240 of this chapter. Product does not in- clude an electronic product that emits radiation and is subject to parts 1003 and 1004 of this chapter.
(g) Recall means a firm’s removal or correction of a marketed product that the Food and Drug Administration con- siders to be in violation of the laws it administers and against which the agency would initiate legal action, e.g., seizure. Recall does not include a mar- ket withdrawal or a stock recovery.
(h) Correction means repair, modifica- tion, adjustment, relabeling, destruc- tion, or inspection (including patient monitoring) of a product without its physical removal to some other loca- tion.
(i) Recalling firm means the firm that initiates a recall or, in the case of a Food and Drug Administration-re- quested recall, the firm that has pri- mary responsibility for the manufac- ture and marketing of the product to be recalled.
(j) Market withdrawal means a firm’s removal or correction of a distributed product which involves a minor viola- tion that would not be subject to legal action by the Food and Drug Adminis- tration or which involves no violation, e.g., normal stock rotation practices, routine equipment adjustments and re- pairs, etc.
(k) Stock recovery means a firm’s re- moval or correction of a product that has not been marketed or that has not left the direct control of the firm, i.e., the product is located on premises owned by, or under the control of, the firm and no portion of the lot has been released for sale or use.
(l) Recall strategy means a planned specific course of action to be taken in conducting a specific recall, which ad- dresses the depth of recall, need for public warnings, and extent of effec- tiveness checks for the recall.
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(m) Recall classification means the nu- merical designation, i.e., I, II, or III, assigned by the Food and Drug Admin- istration to a particular product recall to indicate the relative degree of health hazard presented by the product being recalled.
(1) Class I is a situation in which there is a reasonable probability that the use of, or exposure to, a violative product will cause serious adverse health consequences or death.
(2) Class II is a situation in which use of, or exposure to, a violative product may cause temporary or medically re- versible adverse health consequences or where the probability of serious ad- verse health consequences is remote.
(3) Class III is a situation in which use of, or exposure to, a violative prod- uct is not likely to cause adverse health consequences.
(n) Consignee means anyone who re- ceived, purchased, or used the product being recalled.
[42 FR 15567, Mar. 22, 1977, as amended at 43
FR 26218, June 16, 1978; 44 FR 12167, Mar. 6,
1979; 77 FR 5176, Feb. 2, 2012]

§ 7.12   Guaranty.
In case of the giving of a guaranty or undertaking referred to in section 303(c)(2) or (3) of the act, each person signing such guaranty or undertaking shall be considered to have given it.
§ 7.13   Suggested forms of guaranty.
(a) A guaranty or undertaking re- ferred to in section 303(c)(2) of the act may be:
(1) Limited to a specific shipment or other delivery of an article, in which case it may be a part of or attached to the invoice or bill of sale covering such shipment or delivery, or
(2) General and continuing, in which case, in its application to any shipment or other delivery of an article, it shall be considered to have been given at the date such article was shipped or deliv- ered by the person who gives the guar- anty or undertaking.
(b) The following are suggested forms of guaranty or undertaking under sec- tion 303(c)(2) of the act:
(1) Limited form for use on invoice or bill of sale.
(Name of person giving the guaranty or un- dertaking) hereby guarantees that no article


listed herein is adulterated or misbranded within the meaning of the Federal Food, Drug, and Cosmetic Act, or is an article which may not, under the provisions of sec- tion 404, 505, or 512 of the act, be introduced into  interstate  commerce.
(Signature and post-office address of per- son giving the guaranty or undertaking.)
(2) General and continuing form.
The article comprising each shipment or other delivery hereafter made by (name of person giving the guaranty  or  undertaking) to, or in the order of (name and post-office address of  person  to  whom the  guaranty  or undertaking is given) is  hereby  guaranteed, as of the date of such shipment or delivery, to be, on such date, not adulterated or mis- branded within the meaning of the Federal Food, Drug, and Cosmetic Act, and not an ar- ticle which may not, under the provisions of section 404, 505, or 512 of the act, be intro- duced into interstate commerce.
(Signature and post-office address of per- son giving the guaranty of undertaking.)
(c) The application of a guaranty or undertaking referred to in section 303(c)(2) of the act to any shipment or other delivery of an article shall expire when such article, after shipment or delivery by the person who gave such guaranty or undertaking, becomes adulterated or misbranded within the meaning of the act, or becomes an arti- cle which may not, under the provi- sions of section 404, 505, or 512 of the act, be introduced into interstate com- merce.
(d) A guaranty or undertaking re- ferred to in section 303(c)(3) of the act shall state that the shipment or other delivery of the color additive covered thereby was manufactured by a signer thereof. It may be a part of or attached to the invoice or bill of sale covering such color. If such shipment or delivery is from a foreign manufacturer, such guaranty or undertaking shall be signed by such manufacturer and by an agent of such manufacturer who re- sides in the United States.
(e) The following are suggested forms of guaranty or undertaking under sec- tion 303(c)(3) of the act:
(1) For domestic manufacturers:
(Name of manufacturer) hereby guarantees that all color additives listed herein were manufactured by him, and (where color addi- tive regulations require certification) are from batches certified in accordance  with the    applicable    regulations    promulgated
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under the Federal Food, Drug, and Cosmetic Act.
(Signature and post-office address of man- ufacturer.)
(2) For foreign manufacturers:
(Name of manufacturer and agent) hereby severally guarantee that all color additives listed herein were manufactured by (name of manufacturer), and (where color additive regulations require certification) are from batches certified in accordance with the ap- plicable regulations promulgated under the Federal Food, Drug, and Cosmetic Act.
(Signature and post-office address of man- ufacturer.)
(Signature and post-office address of agent.)
(f) For the purpose of a guaranty or undertaking under section 303(c)(3) of the act the manufacturer of a shipment or other delivery of a color additive is the person who packaged such color.
(g) A guaranty or undertaking, if signed by two or more persons, shall state that such persons severally guar- antee the article to which it applies.
(h) No representation or suggestion that an article is guaranteed under the act shall be made in labeling.

Subpart B [Reserved]

Subpart C—Recalls (Including Product Corrections)—Guid- ance on Policy, Procedures, and Industry Responsibilities

SOURCE: 43 FR 26218, June 16, 1978, unless
otherwise noted.

§ 7.40   Recall policy.
(a) Recall is an effective method of removing or correcting consumer prod- ucts that are in violation of laws ad- ministered by the Food and Drug Ad- ministration. Recall is a voluntary ac- tion that takes place because manufac- turers and distributors carry out their responsibility to protect the public health and well-being from products that present a risk of injury or gross deception or are otherwise defective. This section and §§ 7.41 through 7.59 rec- ognize the voluntary nature of recall by providing guidance so that respon- sible firms may effectively discharge their recall responsibilities. These sec- tions also recognize that recall is an al- ternative to a Food and Drug Adminis-
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tration-initiated court action for re- moving or correcting violative, distrib- uted products by setting forth specific recall procedures for the Food and Drug Administration to monitor re- calls and assess the adequacy of a firm’s efforts in recall.
(b) Recall may be undertaken volun- tarily and at any time by manufactur- ers and distributors, or at the request of the Food and Drug Administration. A request by the Food and Drug Ad- ministration that a firm recall a prod- uct is reserved for urgent situations and is to be directed to the firm that has primary responsibility for the man- ufacture and marketing of the product that is to be recalled.
(c) Recall is generally more appro- priate and affords better protection for consumers than seizure, when many lots of product have been widely dis- tributed. Seizure, multiple seizure, or other court action is indicated when a firm refuses to undertake a recall re- quested by the Food and Drug Adminis- tration, or where the agency has rea- son to believe that a recall would not be effective, determines that a recall is ineffective, or discovers that a viola- tion is continuing.
[43 FR 26218, June 16, 1978, as amended at 65
FR 56476, Sept. 19, 2000]

§ 7.41   Health   hazard   evaluation   and recall classification.
(a) An evaluation of the health haz- ard presented by a product being re- called or considered for recall will be conducted by an ad hoc committee of Food and Drug Administration sci- entists and will take into account, but need not be limited to, the following factors:
(1) Whether any disease or injuries have already occurred from the use of the product.
(2) Whether any existing conditions could contribute to a clinical situation that could expose humans or animals to a health hazard. Any conclusion shall be supported as completely as possible by scientific documentation and/or statements that the conclusion is the opinion of the individual(s) mak- ing the health hazard determination.
(3) Assessment of hazard to various segments of the population, e.g., chil- dren, surgical patients, pets, livestock,
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etc., who are expected to be exposed to the product being considered, with par- ticular attention paid to the hazard to those individuals who may be at great- est risk.
(4) Assessment of the degree of seri- ousness of the health hazard to which the populations at risk would be ex- posed.
(5) Assessment of the likelihood of occurrence of the hazard.
(6) Assessment of the consequences (immediate or long-range) of occur- rence of the hazard.
(b) On the basis of this determina- tion, the Food and Drug Administra- tion will assign the recall a classifica- tion, i.e., Class I, Class II, or Class III, to indicate the relative degree of health hazard of the product being re- called or considered for recall.
§ 7.42   Recall strategy.
(a) General. (1) A recall strategy that takes into account the following fac- tors will be developed by the agency for a Food and Drug Administration-re- quested recall and by the recalling firm for a firm-initiated recall to suit the individual circumstances of the par- ticular recall:
(i) Results of health hazard evalua- tion.
(ii) Ease in identifying the product.
(iii) Degree to which the product’s deficiency is obvious to the consumer or user.
(iv) Degree to which the product re- mains unused in the market-place.
(v) Continued availability of essen- tial products.
(2) The Food and Drug Administra- tion will review the adequacy of a pro- posed recall strategy developed by a re- calling firm and recommend changes as appropriate. A recalling firm should conduct the recall in accordance with an approved recall strategy but need not delay initiation of a recall pending review of its recall strategy.
(b) Elements of a recall strategy. A re- call strategy will address the following elements regarding the conduct of the recall:
(1) Depth of recall. Depending on the product’s degree of hazard and extent of distribution, the recall strategy will specify  the  level  in  the  distribution


chain to which the recall is to extend, as follows:
(i) Consumer or user level, which may vary with product, including any intermediate wholesale or retail level; or
(ii) Retail level, including any inter- mediate wholesale level; or
(iii) Wholesale level.
(2) Public warning. The purpose of a public warning  is to  alert the public that a product being recalled presents a serious hazard to health. It is re- served for urgent situations where other means for preventing use of the recalled product appear inadequate. The Food and Drug Administration in consultation with the recalling firm will ordinarily issue such publicity. The recalling firm that decides to issue its own public warning is requested to submit its proposed public warning and plan for distribution of the warning for review and comment by the Food and Drug Administration. The recall strat- egy will specify whether a public warn- ing is needed and whether it will issue as:
(i) General public warning through the general news media, either na- tional or local as appropriate, or
(ii) Public warning through special- ized news media, e.g., professional or trade press, or to specific segments of the population such as physicians, hos- pitals, etc.
(3) Effectiveness checks. The purpose of effectiveness checks is to  verify  that all consignees at the recall depth speci- fied by the strategy have received noti- fication about the recall and  have taken appropriate action. The method for contacting consignees may be ac- complished by personal visits, tele- phone calls, letters, or a combination thereof. A guide entitled ‘‘Methods for Conducting Recall  Effectiveness Checks’’ that describes the use of these different methods is available upon re- quest from the Division of Dockets Management (HFA–305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. The recalling firm will ordinarily be responsible for conducting effectiveness  checks,  but the Food and Drug Administration will assist in this task where necessary and appropriate. The recall strategy will specify  the  method(s)  to  be  used  for
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and  the  level  of  effectiveness  checks that will be conducted, as follows:
(i) Level A—100 percent of the total number of consignees to be contacted;
(ii) Level B—Some percentage of the total number of consignees to be con- tacted, which percentage is to be deter- mined on a case-by-case basis, but is greater that 10 percent and less than 100 percent of the total number of con- signees;
(iii) Level C—10 percent of the total number of consignees to be contacted;
(iv) Level D—2 percent of the total number of consignees to be contacted; or
(v) Level E—No effectiveness checks.
[43 FR 26218, June 16, 1978, as amended at 46
FR 8455, Jan.  27, 1981; 59  FR 14363, Mar.  28,
1994; 68 FR 24879, May 9, 2003]

§ 7.45   Food  and  Drug  Administration- requested recall.
(a) The Commissioner of Food and Drugs or designee may request a firm to initiate a recall when the following determinations have been made:
(1) That a product that has been dis- tributed presents a risk of illness or in- jury or gross consumer deception.
(2) That the firm has not initiated a recall of the product.
(3) That an agency action is nec- essary to protect the public health and welfare.
(b) The Commissioner or his designee will notify the firm of this determina- tion and of the need to begin imme- diately a recall of the product. Such notification will be by letter or tele- gram to a responsible official of the firm, but may be preceded by oral com- munication or by a visit from an au- thorized representative of the local Food and Drug Administration district office, with formal, written confirma- tion from the Commissioner or his des- ignee afterward. The notification will specify the violation, the health hazard classification of the violative product, the recall strategy, and other appro- priate instructions for conducting the recall.
(c) Upon receipt of a request to re- call, the firm may be asked to provide the Food and Drug Administration any or  all  of  the  information  listed  in
§ 7.46(a). The firm, upon agreeing to the recall request, may also provide other
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information relevant to the agency’s determination of the need for the re- call or how the recall should be con- ducted.
[43 FR 26218, June 16, 1978, as amended at 69
FR 17290, Apr. 2, 2004]

§ 7.46   Firm-initiated recall.
(a) A firm may decide of its own voli- tion and under any circumstances to remove or correct a distributed prod- uct. A firm that does so because it be- lieves the product to be violative is re- quested to notify immediately the ap- propriate Food and Drug Administra- tion district office listed in § 5.115 of this chapter. Such removal or correc- tion will be considered a recall only if the Food and Drug Administration re- gards the product as involving a viola- tion that is subject to legal action, e.g., seizure. In such cases, the  firm will be asked to provide the Food and Drug Administration the following in- formation:
(1) Identity of the product involved.
(2) Reason for the removal or correc- tion and  the  date and circumstances under which the product deficiency or possible deficiency was discovered.
(3) Evaluation of the risk associated with the deficiency or possible defi- ciency.
(4) Total amount of such products produced and/or the timespan of the production.
(5) Total amount of such products es- timated to be in distribution channels.
(6) Distribution information, includ- ing the number of direct accounts and, where necessary, the identity of the di- rect accounts.
(7) A copy of the firm’s recall com- munication if any has issued, or a pro- posed communication if none has issued.
(8) Proposed strategy for conducting the recall.
(9) Name and telephone number of the firm official who should be con- tacted concerning the recall.
(b) The Food and Drug Administra- tion will review the information sub- mitted, advise the firm of the assigned recall classification, recommend any appropriate changes in the firm’s strat- egy for the recall, and advise the firm that its recall will be placed in the weekly    FDA    Enforcement    Report.
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Pending this review, the firm need not delay initiation of its product removal or correction.
(c) A firm may decide to recall a product when informed by the Food and Drug Administration that the agency has determined that the prod- uct in question violates the law, but the agency has not specifically re- quested a recall. The firm’s action also is considered a firm-initiated recall and is subject to paragraphs (a) and (b) of this section.
(d) A firm that initiates a removal or correction of its product which the firm believes is a market withdrawal should consult with the appropriate Food and Drug Administration district office when the reason for the removal or correction is not obvious or clearly understood but where it is apparent, e.g., because of complaints or adverse reactions regarding the product, that the product is deficient in some re- spect. In such cases, the Food and Drug Administration will assist the firm in determining the exact nature of the problem.
§ 7.49   Recall communications.
(a) General. A recalling firm is re- sponsible for promptly notifying each of its affected direct accounts about the recall. The format, content, and ex- tent of a recall communication should be commensurate with the hazard of the product being recalled and the strategy developed for that recall. In general terms, the purpose of a recall communication is to convey:
(1) That the product in question is subject to a recall.
(2) That further distribution or use of any remaining product should cease immediately.
(3) Where appropriate, that the direct account should in turn notify its cus- tomers who received the product about the recall.
(4) Instructions regarding what to do with the product.
(b) Implementation. A recall commu- nication can be accomplished by tele- grams, mailgrams, or first class letters conspicuously marked, preferably in bold red type, on the letter and the en- velope: ‘‘DRUG [or FOOD, BIOLOGIC, etc.] RECALL [or CORRECTION]’’. The letter and   the   envelope   should   be   also


marked: ‘‘URGENT’’ for class I and class II recalls and, when appropriate, for class III recalls. Telephone calls or other personal contacts should ordi- narily be confirmed by one of the above methods and/or documented in an ap- propriate manner.
(c) Contents. (1) A recall communica- tion should be written in accordance with the following guidelines:
(i) Be brief and to the point;
(ii) Identify clearly the product, size, lot number(s), code(s) or serial num- ber(s) and any other pertinent descrip- tive information to enable accurate and immediate identification of the product;
(iii) Explain concisely the reason for the recall and the hazard involved, if any;
(iv) Provide specific instructions on what should be done with respect to the recalled products; and
(v) Provide a ready means for the re- cipient of the communication to report to the recalling firm whether it  has any of the product, e.g., by sending a postage-paid, self-addressed postcard or by allowing the recipient to place a collect call to the recalling firm.
(2) The recall communication should not contain irrelevant qualifications, promotional materials, or any other statement that may detract from the message. Where necessary, followup communications should be sent to those who fail to respond to the initial recall communication.
(d) Responsibility of recipient. Con- signees that receive a recall commu- nication should immediately carry out the instructions set forth by the recall- ing firm and, where necessary, extend the recall to its consignees in accord- ance with paragraphs (b) and (c) of this section.
§ 7.50   Public notification of recall.
The Food and Drug Administration will promptly make available to the public in the weekly FDA Enforcement Report a descriptive listing of each new recall according to its classification, whether it was Food and Drug Admin- istration-requested or firm-initiated, and the specific action being taken by the recalling firm. The Food and Drug Administration  will  intentionally delay  public  notification  of  recalls  of
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certain drugs and devices where the agency determines that public notifica- tion may cause unnecessary and harm- ful anxiety in patients and that initial consultation between  patients  and their physicians is essential. The re- port will not include a firm’s product removals or corrections which  the agency determines to be market with- drawals or stock recoveries. The re- port, which also includes other Food and Drug Administration regulatory actions, e.g., seizures that were  ef- fected and injunctions and  prosecu- tions that were filed, is available upon request from the Office of Public Af- fairs (HFI–1), Food and Drug Adminis- tration, 5600 Fishers Lane, Rockville, MD 20857.
§ 7.53   Recall status reports.
(a) The recalling firm is requested to submit periodic recall status reports to the appropriate Food and Drug Admin- istration district office so that the agency may assess the progress of the recall. The frequency  of such  reports will be determined by the relative ur- gency of the recall and will be specified by the Food and Drug Administration in each recall case; generally the re- porting interval will be between 2 and 4 weeks.
(b) Unless otherwise specified or in- appropriate in a given recall case, the recall status report should contain the following information:
(1) Number of consignees notified of the recall, and date and method of no- tification.
(2) Number of consignees responding to the recall communication and quatity of products on hand at the time it was received.
(3) Number of consignees that did not respond (if needed, the identity of non- responding consignees may be re- quested by the Food and Drug Adminis- tration).
(4) Number of products returned or corrected by each consignee contacted and the quantity of products accounted for.
(5) Number and results of effective- ness checks that were made.
(6) Estimated time frames for com- pletion of the recall.
(c) Recall status reports are to be dis- continued  when  the  recall  is  termi-
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nated by the Food and Drug Adminis- tration.
§ 7.55   Termination of a recall.
(a) A recall will be terminated when the Food and Drug Administration de- termines that all reasonable efforts have been made to remove or correct the product in accordance with the re- call strategy, and when it is reasonable 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
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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
(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









§ 7.87

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


21 CFR Ch. I (4–1–16 Edition)

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 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
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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-


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 presentation of views before public dis- closure only under § 20.32 of this chap- ter.
[44 FR 12168, Mar. 6, 1979]
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