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What is the duration of accreditation by a recognized accreditation body?
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360b,  360ccc,  360ccc–1,  360ccc–2,  362,  371,  374,
381, 382, 384a, 384b, 384d, 387, 387a, 387c, 393; 42
U.S.C. 216, 241, 243, 262, 264, 271.
SOURCE: 42 FR 15553, Mar. 22, 1977, unless
otherwise noted.

Subpart A—General Provisions
§ 1.1   General.
(a) The provisions of regulations pro- mulgated under the Federal Food, Drug, and Cosmetic Act with respect to the doing of any act shall be applicable also to the causing of such act to be done.
(b) The definitions and interpreta- tions of terms contained in sections 201 and 900 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321 and 387) shall be applicable also to such terms when used in regulations promulgated under that act.
(c) The definition of package in § 1.20 and of principal display panel in §§ 101.1, 201.60, 501.1, 701.10 and 801.60 of this chapter; and the requirements per- taining to uniform location, lack of qualification, and separation of the net quantity declaration in §§ 101.105(f), 201.62(e), 501.105(f), 701.13(f) and 801.62(e) of this chapter to type size require- ments  for  net  quantity  declaration  in
§§ 101.105(i), 201.62(h), 501.105(i), 701.13(i)
and 801.62(h) of this chapter, to initial statement of ounces in the dual dec- laration of net quantity in §§ 101.105(j) and (m), 201.62(i) and (k), 501.105(j) and
(m), 701.13(j) and (m) and 801.62(i) and
(k) of this chapter, to initial statement of inches in declaration of net quantity in §§ 201.62(m), 701.13(o) and 801.62(m) of this chapter, to initial statement of square inches in declaration of net quantity in §§ 201.62(n), 701.13(p) and 801.62(n) of this chapter, to prohibition of certain supplemental net quantity statements in §§ 101.105(o), 201.62(o), 501.105(o), 701.13(q) and 801.62(o) of this chapter, and to servings  representa- tions in § 501.8 of this chapter are pro- vided for solely by the Fair Packaging and Labeling Act. The other require- ments of this part are issued under both the Fair Packaging and Labeling Act  and  the  Federal  Food,  Drug,  and
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Cosmetic Act, or by the latter act sole- ly, and are not limited in their applica- tion by section 10 of the Fair Pack- aging and Labeling Act.
[42 FR 15553, Mar. 22, 1977, as amended at 58
FR  17085,  Apr.  1,  1993;  75  FR  73953,  Nov.  30,
2010; 78 FR 69543, Nov. 20, 2013]

§ 1.3   Definitions.
(a) Labeling includes all written, printed, or graphic matter accom- panying an article at any time while such article is in interstate commerce or held for sale after shipment or deliv- ery in interstate commerce.
(b) Label means any display of writ- ten, printed, or graphic matter on the immediate container of any article, or any such matter affixed to any con- sumer commodity or affixed to or ap- pearing upon a package containing any consumer commodity.
§ 1.4   Authority citations.
(a) For each part of its regulations, the Food and Drug Administration in- cludes a centralized citation of all of the statutory provisions that provide authority for any regulation that is in- cluded in that part.
(b) The agency may rely on any one or more of the authorities that are list- ed for a particular part in imple- menting or enforcing any section in that part.
(c) All citations of authority in this chapter will list the applicable sections in the organic statute if the statute is the Federal Food, Drug, and Cosmetic Act, the Public Health Service Act, or the Fair Packaging and Labeling Act. References to an act or a section there- of include references to amendments to that act or section. These citations will also list the corresponding United States Code (U.S.C.) sections. For ex- ample, a citation to section 701 of the Federal Food, Drug, and Cosmetic Act would be listed: Sec. 701 of the Federal Food,  Drug,  and  Cosmetic  Act  (21
U.S.C. 371).
(d) If the organic statute is one other than those specified in paragraph (c) of this section, the citations of authority in this chapter generally will list only the applicable U.S.C. sections. For ex- ample, a citation to section 552 of the Administrative Procedure Act would be listed: 5 U.S.C. 552. The agency may,


where it determines that such meas- ures are in the interest of clarity and public understanding, list the applica- ble sections in the organic statute and the corresponding U.S.C. section in the same manner set out in paragraph (c) of this section. References to an act or a section thereof include references to amendments to that act or section.
(e) Where there is no U.S.C. provi- sion, the agency will include a citation to the U.S. Statutes at Large. Cita- tions to the U.S. Statutes at Large will refer to volume and page.
(f) The authority citations will in- clude a citation to executive delega- tions (i.e., Executive Orders), if any, necessary to link the statutory author- ity to the agency.
[54 FR 39630, Sept. 27, 1989]

SubpartB—General Labeling Requirements
§ 1.20   Presence of mandatory label in- formation.
In the regulations specified in § 1.1(c) of this chapter, the term package means any container or wrapping in which any food, drug, device, or cos- metic is enclosed for use in the deliv- ery or display of such commodities to retail purchasers, but does not include:
(a) Shipping containers or wrappings used solely for the transportation of any such commodity in bulk or in quantity to manufacturers, packers, processors, or wholesale or retail dis- tributors;
(b) Shipping containers or outer wrappings used by retailers to ship or deliver any such commodity to retail customers if such containers and wrap- pings bear no printed matter per- taining to any  particular  commodity; or
(c) Containers subject to the provi- sions of the Act of August 3, 1912  (37 Stat. 250, as amended; 15 U.S.C. 231– 233), the Act of March 4, 1915 (38 Stat. 1186, as amended; 15 U.S.C. 234–236), the Act of August 31, 1916 (39 Stat. 673, as amended; 15 U.S.C. 251–256), or the Act of May 21, 1928 (45 Stat. 635, as amend- ed; 15 U.S.C. 257–257i).
(d) Containers used for tray pack dis- plays in retail establishments.
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(e) Transparent wrappers or con- tainers which do not bear written, printed, or graphic matter obscuring the label information required by this part.
A requirement contained in this part that any word, statement, or other in- formation appear on the label shall not be considered to be complied with un- less such word, statement, or informa- tion also appears on the outer con- tainer or wrapper of the retail package of the article, or, as stated in para- graph (e) of this section, such informa- tion is easily legible by virtue of the transparency of the outer wrapper or container. Where a consumer com- modity is marketed in a multiunit re- tail package bearing the mandatory label information as required by this part and the unit containers are not in- tended to be sold separately, the net weight    placement    requirement    of
§ 101.105(f) applicable to such unit con- tainers is waived if the units are in compliance with all the other require- ments of this part.
[42 FR 15553, Mar. 22, 1977, as amended at 75
FR 73953, Nov. 30, 2010; 78 FR 69543, Nov. 20,
2013]

§ 1.21   Failure to reveal material facts.
(a) Labeling of a food, drug, device, cosmetic, or tobacco  product shall be deemed to be misleading if it fails to reveal facts that are:
(1) Material in light of other rep- resentations made or  suggested  by statement, word, design, device or any combination thereof; or
(2) Material with respect to con- sequences which may result from use of the article under: (i) The conditions prescribed in such labeling or (ii) such conditions of use as are customary or usual.
(b) Affirmative disclosure of material facts pursuant to paragraph (a) of this section may be required, among other appropriate regulatory procedures, by
(1) Regulations in this chapter pro- mulgated pursuant to section 701(a) of the act; or
(2) Direct court enforcement action.
(c) Paragraph (a) of this section does not:
(1) Permit a statement of differences of opinion with respect to warnings (in- cluding contraindications, precautions,
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adverse reactions, and other informa- tion relating to possible product haz- ards) required in labeling for food, drugs, devices, cosmetics, or tobacco products under the Federal Food, Drug, and Cosmetic Act.
(2) Permit a statement of differences of opinion with respect to the effective- ness of a drug unless each of the opin- ions expressed is supported by substan- tial evidence of effectiveness as defined in sections 505(d) and 512(d) of the act.
[42 FR 15553, Mar. 22, 1977, as amended at 77
FR 5176, Feb. 2, 2012]

§ 1.23 Procedures for requesting vari- ations and exemptions from re- quired label statements.
Section 403(e) of the act (in this part 1, the term act means the Federal Food, Drug, and Cosmetic Act) pro- vides for the establishment by regula- tion of reasonable variations and ex- emptions for small packages from the required declaration of net quantity of contents. Section 403(i) of the act pro- vides for the establishment by regula- tion of exemptions from the required declaration of ingredients where such declaration is impracticable, or results in deception or unfair competition. Section 502(b) of the act provides for the establishment by regulation of rea- sonable variations and exemptions for small packages from the required dec- laration of net quantity of contents. Section 602(b) of the act provides for the establishment by regulation of rea- sonable variations and exemptions for small packages from the required dec- laration of net quantity of contents. Section 5(b) of the Fair Packaging and Labeling Act provides for the establish- ment by regulation of exemptions from certain required declarations of net quantity of contents, identity of com- modity, identity and location of manu- facturer, packer, or distributor, and from declaration of net quantity of servings represented, based on a find- ing that full compliance with such re- quired declarations is impracticable or not necessary for the adequate protec- tion of consumers, and a further find- ing that the nature, form, or quantity of the packaged consumer commodity or  other  good  and  sufficient  reasons
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justify such exemptions. The Commis- sioner, on his own initiative or on peti- tion of an interested person, may pro- pose a variation or exemption based upon any of the foregoing statutory provisions, including proposed findings if section 5(b) of the Fair Packaging and Labeling Act applies, pursuant to parts 10, 12, 13, 14, 15, 16, and 19 of this chapter.

§ 1.24   Exemptions from required label statements.
The following exemptions are grant- ed from label statements required by this part:
(a) Foods. (1) While held for sale, a food shall be exempt from the required declaration of net quantity of contents specified in this part if said food is re- ceived in bulk containers at a retail es- tablishment and is accurately weighed, measured, or counted either within the view of the purchaser or in compliance with the purchaser’s order.
(2) Random food packages, as defined in § 101.105(j) of this chapter, bearing la- bels declaring net weight, price per pound or per specified number of pounds, and total price shall be exempt from the type size, dual declaration, and placement requirements of § 101.105 of this chapter if the accurate state- ment of net weight is presented con- spicuously on the principal display panel of the package. In the case  of food packed in random packages at one place for subsequent shipment and sale at another, the price sections of the label may be left blank provided they are filled in by the seller prior to retail sale. This exemption shall also apply to uniform weight packages of cheese and cheese products labeled in the same manner and by the same type of equip- ment as random food packages exempt- ed by this paragraph (a)(2) except that the labels shall bear a declaration of price per pound and not price per speci- fied number of pounds.
(3) Individual serving-size packages of foods containing less than 1⁄2 ounce or less than 1⁄2 fluid ounce for use in restaurants, institutions, and pas- senger carriers, and not intended for sale at retail, shall be exempt from the required declaration of net quantity of contents specified in this part.


(4) Individually wrapped pieces of penny candy and other confectionery of less than one-half ounce net weight per individual piece shall be exempt from the labeling requirements of this part when the container in which such con- fectionery is shipped is in conformance with the labeling requirements of this part. Similarly, when such confec- tionery items are sold in bags or boxes, such items shall be exempt from the la- beling requirements of this part, in- cluding the required declaration of net quantity of contents specified in this part when the declaration on the bag or box meets the requirements of this part.
(5)(i) Soft drinks packaged in bottles shall be exempt from the placement re- quirements for the statement of iden- tity prescribed by § 101.3 (a) and (d) of this chapter if such statement appears conspicuously on the bottle closure. When such soft drinks are marketed in a multiunit retail package, the multi- unit retail package shall be exempt from the statement of identity declara- tion requirements prescribed by § 101.3 of this chapter if the statement of iden- tity on the unit container is not ob- scured by the multiunit retail package.
(ii) A multiunit retail package for soft drinks shall be exempt from the declaration regarding name and place of business required by § 101.5 of this chapter if the package does not obscure the declaration on unit containers or if it bears a statement that the declara- tion can be found on the unit con- tainers and the declaration on the unit containers complies with § 101.5 of this chapter.  The  declaration  required  by
§ 101.5 of this chapter may appear on the top or side of the closure of bottled soft drinks if the statement is con- spicuous and easily legible.
(iii) Soft drinks packaged in bottles which display other required label in- formation only on the closure shall be exempt from the placement require- ments for the declaration of contents prescribed by § 101.105(f) of this chapter if the required content declaration is blown, formed, or molded into the sur- face of the bottle in close proximity to the closure.
(iv) Where a trademark on a soft drink package also serves as, or is, a statement of identity, the use of such
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trademark on the package in lines not parallel to the base on which the pack- age rests shall be exempted from the requirement of § 101.3(d) of this chapter that the statement be in lines parallel to the base so long as there is also at least one statement of identity in lines generally parallel to the base.
(v) A multiunit retail package for soft drinks in cans shall be exempt from the declaration regarding name and place of business required by § 101.5 of this chapter if the package does not obscure the declaration on unit con- tainers or if it bears a statement that the declaration can be found on the unit containers and the declaration on the   unit   containers   complies   with
§ 101.5 of this chapter. The declaration required by § 101.5 of this chapter may appear on the top of soft drinks in cans if  the  statement  is  conspicuous  and easily legible, provided that when the declaration is embossed, it shall appear in type size at least one-eighth inch in height, or if it is printed, the type size shall  not  be  less  than  one-sixteenth inch  in  height.  The  declaration  may follow the curvature of the lid of the can and shall not be removed or ob- scured by the tab which opens the can. (6)(i) Ice cream, french ice cream, ice milk, fruit sherbets, water ices, quies- cently frozen confections (with or with- out dairy ingredients), special dietary frozen desserts, and products made in semblance   of   the   foregoing,   when measured by and packaged in 1⁄2-liquid pint and 1⁄2-gallon measure-containers, as defined in the ‘‘Measure Container Code of National Bureau of Standards Handbook  44,’’  Specifications,  Toler- ances,  and  Other  Technical  Require- ments for Weighing and Measuring De- vices, Sec. 4.45 ‘‘Measure-Containers,’’ which is incorporated by reference, are exempt   from   the   requirements   of
§ 101.105(b)(2) of this chapter to the ex- tent that net contents of 8–fluid ounces and 64–fluid ounces (or 2 quarts) may be expressed as 1⁄2 pint and 1⁄2 gallon, respectively. Copies are available from the Center for Food Safety and Applied Nutrition (HFS–150), Food and Drug Administration, 5100 Paint Branch Pkwy., College Park, MD 20740, or at the National Archives and Records Ad- ministration (NARA). For information on  the  availability  of  this  material  at
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NARA, call 202–741–6030.
(ii) The foods named in paragraph (a)(6)(i) of this section, when measured by and packaged in 1–liquid pint, 1–liq- uid quart, and 1⁄2-gallon measure-con- tainers, as defined in the ‘‘Measure Container Code of National Bureau of Standards Handbook 44,’’ Specifica- tions, Tolerances, and Other Technical Requirements for Weighing and Meas- uring Devices, Sec. 4.45 ‘‘Measure-Con- tainers,’’ which is incorporated by ref- erence, are exempt from the dual net- contents   declaration   requirement   of
§ 101.105(j) of this chapter. Copies are available  from  the  Center  for  Food Safety and Applied Nutrition (HFS– 150), Food and Drug Administration, 5100 Paint Branch Pkwy., College Park, MD 20740, or at the National Archives and Records Administration (NARA). For information on the availability of this material at NARA, call 202–741– 6030.
(iii) The foods named in paragraph (a)(6)(i) of this section, when measured by and packaged in 1⁄2-liquid pint, 1–liq- uid pint, 1–liquid quart, 1⁄2-gallon, and 1–gallon measured-containers, as de- fined in the ‘‘Measure Container Code of National Bureau of Standards Hand- book 44,’’ Specifications, Tolerances, and Other Technical Requirements for Weighing and Measuring Devices, Sec.
4.45 ‘‘Measure-Containers,’’ which is in- corporated by reference, are exempt from the requirement of § 101.105(f) of this chapter that the declaration of net contents be located within the bottom
30  percent  of  the  principal  display panel. Copies are available from the Center for Food Safety and Applied Nu- trition (HFS–150), Food and Drug Ad- ministration, 5100 Paint Branch Pkwy., College Park, MD 20740, or at the Na- tional Archives and Records Adminis- tration (NARA). For information on the  availability  of  this  material  at NARA, call 202–741–6030.
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(7)(i) Milk, cream, light cream, coffee or table cream, whipping cream, light whipping cream, heavy or heavy whip- ping cream, sour or cultured sour cream, half-and-half, sour or cultured half-and-half, reconstituted or recom- bined milk and milk products, con- centrated milk and milk  products, skim or skimmed milk, vitamin D milk and milk products, fortified milk and milk products, homogenized milk, fla- vored milk and milk products, butter- milk, cultured buttermilk, cultured milk or cultured whole buttermilk, low-fat milk (0.5 to 2.0 percent but- terfat), and acidified milk and milk products, when packaged in containers of 8- and 64-fluid-ounce capacity, are exempt   from   the   requirements   of
§ 101.105(b)(2) of this chapter to the ex- tent that net contents of 8 fluid ounces and 64 fluid ounces (or 2 quarts) may be expressed as 1⁄2 pint and 1⁄2 gallon, re- spectively.
(ii) The products listed in paragraph (a)(7)(i) of this section, when packaged in glass or plastic containers of 1⁄2-pint, 1–pint, 1–quart, 1⁄2-gallon, and 1–gallon capacities are exempt from the place- ment requirement of § 101.105(f) of this chapter that the declaration of net contents be located within the bottom
30 percent of the principal display panel, provided that other required label information is conspicuously dis- played on the cap or outside closure and the required net quantity of con- tents declaration is conspicuously blown, formed, or molded into or per- manently applied to that part of the glass or plastic container that is at or above the shoulder of the container.
(iii) The products listed in paragraph (a)(7)(i) of this section, when packaged in containers of 1–pint, 1–quart, and 1⁄2- gallon capacities are exempt from the dual net-contents declaration require- ment of § 101.105(j) of this chapter.
(8) Wheat flour products,  as  defined by §§ 137.105, 137.155, 137.160, 137.165, 137.170, 137.175, 137.180, 137.185, 137.200, and 137.205 of this chapter, packaged:
(i) In conventional 2–, 5–, 10–, 25–, 50–
, and 100–pound packages are exempt from  the  placement  requirement  of
§ 101.105(f) of this chapter that the dec- laration of net contents be located within  the  bottom  30  percent  of  the


area of the principal display panel of the label; and
(ii) In conventional 2–pound packages are exempt from the dual net-contents declaration requirement of § 101.105(j) of this chapter provided the quantity of contents is expressed in pounds.
(9)(i) Twelve shell eggs packaged in a carton designed to hold 1 dozen eggs and designed to permit the division of such carton by the retail customer at the place of purchase into two portions of one-half dozen eggs each are exempt from the labeling requirements of this part with respect to each portion of such divided carton if the carton, when undivided, is in conformance with the labeling requirements of this part.
(ii) Twelve shell eggs packaged in a carton designed to hold 1 dozen eggs are exempt from the placement re- quirements for the declaration of con- tents prescribed by § 101.105(f) of this chapter if the required content declara- tion is otherwise placed on the prin- cipal display panel of such carton and if, in the case of such cartons designed to permit division by retail customers into two portions of one-half dozen eggs each, the required content dec- laration is placed on the principal dis- play panel in such a manner that the context of the content declaration is destroyed upon division of the carton.
(10) Butter as defined in 42 Stat. 1500 (excluding whipped butter):
(i) In 8–ounce and in 1–pound pack- ages is exempt from the requirements of § 101.105(f) of this chapter that the net contents declaration be placed within the bottom 30 percent of the area of the principal display panel;
(ii) In 1–pound packages is exempt from the requirements of § 101.105(j)(1) of this chapter that such declaration be in terms of ounces and pounds, to per- mit declaration of ‘‘1–pound’’ or ‘‘one pound’’; and
(iii) In 4–ounce, 8–ounce, and 1–pound packages with continuous label copy wrapping is exempt from the require- ments of §§ 101.3 and 101.105(f) of this chapter that the statement of identity and net contents declaration appear in lines generally parallel to the base on which the package rests as it is de- signed to be displayed, provided that such statement and declaration are not









§ 1.24

so positioned on the label as to be mis- leading or difficult to read as the pack- age is customarily displayed at retail.
(11) Margarine as defined in § 166.110 of this chapter and imitations thereof in 1–pound rectangular packages, ex- cept for packages containing whipped or soft margarine or packages that contain more than four sticks, are ex- empt     from     the     requirement     of
§ 101.105(f) of this chapter that the dec- laration of the net quantity of contents appear within the bottom 30 percent of the principal display panel and  from the requirement of § 101.105(j)(1) of this chapter that such declaration be ex- pressed both in ounces and in pounds to permit declaration of ‘‘1-pound’’  or ‘‘one pound,’’ provided an accurate statement of net weight appears con- spicuously on the principal display panel of the package.
(12) Corn flour and related  products, as they are defined by §§ 137.211, 137.215, and §§ 137.230 through 137.290 of this chapter, packaged in conventional 5–, 10–, 25–, 50–, and 100–pound bags are ex- empt from the  placement  requirement of § 101.105(f) of this chapter that the declaration of net contents be located within the bottom 30 percent of the area of the principal display panel  of the label.
(13)(i) Single strength and less than single strength fruit juice beverages, imitations thereof, and drinking water when packaged in glass or plastic con- tainers of 1⁄2-pint, 1–pint, 1–quart, 1⁄2- gallon, and 1–gallon capacities are ex- empt from the placement requirement of § 101.105(f) of this chapter that the declaration of net contents be located within the bottom 30 percent of the principal display panel: Provided, That other required  label information  is conspicuously displayed on the cap or outside closure and the required net quantity of contents declaration is conspicuously blown, formed, or mold- ed into or permanently applied to that part of the glass or plastic container that is at or above the shoulder of the container.
(ii) Single strength and less than sin- gle strength fruit juice beverages, imi- tations thereof, and drinking water when packaged in glass, plastic, or paper (fluid milk type) containers of 1– pint, 1–quart, and 1⁄2-gallon capacities
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are exempt from the dual net-contents declaration requirement of § 101.105(j) of this chapter.
(iii) Single strength and less than single strength fruit juice beverages, imitations thereof,  and  drinking  water when packaged in glass, plastic,  or paper (fluid milk type) containers of 8- and 64-fluid-ounce capacity, are exempt from the requirements of § 101.105(b)(2) of this chapter to the extent that net contents of 8 fluid ounces and 64 fluid ounces (or 2 quarts) may be expressed as 1⁄2 pint (or  half  pint)  and  1⁄2  gallon (or half gallon), respectively.
(14) The unit containers in a multi- unit or multicomponent retail food package shall be exempt from regula- tions of section 403 (e)(1), (g)(2), (i)(2), (k), and (q) of the act with respect to the requirements for label declaration of the name and place of business of the manufacturer, packer, or dis- tributor; label declaration of ingredi- ents; and nutrition information when:
(i) The multiunit or multicomponent retail food package labeling meets all the requirements of this part;
(ii) The unit containers are securely enclosed within and not intended to be separated from the retail package under conditions of retail sale; and
(iii) Each unit container is labeled with the statement ‘‘This Unit Not La- beled For Retail Sale’’ in type size not less than one-sixteenth of an inch in height. The word ‘‘Individual’’ may be used in lieu of or immediately pre- ceding the word ‘‘Retail’’ in the state- ment.
(b) Drugs. Liquid over-the-counter veterinary preparations intended for injection shall be exempt from the dec- laration of net quantity of contents in terms of the U.S. gallon of 231 cubic inches and quart, pint, and fluid-ounce subdivisions  thereof  as  required  by
§ 201.62 (b), (i), and (j) of this chapter, and from the dual declaration require- ments of § 201.62(i) of this chapter, if such declaration of net quantity of contents is expressed in terms of the liter and milliliter, or cubic centi- meter, with the volume expressed at 68
F (20 C).
(c) Cosmetics. Cosmetics in packages containing less than one-fourth ounce avoirdupois or one-eighth fluid ounce shall be exempt from compliance with
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the requirements of section 602(b)(2) of the Federal Food, Drug, and Cosmetic Act and section 4(a)(2) of the Fair Packaging and Labeling Act:
(1) When such cosmetics are affixed to a display card labeled in conform- ance with all labeling requirements of this part; or
(2) When such cosmetics are sold at retail as part of a cosmetic package consisting of an inner and outer con- tainer and the inner container is not for separate retail sale and the outer container is labeled in conformance with all labeling requirements of this part.
[42 FR 15553, Mar. 22, 1977, as amended at 47
FR 946, Jan. 8, 1982; 47 FR 32421, July 27, 1982;
49 FR 13339, Apr. 4, 1984; 54 FR 9033, Mar. 3,
1989; 58 FR 2174, Jan. 6, 1993; 61 FR 14478, Apr.
2, 1996; 66 FR 56035, Nov. 6, 2001]

Subparts C–D [Reserved]
Subpart E—Imports and Exports
§ 1.83   Definitions.
For the purposes of regulations pre- scribed under section 801(a), (b), and (c) of the Federal Food, Drug, and Cos- metic Act:
(a) The term  owner or  consignee means the person who has the rights of a consignee under the provisions of sec- tions 483, 484, and 485 of the Tariff Act of 1930, as amended (19 U.S.C. 1483, 1484, 1485).
(b) The term district director means the director of the district of the Food and Drug Administration having juris- diction over the port of entry through which an article is imported or offered for import, or such officer of the dis- trict as he may designate to act in his behalf in administering and enforcing the provisions of section 801 (a), (b), and (c).
§ 1.90   Notice of sampling.
When a sample of an article offered for import has been requested by the district director, the collector of cus- toms having jurisdiction over the arti- cle shall give to the owner or consignee prompt notice of delivery of, or inten- tion to deliver, such sample. Upon re- ceipt of the notice, the owner or con- signee shall hold such article and not distribute it until further notice from


the district director or the collector of customs of the results of examination of the sample.
§ 1.91   Payment for samples.
The Food and Drug Administration will pay for all import samples which are found to be in compliance with the requirements of the Federal Food, Drug, and Cosmetic Act. Billing for re- imbursement should be made by the owner or consignee to the Food and Drug Administration district head- quarters in whose territory the ship- ment was offered for import. Payment for samples will not be made if the ar- ticle is found to be in violation of the act, even though subsequently brought into compliance under the terms of an authorization to bring the article into compliance or rendered not a food, drug, device, or cosmetic as set forth in
§ 1.95.

§ 1.94   Hearing on refusal of admission or destruction.
(a) If it appears that the article may be subject to refusal of admission, or that the article is a drug that may be subject to destruction under section 801(a) of the Federal Food, Drug, and Cosmetic Act, the district  director shall give the owner or consignee a written notice to that effect, stating the reasons therefor. The notice shall specify a place and a period of time during which the owner or consignee shall have an opportunity to introduce testimony. Upon timely request giving reasonable grounds therefor, such time and place may be changed. Such testi- mony shall be confined to matters rel- evant to the admissibility or destruc- tion of the article, and may be intro- duced orally or in writing.
(b) If such owner or consignee sub- mits or indicates his or her intention to submit an application for authoriza- tion to relabel or perform other action to bring the article into compliance with the Federal Food, Drug, and Cos- metic Act or to render it other than a food, drug, device, or cosmetic, such testimony shall include evidence in support of such application. If such ap- plication is not submitted at or prior to the hearing on refusal of admission, the district director shall specify a time limit, reasonable in the light of
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the circumstances, for filing such ap- plication.
(c) If the article is a drug that may be subject to destruction under section 801(a) of the Federal Food, Drug, and Cosmetic Act, the district director may give the owner or consignee a single written notice that provides the notice on refusal of admission and the notice on destruction of an article described in paragraph  (a)  of this  section.  The district director may also combine the hearing on refusal of admission with the hearing on destruction of the arti- cle described in paragraph (a) of this section into a single proceeding.
[80 FR 55242, Sept. 15, 2015]

§ 1.95   Application for authorization to relabel and recondition.
Application for authorization to relabel or perform other  action  to bring the article into compliance with the act or to render it other than  a food, drug, device or cosmetic may be filed only by the owner or consignee, and shall:
(a) Contain detailed proposals for bringing the article into compliance with the act or rendering it other than a food, drug, device, or cosmetic.
(b) Specify the time and place where such operations will be carried out and the approximate time for their comple- tion.

§ 1.96   Granting   of   authorization   to relabel and recondition.
(a) When authorization contemplated by § 1.95 is granted, the district director shall notify  the  applicant  in  writing, specifying:
(1) The procedure to be followed;
(2) The disposition of the rejected ar- ticles or portions thereof;
(3) That the operations are to be car- ried out under the supervision of an of- ficer of the Food and Drug Administra- tion or the U.S. Customs Service, as the case may be;
(4) A time limit, reasonable in the light of the circumstances, for comple- tion of the operations; and
(5) Such other conditions as are nec- essary to maintain adequate super- vision and control over the article.
(b) Upon receipt of a written request for extension of time to complete such operations,     containing     reasonable
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grounds therefor, the district director may grant such additional time as he deems necessary.
(c) An authorization may be amended upon a showing of reasonable grounds therefor and the filing of an amended application for authorization with the district director.
(d) If ownership of an article covered by an authorization changes before the operations specified in the authoriza- tion have been completed, the original owner will be held responsible, unless the new owner has executed a bond and obtained a new authorization. Any au- thorization granted under this section shall supersede and nullify any pre- viously granted authorization with re- spect to the article.
[42 FR 15553, Mar. 22, 1977, as amended at 54
FR 9033, Mar. 3, 1989]

§ 1.97   Bonds.
(a) The bonds required under section 801(b) of the act may be executed by the owner or consignee on the appro- priate form of a customs single-entry or term  bond,  containing  a  condition for the redelivery of the merchandise or any part thereof upon demand of the collector of customs and containing a provision for the performance of condi- tions as may legally be imposed for the relabeling or other action necessary to bring the article into compliance with the act or rendering it other than a food, drug, device, or cosmetic, in such manner as is prescribed for such bond in the customs regulations in force on the date of request for authorization. The bond shall be filed with the col- lector of customs.
(b) The collector of customs may can- cel the liability for liquidated damages incurred under the above-mentioned provisions of such a bond, if he receives an application for relief therefrom, upon the payment of a lesser amount or upon such other terms and condi- tions as shall be deemed appropriate under the law and in view of the cir- cumstances, but the collector shall not act under this regulation in any case unless the district director is in full agreement with the action.
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§ 1.99 Costs chargeable in connection with relabeling and reconditioning inadmissible imports.
The cost of supervising the relabeling or other action in connection with an import of food, drugs, devices, or cos- metics which fails to comply with the Federal Food, Drug, and Cosmetic Act shall be paid by the owner or consignee who files an application requesting such action and executes a bond, pursu- ant to section 801(b) of the act, as amended. The cost of such supervision shall include, but not be restricted to, the following:
(a) Travel expenses of the supervising officer.
(b) Per diem in lieu of subsistence of the supervising officer when away from his home station, as provided by law.
(c) The charge for the services of the supervising officer, which shall include administrative support, shall be com- puted at a rate per hour equal to 266 percent of the hourly rate of regular pay of a grade GS–11/4 employee, except that such services performed by a cus- toms officer and subject to the provi- sions of the act of February 13, 1911, as amended (sec. 5, 36 Stat. 901, as amend- ed (19 U.S.C. 267)), shall be calculated as provided in that act.
(d) The charge for the service of the analyst, which shall include adminis- trative and laboratory support, shall be computed at a rate per hour equal to
266 percent of the hourly rate of  reg- ular pay of a grade GS–12/4 employee. The rate per hour equal to 266 percent of the equivalent hourly rate of regular pay of the supervising officer (GS–11/4) and the analyst (GS–12/4) is computed as follows:
Hours

Gross number of working hours in 52 40–hr weeks 2,080 Less:

Hours Equivalent annual working hours .........      2,256
Support required to equal to 1 man-year ..................	2,256 Equivalent gross annual working hours
charged  to  Food  and  Drug  appro-
priation ..............................................	4,512
NOTE: Ratio of equivalent gross annual number of working hours charged to  Food and Drug appropriation to net number of an- nual working hours 4,512/1,696 = 266 pct.
(e) The minimum charge for services of supervising officers and of analysts shall be not less than the charge for 1 hour, and time after the first hour shall be computed in multiples of 1 hour, disregarding fractional parts less than 1⁄2  hour.
§ 1.101   Notification and recordkeeping.
(a) Scope. This section pertains to no- tifications and records required for human drug, biological product, device, animal drug, food, cosmetic, and to- bacco product exports under sections 801 or 802 of the Federal Food, Drug, and Cosmetic Act or (21 U.S.C. 381 and
382) or section 351 of the Public Health Service Act (42 U.S.C. 262).
(b)  (
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)Recordkeeping requirements for human drugs, biological products, devices, animal drugs, foods, cosmetics, and to- bacco products exported  under  or  subject to section 801(e)(1) of the Federal Food, Drug, and Cosmetic Act. Persons export- ing an article under section 801(e)(1) of the act or an article otherwise subject to section 801(e)(1) of the act shall maintain records as enumerated in paragraphs (b)(1) through (b)(4) of this section demonstrating that the product meets the requirements of section 801(e)(1) of the act. Such records shall be maintained for the same period of time as required for records subject to good manufacturing practice or quality systems regulations applicable to the product, except that records pertaining to the export of foods and cosmetics under section 801(e)(1) of the act shall be kept for 3 years after the date of ex- portation. The records shall be made available to the Food and Drug Admin- istration (FDA), upon request, during an inspection for review and copying by FDA.
(1) Records demonstrating that the product meets the foreign purchaser’s
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specifications: The records must con- tain sufficient information to match the foreign purchaser’s  specifications to a particular export;
(2) Records demonstrating that the product does not conflict with the laws of the importing country: This may consist of either a letter from an ap- propriate foreign government agency, department, or other authorized body stating that the product has marketing approval from the foreign government or does not conflict with that country’s laws, or a notarized certification by a responsible company official in the United States that the product does not conflict with the laws of the im- porting country and that includes a statement acknowledging that he or she is subject to the provisions of 18
U.S.C. 1001;
(3) Records demonstrating that the product is labeled on the outside of the shipping package that it is intended for export: This may consist of copies of any labels or labeling statements, such as ‘‘For export only,’’ that are placed on the shipping packages or, if the ex- ported product does not have a ship- ping package or container, on shipping invoices or other documents accom- panying the exported product; and
(4) Records demonstrating that the product is not sold or offered for sale in the United States: This may consist of production and shipping records for the exported product and promotional ma- terials.
(c) Additional recordkeeping require- ments for partially processed biological products exported under section 351(h) of the Public Health Service Act. In addi- tion to the requirements in paragraph
(b) of this section, persons exporting a partially processed biological product under section 351(h) of the Public Health Service Act shall maintain, for the same period of time as required for records subject to good manufacturing practice or quality systems regulations applicable to the product, and make available to FDA, upon request, during an inspection for review and copying by FDA, the following records:
(1) Records demonstrating that the product for export is a partially proc- essed biological product and not in a form   applicable   to   the   prevention,
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treatment, or cure of diseases or inju- ries of man;
(2) Records demonstrating that the partially processed biological product was manufactured in conformity with current good manufacturing practice requirements;
(3) Records demonstrating the dis- tribution of the exported partially processed biological products; and
(4) Copies of all labeling that accom- panies the exported partially processed biological product and other records demonstrating that the exported par- tially processed biological product is intended for further manufacture into a final dosage form outside the United States; this may include a container label with the statement, ‘‘Caution: For Further Manufacturing Use Only’’ and any package insert.
(d) Notification requirements for drugs, biological products, and devices exported under section 802 of the act. (1) Persons exporting a human drug, biological product, or device under section 802 of the act, other than a drug, biological product, or device for investigational use exported under section 802(c) of the act, or a drug, biological product, or device exported in anticipation of mar- keting authorization under section 802(d) of the act, shall provide written notification to FDA. The notification shall identify:
(i) The product’s trade name;
(ii) If the product is a drug or biologi- cal product, the product’s abbreviated or proper name or, if the product is a device, the type of device;
(iii) If the product is a drug or bio- logical product, a description of the product’s strength and dosage form or, if the product is a device, the product’s model number; and
(iv) If the export is to a country not listed in section 802(b)(1) of the act, the country that is to receive the exported article. The notification may, but is not required to, identify countries list- ed in section 802(b)(1) of the act or state that the export is intended for a listed country without identifying the listed country.
(2) The notification shall be sent to the following addresses:
(i) For biological products and de- vices regulated by the Center for Bio- logics Evaluation and Research—Food
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and Drug Administration, Center for Biologics Evaluation and Research, Document Control Center, 10903 New Hampshire Ave., Bldg. 71, Rm. G112, Silver Spring, MD 20993–0002.
(ii) For human drug products, bio- logical products, and devices regulated by the Center for Drug Evaluation and Research—Division of New Drugs and Labeling Compliance, Center for Drug Evaluation and Research, Food and Drug Administration, 10903 New Hamp- shire Ave., Silver Spring, MD 20993– 0002.
(iii) For devices—Food and Drug Ad- ministration, Center for Devices and Radiological Health, Division of Pro- gram Operations, 10903 New Hampshire Ave., Bldg. 66, rm. 5429, Silver Spring, MD 20993–0002.
(e) Recordkeeping requirements for products subject to section 802(g) of  the act. (1) Any person exporting a product under any provision of section 802 of the act shall maintain records of all drugs, biological products, and devices exported and the countries to which the products were exported. In addition to the requirements in paragraph (b) of this section, such records include, but are not limited to, the following:
(i) The product’s trade name;
(ii) If the product is a drug or biologi- cal product, the product’s abbreviated or proper name or, if the product is a device, the type of device;
(iii) If the product is a drug or bio- logical product, a description of its strength and dosage form and the prod- uct’s lot or control number or, if the product is a device, the  product’s model number;
(iv) The consignee’s name and ad- dress; and
(v) The date on which the product was exported and the quantity of prod- uct exported.
(2) These records shall be kept at the site from which the products were ex- ported or manufactured, and be main- tained for the same period of time as required for records subject to good manufacturing practice or quality sys- tems regulations applicable to the product. The records shall be made available to FDA, upon request, during


an inspection for review and copying by FDA.
[66 FR 65447, Dec. 19, 2001, as amended at 69
FR 48774, Aug. 11, 2004; 70 FR 14980, Mar. 24,
2005; 74 FR 13112, Mar. 26, 2009; 75 FR 20914,
Apr. 22, 2010; 77 FR 5176, Feb. 2, 2012; 80 FR
18090, Apr. 3, 2015]

Subparts F–G [Reserved]

Subpart H—Registration of Food Facilities

SOURCE: 68 FR 58960, Oct. 10, 2003, unless
otherwise noted.

GENERAL PROVISIONS

§ 1.225   Who  must  register  under  this subpart?
(a) You must register your facility under this subpart if you are the owner, operator, or agent in charge of either a domestic or foreign facility, as defined in this subpart, and your facil- ity is engaged in the manufacturing/ processing, packing, or holding of food for consumption in the United States, unless your facility qualifies for one of the exemptions in § 1.226.
(b) If you are an owner, operator, or agent in charge of a domestic facility, you must register your facility wheth- er or not the food from the facility en- ters interstate commerce.
(c) If you are the owner, operator, or agent in charge of a facility, you may authorize an individual to  register your facility on your behalf.

§ 1.226   Who does not have to register under this subpart?
This subpart does not apply to the following facilities:
(a) A foreign facility, if food from such facility undergoes further manu- facturing/processing (including pack- aging) by another facility outside the United States. A facility is not exempt under this provision if the further man- ufacturing/processing (including pack- aging) conducted by the subsequent fa- cility consists of adding labeling or any similar activity of a de minimis nature;
(b) Farms;
(c) Retail food establishments;
(d) Restaurants;
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(e) Nonprofit food establishments in which food is prepared for, or served di- rectly to, the consumer;
(f) Fishing vessels, including those that not only harvest and transport fish but also engage in practices such as heading, eviscerating, or freezing in- tended solely to prepare fish for hold- ing on board a harvest vessel. However, those fishing vessels otherwise engaged in processing fish are subject to this subpart. For the purposes of this sec- tion, ‘‘processing’’ means handling, storing, preparing, shucking, changing into different market forms, manufac- turing, preserving, packing, labeling, dockside unloading, holding, or head- ing, eviscerating, or freezing  other than solely to prepare fish for holding on board a harvest vessel;
(g) Facilities that are regulated ex- clusively, throughout the entire facil- ity, by the U.S. Department of Agri- culture under the Federal Meat Inspec- tion Act (21 U.S.C. 601 et seq.), the Poul- try Products Inspection Act (21 U.S.C. 451 et seq.), or the Egg Products Inspec- tion Act (21 U.S.C. 1031 et seq.);

§ 1.227   What  definitions  apply  to  this subpart?
The definitions of terms in section 201 of the Federal Food, Drug, and Cos- metic Act  apply to  such terms  when used in this subpart. In addition, for the purposes of this subpart:
Calendar day means every day shown on the calendar.
Facility means any establishment, structure, or structures under one own- ership at one general physical location, or, in the case of a mobile facility, traveling to multiple locations, that manufactures/processes, packs, or holds food for consumption in the United States. Transport vehicles are not facilities if they hold food only in the usual course of business as carriers. A facility may consist of one or more contiguous structures, and a single building may house more than one dis- tinct facility if the facilities are under separate ownership. The private resi- dence of an individual is not a facility. Nonbottled water drinking water col- lection and distribution establishments and their structures are not facilities.
(1) Domestic facility means any facil- ity located in any State or Territory of
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the United States, the District of Co- lumbia, or the Commonwealth of Puer- to Rico that manufactures/processes, packs, or holds food for consumption in the United States.
(2) Foreign facility means a facility other than a domestic facility that manufactures/processes, packs, or holds food for consumption in the United States.
Farm means:
(1) Primary production farm. A pri- mary production farm is an operation under one management in one general (but not necessarily contiguous) phys- ical location devoted to the growing of crops, the harvesting of crops, the rais- ing of animals (including seafood), or any combination of these activities. The term ‘‘farm’’ includes operations that, in addition to these activities:
(i) Pack or hold raw agricultural commodities;
(ii) Pack or hold processed food, pro- vided that all processed food used in such activities is either consumed on that farm or another farm under the same management, or is processed food identified in paragraph (1)(iii)(B)(1) of this definition; and
(iii) Manufacture/process food, pro- vided that:
(A) All food used in such activities is consumed on that farm or another farm under the same management; or
(B) Any manufacturing/processing of food that is not consumed on that farm or another farm under the same man- agement consists only of:
(1) Drying/dehydrating raw agricul- tural commodities to create a distinct commodity (such as drying/dehy- drating grapes to produce raisins), and packaging and labeling such commod- ities, without additional manufac- turing/processing (an example of addi- tional manufacturing/processing is slicing);
(2) Treatment to manipulate the rip- ening of raw agricultural commodities (such as by treating produce with ethylene gas), and packaging and label- ing treated raw agricultural commod- ities, without additional manufac- turing/processing; and
(3) Packaging and labeling raw agri- cultural commodities, when these ac- tivities do not involve additional man- ufacturing/processing  (an  example  of
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additional manufacturing/processing is irradiation); or
(2) Secondary activities farm. A sec- ondary activities farm is an operation, not  located  on  a  primary  production farm, devoted to harvesting (such as hulling  or  shelling),  packing,  and/or holding  of  raw  agricultural  commod- ities,  provided  that  the  primary  pro- duction farm(s) that grows, harvests, and/or raises the majority of the raw agricultural   commodities   harvested, packed, and/or held by the secondary activities farm owns, or jointly owns, a majority interest in the secondary ac- tivities  farm.  A  secondary  activities farm  may  also  conduct  those  addi- tional activities allowed on a primary production farm as described in para- graphs (1)(ii) and (iii) of this definition. Food has the meaning given in sec- tion 201(f) of the Federal Food, Drug,
and Cosmetic Act:
(1) Except for purposes of this sub- part, it does not include:
(i) Food contact substances as de- fined in section 409(h)(6) of the Federal Food, Drug, and Cosmetic Act; or
(ii) Pesticides as defined in 7 U.S.C. 136(u).
(2) Examples of food include: Fruits, vegetables, fish, dairy products, eggs, raw agricultural commodities for  use as food or as components of food, ani- mal feed (including pet food), food and feed ingredients, food and feed addi- tives, dietary supplements and dietary ingredients, infant formula, beverages (including alcoholic beverages and bot- tled water), live food animals, bakery goods, snack foods, candy, and canned foods.
Harvesting applies to farms and farm mixed-type facilities and means activi- ties that are traditionally  performed on farms for the purpose of removing raw agricultural commodities from the place they were grown or raised and preparing them for use as food. Har- vesting is limited to activities per- formed on raw agricultural commod- ities, or on processed foods created by drying/dehydrating a raw agricultural commodity without additional manu- facturing/processing, on  a farm.  Har- vesting does not include activities that transform a raw agricultural com- modity into a processed food as defined in section 201(gg) of the Federal Food,


Drug, and Cosmetic Act. Examples of harvesting include cutting (or other- wise separating) the edible portion of the raw agricultural commodity from the crop plant and removing or trim- ming part of the raw agricultural com- modity (e.g., foliage, husks, roots or stems). Examples of harvesting also in- clude cooling, field coring, filtering, gathering, hulling, shelling, sifting, threshing, trimming of outer leaves of, and washing raw agricultural commod- ities grown on a farm.
Holding means storage of food and also includes activities performed inci- dental to storage of a food (e.g., activi- ties performed for the safe or effective storage of that food, such as fumigat- ing food during storage, and drying/de- hydrating raw agricultural commod- ities when the drying/dehydrating does not create a distinct commodity (such as drying/dehydrating hay or alfalfa)). Holding also includes activities per- formed as a practical necessity for the distribution of that food (such as blending of the same raw agricultural commodity and breaking down pallets), but does not include activities that transform a raw agricultural com- modity into a processed food as defined in section 201(gg) of the Federal Food, Drug, and Cosmetic Act. Holding facili- ties could include warehouses, cold storage facilities, storage silos, grain elevators, and liquid storage tanks.
Manufacturing/processing means mak- ing food from one or more ingredients, or synthesizing, preparing, treating, modifying or manipulating food, in- cluding food crops or ingredients. Ex- amples of manufacturing/processing ac- tivities include: Baking, boiling, bot- tling, canning, cooking, cooling, cut- ting, distilling, drying/dehydrating raw agricultural commodities to create a distinct commodity (such as drying/de- hydrating grapes to  produce raisins), evaporating, eviscerating, extracting juice, formulating, freezing, grinding, homogenizing, irradiating, labeling, milling, mixing, packaging (including modified atmosphere packaging), pas- teurizing, peeling, rendering, treating to manipulate ripening, trimming, washing,  or  waxing.  For  farms  and
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farm mixed-type facilities, manufac- turing/processing does not include ac- tivities that are part of harvesting, packing, or holding.
Mixed-type facility means an estab- lishment that engages in both activi- ties that are exempt from registration under section 415 of the Federal Food, Drug, and Cosmetic Act and activities that require the establishment to be registered. An example of such a facil- ity is a ‘‘farm mixed-type facility,’’ which is an establishment that is a farm, but also conducts activities out- side the farm definition that require the establishment to be registered.
Nonprofit food establishment means a charitable entity that prepares or serves food directly to the consumer or otherwise provides food or meals for consumption by humans or animals in the United States. The term includes central food banks, soup kitchens, and nonprofit food delivery services. To be considered a nonprofit food establish- ment, the establishment must meet the terms of section 501(c)(3) of the U.S. In- ternal Revenue Code (26 U.S.C. 501(c)(3)).
Packaging (when used as a verb) means placing food into a container that directly contacts the food and that the consumer receives.
Packing means placing food into a container other than packaging the food and also includes re-packing and activities performed incidental to packing or re-packing a food (e.g., ac- tivities performed for the safe or effec- tive packing or re-packing of that food (such as sorting, culling, grading, and weighing or conveying incidental to packing or re-packing)), but does not include activities that transform a raw agricultural commodity, as defined in section 201(r) of the Federal Food, Drug, and Cosmetic Act, into a proc- essed food as defined in section 201(gg) of the Federal Food, Drug, and Cos- metic Act.
Restaurant means a facility that pre- pares and sells food directly to con- sumers for immediate consumption. ‘‘Restaurant’’ does not include facili- ties that provide food to interstate conveyances, central kitchens, and other similar facilities that do not pre- pare and serve food directly to con- sumers.
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(1) Entities in which food is provided to humans, such as cafeterias, lunchrooms, cafes, bistros, fast food es- tablishments, food stands, saloons, tav- erns, bars, lounges, catering facilities, hospital kitchens, day care kitchens, and nursing home kitchens are res- taurants; and
(2) Pet shelters, kennels, and veteri- nary facilities in which food is pro- vided to animals are restaurants.
Retail food establishment means an es- tablishment that sells food products di- rectly to consumers as its primary function. A retail food establishment may manufacture/process, pack, or hold food if the establishment’s pri- mary function is to sell from that es- tablishment food, including food that it manufactures/processes, packs, or holds, directly to consumers. A retail food establishment’s primary function is to sell food directly to consumers if the annual monetary value of sales of food products directly to consumers ex- ceeds the annual monetary value of sales of food products to all other buy- ers. The term ‘‘consumers’’ does not in- clude businesses. A ‘‘retail food estab- lishment’’ includes grocery stores, con- venience stores, and vending machine locations.
Trade name means the name or names under which the facility conducts busi- ness, or additional names by which the facility is known. A trade name is asso- ciated with a facility, and a brand name is associated with a product.
U.S. agent means a person (as defined in section 201(e) of the Federal Food, Drug, and Cosmetic Act residing or maintaining a place of business in the United States whom a foreign facility designates as its agent for purposes of this subpart. A U.S. agent cannot be in the form of a mailbox, answering ma- chine or service, or other place where an individual acting as the foreign fa- cility’s agent is not physically present.
(1) The U.S. agent acts as a commu- nications link between the Food and Drug Administration (FDA) and the foreign facility for both emergency and routine communications. The U.S. agent will be the person FDA contacts when an emergency occurs, unless the registration specifies under § 1.233(e) another emergency contact.
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(2) FDA will treat representations by the U.S. agent as those of the foreign facility, and will consider information or documents provided to the U.S. agent the equivalent of providing the information or documents  to the for- eign facility.
(3) Having a single U.S. agent for the purposes of this subpart does not pre- clude facilities from having multiple agents (such as foreign suppliers) for other business purposes. A firm’s com- mercial business in the United States need not be conducted through the U.S. agent designated for purposes of this subpart.
You or registrant means the owner, operator, or agent in charge of a facil- ity that manufactures/processes, packs, or holds food for consumption in the United States.
[80 FR 56141, Sept. 17, 2015, as amended at 81
FR 3715, Jan. 22, 2016

PROCEDURES FOR REGISTRATION OF FOOD FACILITIES
§ 1.230   When must you register?
The owner, operator, or agent in charge of a facility that manufactures/ processes, packs or holds food for con- sumption in the United States must register the facility no later than De- cember 12, 2003. The owner, operator, or agent in charge of a facility that be- gins to manufacture/process, pack, or hold food for consumption in the United States on or after December 12, 2003, must register before the facility begins such activities. An owner, oper- ator, or agent in charge of a facility may authorize an individual to register the facility on its behalf.

§ 1.231   How  and  where  do  you  reg- ister?
(a) Electronic registration. (1) To reg- ister electronically, you must register, which is available for registration 24 hours a day, 7 days a week. This website is available from wherever the Internet is accessible, including libraries, copy centers, schools, and Internet cafes. An individual authorized by the owner, op- erator, or agent in charge of a facility may also register a facility electroni- cally.


(2) FDA strongly encourages elec- tronic registration for the benefit of both FDA and the registrant.
(3) Once you complete your elec- tronic registration, FDA will auto- matically provide you with an elec- tronic confirmation of registration and a permanent registration number.
(4) You will be considered registered once FDA electronically transmits your confirmation and registration number.
(b) Registration by mail or fax. If, for example, you do not have reasonable access to the Internet through any of the methods described in paragraph (a) of this section, you may register by mail or fax.
(1) You must register using Form 3537. You may obtain a copy of this form by writing to the U.S. Food and Drug Administration (HFS–681), 5600 Fishers Lane, Rockville, MD  20857  or by requesting a copy of this form by phone at 1–800–216–7331 or 301–575–0156.
(2) When you receive the form, you must fill  it out  completely  and legibly and either mail it to the address in paragraph (b)(1) of this section or fax it to 301–436–2804 or 1–800–573–0846.
(3) If any required information on the form is incomplete or illegible when FDA receives it, FDA will return the form to you for revision, provided that your mailing address or fax number is legible and valid. When returning a registration form for revision, FDA will use the means by which the form was received by the agency (i.e., by mail or fax).
(4) FDA will enter complete and leg- ible mailed and faxed registration sub- missions into  its registration  system, along with CD-ROM submissions, as soon as practicable, in the order FDA receives them.
(5) FDA will then mail to the address or fax to the fax number on the reg- istration form a copy of the registra- tion as entered, confirmation of reg- istration, and your registration num- ber. When responding to a registration submission, FDA will use the means by which the registration was received by the agency (i.e., by mail or fax).
(6) If any information you previously submitted was incorrect at the time of
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submission, you must immediately up- date your facility’s registration as specified in § 1.234.
(7) Your facility is considered reg- istered once FDA enters your facility’s registration data into the registration system and the system generates a reg- istration number.
(c) Registration by CD-ROM for mul- tiple submissions. If, for example, you do not have reasonable access to the Internet through any of the methods provided under paragraph (a) of this section, you may register by CD-ROM.
(1) Registrants submitting their reg- istrations in CD-ROM format must use ISO 9660 (CD-R or CD-RW) data format.
(2) These files must be submitted on a portable document format (PDF) ren- dition of the registration form (Form 3537) and be accompanied by one signed copy of the  certification  statement that appears on the registration form (Form 3537).
(3) Each submission on the CD-ROM must contain the same preferred mail- ing address in the appropriate block on Form 3537.
(4) A CD-ROM may contain registra- tions for as many facilities as needed up to the CD-ROM’s capacity.
(5) The registration on the CD-ROM for each separate facility must have a unique file name up to 32 characters long, the first part of which may be used to identify the parent company.
(6) You must mail the CD-ROM to the
U.S. Food and Drug Administration (HFS–681), 5600 Fishers Lane, Rock- ville, MD 20857.
(7) If FDA receives a CD-ROM that does not comply with these specifica- tions, it will return the CD-ROM to the submitter unprocessed.
(8) FDA will enter CD-ROM submis- sions that comply with these specifica- tions into its registration system, along with the complete and legible mailed and faxed submissions, as soon as practicable, in the order FDA re- ceives them.
(9) For each facility on the CD-ROM, FDA will mail to the preferred mailing address a copy of the registration(s) as entered, confirmation of registration, and each facility’s assigned registra- tion number.
(10) If any information you pre- viously submitted was incorrect at the
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time of submission, you must imme- diately update your facility’s registra- tion as specified in § 1.234.
(11) Your facility is considered reg- istered once FDA enters your facility’s registration data into the registration system and the system generates a reg- istration number.
(d) Fees. No registration fee is re- quired.
(e) Language. You must submit all registration information in the English language except an individual’s name, the name of a company, the name of a street, and a trade name may be sub- mitted in a foreign language. All infor- mation, including these items, must be submitted using the Latin (Roman) al- phabet.
[68 FR 58960, Oct. 10, 2003, as amended at 69
FR 29428, May 24, 2004; 73 FR 15883, Mar. 26,
2008]

§ 1.232   What information is required in the registration?
Each registrant must submit the fol- lowing information through one of the methods described in § 1.231:
(a) The name, full address, and phone number of the facility;
(b) The name, address, and phone number of the parent company, if the facility is a subsidiary of the parent company;
(c) For domestic and foreign facili- ties, the names, addresses, and phone numbers of the owner, operator, and agent in charge.
(d) For a foreign facility, the name, address, phone number, and, if no emergency contact is designated under
§ 1.233(e), the emergency contact phone number of the foreign facility’s U.S. agent;
(e) For a domestic facility, an emer- gency contact phone number;
(f) All trade names the facility uses;
(g) Applicable food product cat- egories as identified in § 170.3 of this chapter, unless  you  check either ‘‘most/all human food product cat- egories,’’ according to § 1.233(j), or ‘‘none of the above mandatory cat- egories’’ because your facility manu- factures/processes, packs, or holds a food that is not identified in § 170.3 of this chapter;
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(h) The name, address, and phone number for the owner, operator, or agent in charge;
(i) A statement in which the owner, operator, or agent  in charge certifies that the information submitted is true and accurate. If the individual submit- ting the form is not the owner, oper- ator, or agent in charge of the facility, the registration must also include a statement in which the individual cer- tifies that the  information  submitted is true and accurate, certifies that he/ she is authorized to submit the reg- istration, and identifies by name, ad- dress, and telephone number, the indi- vidual who authorized submission of the registration. Each registration must include the name of the indi- vidual registering the facility submit- ting the registration, and the individ- ual’s signature (for the paper and CD- ROM options).
[68 FR 58960, Oct. 10, 2003, as amended at 69
FR 29428, May 24, 2004]

§ 1.233   What   optional   items   are   in- cluded in the registration form?
FDA encourages, but does not re- quire, you to submit the following items in your facility’s registration. These data will enable FDA to commu- nicate more quickly  with  facilities that may be the target of a terrorist threat or attack, or otherwise affected by an outbreak of foodborne illness. This information includes:
(a) Fax number and e-mail address of the facility;
(b) Preferred mailing address, if dif- ferent from that of the facility;
(c) Fax number and e-mail address of the parent company, if the facility is a subsidiary of the parent company;
(d) For a domestic facility, emer- gency contact name, title, and e-mail address;
(e) For a foreign facility, an emer- gency contact name, title, phone num- ber and e-mail address. FDA will con- sider the facility’s U.S. agent the fa- cility’s emergency contact unless the facility chooses to designate another person to serve as an emergency con- tact under this section;
(f) For a foreign facility, title, fax number, and e-mail address of the U.S. agent;


(g) Type of activity conducted at the facility (e.g., manufacturing/processing or holding);
(h) Food categories not identified in
§ 170.3  of  this  chapter,  which are  pro- vided in Form 3537 sections 11a (e.g., infant formula,  animal  byproducts and extracts) and 11b (e.g., grain products, amino  acids);
(i) Type of storage, if the facility is primarily a holding facility;
(j) A food product category of ‘‘most/ all human food product categories,’’ if the facility manufactures/processes, packs, or holds foods in most or all of the categories identified in § 170.3 of this chapter;
(k) Approximate dates of operation, if the facility’s business is seasonal;
(l) The fax number and e-mail address of the owner, operator, or agent in charge; and
(m) The fax number and e-mail ad- dress of the individual who authorized submission of the registration.

§ 1.234 How and when do you update your facility’s registration informa- tion?
(a) Update requirements. The owner, operator, or agent in charge must sub- mit an update to a facility’s registra- tion within 60 calendar days of any change to any of the information pre- viously submitted under § 1.232 (e.g., change of operator, agent in charge, or
U.S. agent), except a change of the owner. The owner, operator, or agent in charge may authorize an individual to update a facility’s registration.
(b) Cancellation due to ownership changes. If the reason for the update is that the facility has a new owner, the former owner must cancel the facility’s registration as specified in § 1.235 with- in 60 calendar days of the change and the new owner must re-register the fa- cility as specified in § 1.231. The former owner may authorize an individual to cancel a facility’s registration.
(c) Electronic update. (1) To update your registration electronically, you must update. 
(2) Once you complete your elec- tronic update, FDA will automatically provide you with an electronic con- firmation of your update.
(3) Your registration will be consid- ered updated once FDA transmits your
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update confirmation, unless notified otherwise.
(d) Update by mail or fax. If, for exam- ple, you do not have reasonable access to the Internet through any of the methods described in § 1.231(a)), you may update your facility’s registration by mail or by fax:
(1) You must update your  registra- tion using Form 3537. You may obtain a copy of this form by writing to the
U.S. Food and Drug Administration (HFS–681), 5600 Fishers Lane,  Rock- ville, MD 20857 or by requesting the form by phone at 1–877–FDA–3882 (1– 877–332–3882).
(2) When you receive the form, you must legibly fill out the sections of the form reflecting your updated informa- tion and either mail it to the address in paragraph (d)(1) of this section or fax it to 301–436–2804 or
1–800–573–0846.
(3) If the information on the form is incomplete or illegible when FDA re- ceives it, FDA will return the form to you for revision, provided that your mailing address or fax number is leg- ible and valid. When returning a reg- istration form for revision, FDA will use the means by which the registra- tion was received by the agency (i.e., by mail or fax).
(4) FDA will enter complete and leg- ible updates into its registration sys- tem, along with CD-ROM submissions, as soon as practicable, in the order FDA receives them.
(5) FDA will then mail to the address or fax to the fax number on the reg- istration form a copy of the update as entered and confirmation of the up- date. When responding to an update submission, FDA will use the means by which the form was received by the agency (i.e., by mail or fax).
(6) If any update information you previously submitted was incorrect at the time of submission, you must im- mediately resubmit your update.
(7) Your registration will be consid- ered updated once FDA enters your fa- cility’s update data into the registra- tion system and the system generates an update confirmation.
(e) Update by CD-ROM for multiple submissions. If, for example, you do not have reasonable access to the Internet through any of the methods provided


21 CFR Ch. I (4–1–16 Edition)

under § 1.231(a), you may update your facilities’ registrations by CD-ROM.
(1) Registrants submitting their up- dates in CD-ROM format must use ISO 9660 (CD-R or CD-RW) data format.
(2) Update files must be submitted on a PDF rendition of FDA’s registration form (Form 3537) and be accompanied by one signed copy of the certification statement on the registration form (Form 3537).
(3) Each submission on the CD-ROM must contain the same preferred mail- ing address in the appropriate block on Form 3537.
(4) The CD-ROM may contain updates for as many facilities as needed up to the CD-ROM’s capacity.
(5) The update for each facility on the CD-ROM must have a unique file name up to 32 characters long, the first part of which may be used to identify the parent company.
(6) You must mail the CD-ROM to
U.S. Food and Drug Administration (HFS–681), 5600 Fishers Lane, Rock- ville, MD 20857.
(7) If FDA  receives an  update  CD- ROM that does not comply with these specifications, it will return the CD- ROM to the registrant unprocessed.
(8) FDA will enter CD-ROM update submissions into its registration sys- tem, along with the complete and leg- ible mailed and faxed update submis- sions, as soon as practicable, in the order FDA receives them.
(9) For each facility on the CD-ROM, FDA will mail to the preferred mailing address a copy of the update(s) as en- tered and confirmation of the update.
(10) If any update information you previously submitted was incorrect at the time of submission, you must im- mediately resubmit your update.
(11) Your registration will be consid- ered updated once FDA enters your fa- cility’s update data into the registra- tion system and the system generates an update confirmation.
[68 FR 58960, Oct. 10, 2003, as amended at 73
FR 15883, Mar. 26, 2008]

§ 1.235 How and when do you cancel your facility’s registration informa- tion?
(a) Notification of registration cancella- tion. A facility canceling its registra- tion must do so within 60 calendar days
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of the reason for cancellation (e.g., fa- cility ceases operations, ceases pro- viding food for consumption in the United States, or the facility is sold to a new owner).
(b) Cancellation requirements. The can- cellation of a facility’s registration must include the following informa- tion:
(1) The facility’s registration num- ber;
(2) Whether the facility is domestic or foreign;
(3) The facility name and address;
(4) The name, address, and e-mail ad- dress (if available) of the individual submitting the cancellation; and
(5) A statement certifying that the information submitted is true and ac- curate, and that the person submitting the cancellation  is  authorized by the facility to cancel its registration.
(c) Electronic cancellation. (1) To can- cel your registration electronically, you must cancel.
(2) Once you complete your elec- tronic cancellation, FDA will auto- matically provide you with an elec- tronic confirmation of your cancella- tion.
(3) Your registration will be consid- ered cancelled once FDA transmits your cancellation confirmation.
(d) Cancellation by mail or fax. If, for example, you do not have reasonable access to the Internet through any of the methods described in § 1.231(a), you may cancel your facility’s registration by mail or fax.
(1) You must cancel your registration using Form 3537a. You may obtain a copy of this form by writing to the U.S. Food and Drug Administration (HFS– 681), 5600 Fishers Lane, Rockville, MD 20857, or by requesting the form by phone at 1–877–FDA–3882 (1–877–332– 3882).
(2) When you receive the form, you must  completely  and  legibly  fill   out the form and either mail it to the ad- dress in paragraph  (d)(1)  of  this  section or fax it to 301–436–2804 or 1–800–573– 0846.
(3) If the information on the form is incomplete or illegible when FDA re- ceives it, FDA will return the form to you for revision, provided that your mailing address or fax number is leg-


ible and valid. When returning a can- cellation form for revision, FDA will use the means by which the cancella- tion was received by the agency (i.e., by mail or fax).
(4) FDA will enter complete and leg- ible mailed and faxed cancellations into its registration system, along with CD-ROM cancellations, as soon as prac- ticable, in the order FDA receives them.
(5) FDA will then mail to the address or fax to the fax number on the can- cellation form a copy of the cancella- tion as entered and confirmation of the cancellation. When responding to a cancellation, FDA will use the means by which the form was received by the agency (i.e., by mail or fax).
(6) If any information you previously submitted was incorrect at the time of submission, you must immediately re- submit your cancellation.
(7) Your registration will be consid- ered cancelled once FDA enters your facility’s cancellation data into the registration system and the system generates a confirmation.
(e) Cancellation by CD-ROM for mul- tiple submissions. If, for example, you do not have reasonable access to the Internet through any of the methods described in § 1.231(a), you may cancel your facilities’ registrations using a CD-ROM.
(1) Registrants submitting their can- cellations in CD-ROM format must use ISO 9660 (CD-R or CD-RW) data format.
(2) Cancellation files must be sub- mitted on a PDF rendition of the can- cellation form (Form 3537a) and be ac- companied by one signed copy of the certification statement on the can- cellation form.
(3) Each submission on the CD-ROM must contain the same preferred mail- ing address in the appropriate block on Form 3537.
(4) The CD-ROM may contain can- cellations for as many facilities as needed up to the CD-ROM’s capacity.
(5) The cancellation for each facility on the CD-ROM must have a unique file name up to 32 characters long, the first part of which may be used to identify the parent company.
(6) You must mail the CD-ROM to
U.S.  Food  and  Drug  Administration
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(HFS–681), 5600 Fishers Lane, Rock- ville, MD 20857.
(7) If FDA receives a CD-ROM that does not comply with these specifica- tions, it will return the CD-ROM to the registrant unprocessed.
(8) FDA will enter CD-ROM submis- sions that meet the specifications into its registration system, along with complete and legible mailed and faxed submissions, as soon as practicable, in the order FDA receives them.
(9) For each facility on the CD-ROM, FDA will mail to the preferred mailing address a copy of the cancellation(s) as entered and confirmation of the can- cellation.
(10) If any information you pre- viously submitted was incorrect at the time of submission, you must imme- diately resubmit your cancellation.
(11) Your registration will be consid- ered cancelled once FDA enters your facility’s cancellation data into the registration system and the system generates a confirmation.
[68 FR 58960, Oct. 10, 2003, as amended at 73
FR 15883, Mar. 26, 2008]

ADDITIONAL PROVISIONS

§ 1.240 What other registration re- quirements apply?
In addition to the requirements of this subpart, you must comply with the registration regulations found in part
108 of this chapter, related to emer- gency permit control, and any other Federal, State, or local registration re- quirements that apply to your facility.

§ 1.241 What are the consequences of failing to register, update, or cancel your registration?
(a) Section 301 of the Federal Food, Drug, and Cosmetic Act prohibits the doing of certain acts or causing such acts to be done. Under section 302 of the Federal Food, Drug, and Cosmetic Act, the United States can bring a civil action in Federal court to enjoin a per- son who commits a prohibited act. Under section 303 of the Federal Food, Drug, and Cosmetic Act, the United States can bring a criminal action in Federal court to prosecute a person who is responsible for the commission of a prohibited act. Under section 306 of the Federal Food, Drug, and Cosmetic
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Act, FDA can seek debarment of any person who has been convicted of a fel- ony relating to importation of food into the United States. Failure of an owner, operator, or agent in charge of a domestic or foreign facility to reg- ister its facility, to update required elements of its facility’s  registration, or to cancel its registration in accord- ance with the requirements of this sub- part is a prohibited act under section 301(dd) of the Federal Food, Drug, and Cosmetic Act.
(b) FDA will cancel a registration if the agency independently verifies that the facility is no longer in business or has changed owners, and the owner, op- erator, or agent in charge of the facil- ity fails to cancel the registration, or if FDA determines that the registration is for a facility that does not exist. If FDA cancels a facility’s registration, FDA will mail a confirmation of the cancellation to the facility at the ad- dress provided in the facility’s registra- tion.
(c) If an article of food is imported or offered for import into the United States and a foreign facility that man- ufactured/processed, packed, or held that article of food has not registered in accordance with this subpart, the disposition of the article of food shall be governed by the procedures set out in subpart I of this part.
[68 FR 58960, Oct. 10, 2003, as amended at 80
FR 56143, Sept. 17, 2015

§ 1.242   What does assignment of a reg- istration number mean?
Assignment of a registration number to a facility means that the facility is registered with FDA. Assignment of a registration number does not in any way convey FDA’s approval or endorse- ment of a facility or its products.

§ 1.243   Is food registration information available to the public?
(a) The list of registered facilities and registration documents submitted under this subpart are not subject to disclosure under 5 U.S.C. 552 (the Free- dom of Information Act). In addition, any information derived from such list or registration documents that would disclose  the  identity  or  location  of  a
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specific registered person, is not sub- ject to disclosure under 5 U.S.C. 552 (the Freedom of Information Act).
(b) Paragraph (a) of this section does not apply to any information obtained by other means or that has previously been disclosed to the public as defined in § 20.81 of this chapter.

Subpart I—Prior Notice of Imported Food

SOURCE:  73  FR  66402,  Nov.  7,  2008,  unless
otherwise noted.

GENERAL PROVISIONS

§ 1.276   What  definitions  apply  to  this subpart?
(a) The act means the Federal Food, Drug, and Cosmetic Act.
(b) The definitions of terms in sec- tion 201 of the act (21 U.S.C. 321) apply when the terms are used in this sub- part, unless defined in this section.
(1) Calendar day means every day shown on the calendar.
(2) Country from which the article origi- nates means FDA Country of Produc- tion.
(3) Country from which the article is shipped means the country in which the article of food is loaded onto the con- veyance that  brings it to  the United States or, in the case of food sent by international mail, the country from which the article is mailed.
(4) FDA Country of Production means:
(i) For an article of food that is in its natural state, the country where the article of food was grown, including harvested or collected and readied for shipment to the United States. If an article of food is wild fish, including seafood that was caught or harvested outside the waters of the United States by a vessel that is not registered in the United States, the FDA Country of Production is the country in which the vessel is registered. If an article of food that is in its natural state was grown, including harvested or collected and readied for shipment, in a Territory, the FDA Country of Production is the United States.
(ii) For an article of food that is no longer in its natural state, the country where the article was made; except that, if an article of food is made from


wild fish, including seafood, aboard a vessel, the FDA Country of Production is the country in which the vessel is registered. If an article of food that is no longer in its natural state was made in a Territory, the FDA Country of Production is the United States.
(5) Food has the meaning given in section 201(f) of the act, except as pro- vided in paragraph (b)(5)(i) of this sec- tion.
(i) For purposes of this subpart, food does not include:
(A) Food contact substances as de- fined in section 409(h)(6) of the act (21
U.S.C. 348(h)(6)); or
(B) Pesticides as defined in 7 U.S.C. 136(u).
(ii) Examples of food include fruits, vegetables, fish, including seafood, dairy products, eggs, raw agricultural commodities for use as food or as com- ponents of food, animal feed (including pet food), food and feed ingredients, food and feed additives, dietary supple- ments and dietary ingredients, infant formula, beverages (including alcoholic beverages and bottled water), live food animals, bakery goods, snack foods, candy, and canned foods.
(6) Full address means the facility’s street name and number; suite/unit number, as appropriate; city; Province or State as appropriate; mail code as appropriate; and country.
(7) Grower means a person who en- gages in growing and harvesting or col- lecting crops (including botanicals), raising animals (including fish, which includes seafood), or both.
(8) International mail means foreign national mail services. International mail does not include express consign- ment operators or carriers or other pri- vate delivery services unless such serv- ice is operating under contract as an agent or extension of a foreign mail service.
(9) Manufacturer means the last facil- ity, as that word is defined in § 1.227, that manufactured/processed the  food. A facility is considered the last facility even if the food undergoes further man- ufacturing/processing that consists of adding labeling or any similar activity of a de minimis nature. If the food un- dergoes further manufacturing/proc- essing that exceeds an activity of a de
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minimis nature, then the subsequent fa- cility that performed the additional manufacturing/processing is considered the manufacturer.
(10) No longer in its natural state means that an article of food has been made from one or more ingredients or synthesized, prepared, treated, modi- fied, or manipulated. Examples of ac- tivities that render food no longer in its natural state are cutting, peeling, trimming, washing, waxing, evis- cerating, rendering, cooking, baking, freezing, cooling, pasteurizing, homog- enizing, mixing, formulating, bottling, milling, grinding, extracting juice, dis- tilling, labeling, or packaging. Crops that have been  cleaned (e.g., dusted, washed), trimmed, or cooled attendant to harvest or collection or treated against pests, or polished are still in their natural state for purposes of this subpart. Whole fish headed, evis- cerated, or frozen attendant to harvest are still in their natural state for pur- poses of this subpart.
(11) Port of arrival  means the water, air, or land port at which the article of food is imported or offered for import into the United States. For an article of food arriving by water or air, this is the port of unloading. For an article of food arriving by land, this is the port where the article of food first crosses the border into the United States. The port of arrival may be different than the port where consumption or ware- house entry or foreign trade zone ad- mission documentation is presented to the U.S. Customs and Border Protec- tion (CBP).
(12) Port of entry, in section 801(m) and (l) of the act (21 U.S.C. 381(m) and (l)), means the port of entry as defined in 19 CFR 101.1.
(13) Registration number means the registration number assigned to a facil- ity by FDA under section 415 of the act (21 U.S.C. 350d) and subpart H of this part.
(14) Shipper means the owner or ex- porter of the article of food who con- signs and ships the article from a for- eign country or the person who sends an article of food by international mail or express consignment operators or carriers or other private delivery serv- ice to the United States.
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(15) United States means the Customs territory of the United States (i.e., the 50 States, the District of Columbia, and the Commonwealth of Puerto Rico), but not the Territories.
(16) You means the person submitting the prior notice, i.e., the submitter or the transmitter, if any.
[73 FR 66402, Nov. 7, 2008, as amended at 80
FR 56143, Sept. 17, 2015]

§ 1.277   What is  the  scope  of  this  sub- part?
(a) This subpart applies to all food for humans and other animals that is imported or offered for import into the United States for use, storage, or dis- tribution in the United States, includ- ing food for gifts and trade and quality assurance/quality control samples, food for transshipment through the United States to another country, food for fu- ture export, and food for use in a U.S. Foreign Trade Zone.
(b) Notwithstanding paragraph (a) of this section, this subpart does not apply to:
(1) Food for an individual’s personal use when it is carried by or otherwise accompanies the individual when arriv- ing in the United States;
(2) Food that was made by an indi- vidual in his/her personal residence and sent by that individual as a  personal gift (i.e., for nonbusiness reasons) to an individual in the United States;
(3) Food that is imported then ex- ported without leaving the port of ar- rival until export;
(4) Meat food products that at the time of importation are subject to the exclusive jurisdiction of the U.S. De- partment of Agriculture (USDA) under the  Federal  Meat  Inspection  Act  (21
U.S.C. 601 et seq.);
(5) Poultry products that at the time of importation are subject to the exclu- sive jurisdiction of USDA under the Poultry  Products  Inspection  Act  (21
U.S.C. 451 et seq.);
(6) Egg products that at the time of importation are subject to the exclu- sive jurisdiction of USDA under the Egg Products Inspection Act (21 U.S.C. 1031 et seq.); and
(7) Articles of food subject to Article 27(3) of The Vienna Convention on Dip- lomatic Relations (1961), i.e., shipped as
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baggage or cargo constituting the dip- lomatic bag.
REQUIREMENTS TO SUBMIT PRIOR NOTICE OF IMPORTED FOOD

§ 1.278   Who  is  authorized  to  submit prior notice?
A prior notice for an article of food may be submitted by any person with knowledge of the required information. This person is the submitter. The sub- mitter also may use another person to transmit the required information on his/her behalf. The person who trans- mits the information is the trans- mitter. The submitter and transmitter may be the same person.

§ 1.279   When must prior notice be sub- mitted to FDA?
(a)  Except  as  provided  in  paragraph
(c) of this section, you must submit the prior notice to FDA and the prior no- tice submission must be confirmed by FDA for review as follows:
(1) If the article of food is arriving by land by road, no less than 2 hours be- fore arriving at the port of arrival;
(2) If the article of food is arriving by land by rail, no less than 4 hours before arriving at the port of arrival;
(3) If the article of food is arriving by air, no less than 4 hours before arriving at the port of arrival; or
(4) If the article of food is arriving by water, no less than 8 hours before ar- riving at the port of arrival.
(b) Except in the case of an article of food imported or offered for import by international mail:
(1) If prior notice is submitted via Automated Broker Interface/Auto- mated Commercial System (ABI/ACS), you may not submit prior notice more than 30-calendar days before the antici- pated date of arrival.
(2) If prior notice is submitted via the FDA Prior Notice System Interface (FDA PNSI), you may not submit prior notice more than 15-calendar days be- fore the anticipated date of arrival.
(c) Notwithstanding paragraphs (a) and (b) of this section, if the article of food is arriving by international mail, you must submit the prior notice be- fore the article of food is sent to the United States.
(d) FDA will notify you that your prior notice has been confirmed for re-


view with a reply message that con- tains a Prior Notice (PN) Confirmation Number. Your prior notice will be con- sidered submitted and the prior notice time will start when FDA has con- firmed your prior notice for review.
(e) The PN Confirmation Number must accompany any article of food ar- riving by international mail. The PN Confirmation Number must appear on the Customs Declaration (e.g., CN22 or CN23 or U.S. equivalent) that accom- panies the package.
(f) A copy of the confirmation, in- cluding the PN Confirmation Number, must accompany any article of food that is subject to this subpart when it is carried by or otherwise accompanies an individual when arriving in the United States. The copy of the con- firmation must be provided to U.S. Customs and Border Protection (CBP) or FDA upon arrival.
(g) The PN Confirmation Number must accompany any article of food for which the prior notice was submitted through the FDA PNSI when the arti- cle arrives in the United States and must be provided to CBP or FDA upon arrival.

§ 1.280   How must you submit prior no- tice?
(a) You must submit the prior notice electronically to FDA. You must sub- mit all prior notice information in the English language, except that an indi- vidual’s name, the name of a company, and the name of a street may be sub- mitted in a foreign language. All infor- mation, including the items listed in the previous sentence, must be sub- mitted using the Latin (Roman) alpha- bet. Unless paragraph (c) of this sec- tion applies, you must submit prior no- tice through:
(1) The U.S. Customs and Border Pro- tection (CBP) Automated Broker Inter- face of  the Automated  Commercial System (ABI/ACS); or
(2) The FDA PNSI at  You must submit prior notice through the FDA Prior No- tice System Interface (FDA PNSI) for articles of food imported or offered for import by international mail, and other transaction types that cannot be made through ABI/ACS. Prior notice for  articles  that  have  been  refused
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under section 801(m)(1) of the act and under this subpart must be submitted through the FDA PNSI until such time as FDA and CBP issue a determination that ACS or its successor system can accommodate such transactions.
(b) If a customhouse broker’s or self- filer’s system is not working or if the ABI/ACS interface is not  working, prior notice must be submitted through the FDA PNSI.
(c) If FDA determines that FDA PNSI or the Operational and Adminis- tration System for Import Support (OASIS) is not working, FDA will post prominent notification and instruc- tions. FDA will accept prior notice submissions in the format it deems appropriate during the system(s) outage.

§ 1.281   What information must be in a prior notice?
(a) General. For each article of food that is imported or offered for import into the United States, except by inter- national mail, you must submit the in- formation for the article that is re- quired in paragraphs (a)(1) through (a)(17) of this section:
(1) The name of the individual sub- mitting the prior notice and his/her business address, phone number, and e- mail address, and the name and address of the submitting firm, if applicable. If the business address of the individual submitting the prior notice is a reg- istered facility, then the facility’s reg- istration number, city, and country may be provided instead of the facili- ty’s full address;
(2) If different from the submitter, the name of the individual and firm, if applicable, transmitting the prior no- tice on behalf of the submitter and his/ her business address, phone number, and e-mail address. If the business ad- dress of the individual transmitting the prior notice is a registered facility, then the facility’s registration number, city, and country may be provided in- stead of the facility’s full address;
(3) The entry type;
(4) The U.S. Customs and Border Pro- tection (CBP) entry identifier (e.g., CBP entry number or in-bond number), if available;
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(5) The identity of the article of food being imported or offered for import, as follows:
(i) The complete FDA product code;
(ii) The common or usual name or market name;
(iii) The estimated quantity of food that will be shipped, described from largest container to smallest package size; and
(iv) The lot or code numbers or other identifier of the food if required by the act or FDA regulations, e.g., low-acid canned foods, by § 113.60(c) of this chap- ter; acidified foods, by § 114.80(b) of this chapter; and infant formula, by § 106.90 of this chapter;
(6) For an article of food that is no longer in its natural state, the identity of the manufacturer, as follows:
(i) The name of the manufacturer; and
(ii) Either the registration number, city, and country of the manufacturer or both the full address of the manufac- turer and the reason the registration number is not provided;
(7) For an article of food that is in its natural state, the name and growing location address of the grower, if known. If the submitter does not know the identity of the grower or, if the ar- ticle has been consolidated and the submitter does not know the identity of any of the growers, you may provide the name and address of the firm that has consolidated the articles of food from different growers or different growing locations;
(8) The FDA Country of Production;
(9) If the shipper is different from the manufacturer, the identity of the ship- per, as follows:
(i) The name of the shipper; and
(ii) The full address of the shipper. If the address of the shipper is a reg- istered facility, you also may submit the registration number of the ship- per’s registered facility;
(10) The country from which the arti- cle is shipped;
(11) Anticipated arrival information about the article of food being im- ported or offered for import, as follows:
(i) The anticipated port of arrival;
(ii) The anticipated date on which the article of food will arrive at the an- ticipated port of arrival;
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(iii) The anticipated time of that ar- rival; and
(iv) Notwithstanding paragraphs (a)(11)(i) through (a)(11)(iii) of this sec- tion, if the article of food is arriving by express consignment operator or car- rier, and neither the submitter nor transmitter is the express consignment operator or carrier, and prior notice is submitted via the FDA PNSI, the ex- press consignment operator or carrier tracking number may be submitted in lieu of the information required in paragraphs (a)(11)(i) through (a)(11)(iii) of this section. Until such time as FDA and CBP issue a determination that ACS or its successor system can ac- commodate such transactions, the tracking number may not be submitted in lieu of information required in para- graphs (a)(11)(i) through (a)(11)(iii) of this section, if the prior notice is sub- mitted via ABI/ACS.
(12) The name and full address of the importer. If the business address of the importer is a registered facility, you also may submit the registration num- ber of the importer’s registered facil- ity. The identity of the importer is not required for an article of food that is imported or offered for import for transshipment through the United States under a Transportation and Ex- portation entry;
(13) The name and full address of the owner if different from the importer or ultimate consignee. If the business ad- dress of the owner is a registered facil- ity, you also may submit the registra- tion number of the owner’s registered facility. The identity of the owner  is not required for an article of food that is imported or offered for import for transshipment through the United States under a Transportation and Ex- portation entry;
(14) The name and full address of the ultimate consignee. If the business ad- dress of the ultimate consignee is a registered facility, you also may sub- mit the registration number of the ul- timate consignee’s registered facility. The identity of the ultimate consignee is not required for an article of food that is imported or offered for import for transshipment through the United States under a Transportation and Ex- portation entry;
(15) The mode of transportation;


(16) The Standard Carrier Abbrevia- tion Code (SCAC) or International Air Transportation Association (IATA) code of the carrier which is, or will be, carrying the article of food from the country from which the article is shipped to the United States to the port of arrival, or if this code is not ap- plicable, then the name of the carrier. If the carrier is a privately owned vehi- cle, the license plate number of the ve- hicle and the State or Province that issued the license plate number;
(17) Planned shipment information, as applicable to the mode of transpor- tation and when it exists:
(i) The Airway Bill number(s) or Bill of Lading number(s), as applicable. This information is not required for an article of food when carried by or oth- erwise accompanying an individual when entering the United States. If the article of food is arriving by express consignment operator or carrier, and neither the submitter nor transmitter is the express consignment operator or carrier, and the prior notice is sub- mitted via the FDA PNSI, the express consignment operator or carrier track- ing number may be submitted in lieu of the Airway Bill number(s) or Bill of Lading number(s), as applicable. Until such time as FDA and CBP issue a de- termination that ACS or its successor system can accommodate such trans- actions, the tracking number may not be submitted in lieu of the Airway Bill number(s) or Bill of Lading number(s), if the prior notice is submitted via ABI/ ACS;
(ii) For food arriving by ocean vessel, the vessel name and voyage number;
(iii) For food arriving by air carrier, the flight number. If the article of food is arriving by express consignment op- erator or carrier, and neither the sub- mitter nor transmitter is the express consignment operator or carrier, and the prior notice is submitted via the FDA PNSI, the express consignment operator or carrier tracking number may be submitted in lieu of the flight number. Until such time as FDA and CBP issue a determination that ACS or its successor system can accommodate such transactions, the tracking num- ber may not be submitted in lieu of the flight number, if the prior notice is submitted via ABI/ACS;
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(iv) For food arriving by truck, bus, or rail, the trip number;
(v) For food arriving as containerized cargo by water, air, or land, the con- tainer number(s). This information is not required for an article of food when carried by or otherwise accompanying an individual when entering the United States; and
(vi) For food arriving by rail, the car number. This information is not re- quired for an article of food when car- ried by or otherwise accompanying an individual.
(18) Any country to which the article has been refused entry.
(b) Articles arriving by international mail. For each article of food that is imported or offered for import into the United States by international mail, you must submit the information for the article that is required in para- graphs (b)(1) through (b)(11) of this sec- tion:
(1) The name of the individual sub- mitting the prior notice and his/her business address, phone number, and e- mail address, and the name and address of the submitting firm, if applicable. If the business address of the individual submitting the prior notice is a reg- istered facility, then the facility’s reg- istration number, city, and country may be provided instead of the facili- ty’s full address;
(2) If different from the submitter, the name of the individual and firm, if applicable, transmitting the prior no- tice on behalf of the submitter and his/ her business address, phone number, and e-mail address. If the business ad- dress of the individual transmitting the prior notice is a registered facility, then the facility’s registration number, city, and country may be provided in- stead of the facility’s full address;
(3) The entry type (which will be a mail entry);
(4) The identity of the article of food being imported or offered for import, as follows:
(i) The complete FDA product code;
(ii) The common or usual name or market name;
(iii) The estimated quantity of food that will be shipped, described from largest container to smallest package size; and
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(iv) The lot or code numbers or other identifier of the food if required by the act or FDA regulations, e.g., low-acid canned foods, by § 113.60(c) of this chap- ter; acidified foods, by § 114.80(b) of this chapter; and infant formula, § 106.90 of this chapter;
(5) For an article of food that is no longer in its natural state, the identity of the manufacturer, as follows:
(i) The name of the manufacturer; and
(ii) Either the registration number, city, and country of the manufacturer or both the full address of the manufac- turer and the reason the registration number is not provided;
(6) For an article of food that is in its natural state, the name and growing location address of the grower, if known. If the submitter does not know the identity of the grower or, if the ar- ticle has been consolidated and the submitter does not know the identity of any of the growers, you may provide the name and address of the firm that has consolidated the articles of food from different growers or different growing locations;
(7) The FDA Country of Production;
(8) If the shipper is different from the manufacturer, the identity of the ship- per, as follows:
(i) The name of the shipper; and
(ii) The full address of the shipper. If the address of the shipper is a reg- istered facility, you also may submit the registration number of the ship- per’s registered facility;
(9) The country from which the arti- cle is shipped (i.e., mailed);
(10) The anticipated date of mailing; and
(11) The name and address of the U.S. recipient.
(12) Any country to which the article has been refused entry.
(c) Refused articles. If the article of food has been refused under section 801(m)(1) of the act and under this sub- part, you must submit the information for the article that is required in para- graphs (c)(1) through (c)(18) of this sec- tion. However, if the refusal is based on
§ 1.283(a)(1)(iii) (Untimely Prior No- tice), you do not have to resubmit any information previously submitted un- less it has changed or the article has been  exported  and  the  original  prior
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notice was submitted through ABI/ ACS.   If   the   refusal   is   based   on
§ 1.283(a)(1)(ii), you should cancel the previous submission per § 1.282(b) and (c).
(1) The name of the individual sub- mitting the prior notice and his/her business address, phone number, and e- mail address, and the name and address of the submitting firm, if applicable. If the business address of the individual submitting the prior notice is a reg- istered facility, then the facility’s reg- istration number, city, and country may be provided instead of the facili- ty’s full address;
(2) If different from the submitter, the name of the individual and firm, if applicable, transmitting the prior no- tice on behalf of the submitter and his/ her business address, phone number, and e-mail address. If the business ad- dress of the individual transmitting the prior notice is a registered facility, then the facility’s registration number, city, and country may be provided in- stead of the facility’s full address;
(3) The entry type;
(4) The CBP entry identifier (e.g., CBP entry number or in-bond number), if available;
(5) The identity of the article of food being imported or offered for import, as follows:
(i) The complete FDA product code;
(ii) The common or usual name or market name;
(iii) The quantity of food that was shipped, described from largest con- tainer to smallest package size; and
(iv) The lot or code numbers or other identifier of the food if required by the act or FDA regulations, e.g., low-acid canned foods, by § 113.60(c) of this chap- ter; acidified foods, by § 114.80(b) of this chapter; and infant formula, by § 106.90 of this chapter;
(6) For an article of food that is no longer in its natural state, the identity of the manufacturer, as follows:
(i) The name of the manufacturer; and
(ii) Either the registration number, city, and country of the manufacturer or both the full address of the manufac- turer and the reason the registration number is not provided;
(7) For an article of food that is in its natural state, the name and growing


location address of the grower, if known. If the submitter does not know the identity of the grower or, if the ar- ticle has been consolidated and the submitter does not know any of the growers, you may provide the name and address of the firm that has con- solidated the articles of food from dif- ferent growers or different growing lo- cations;
(8) The FDA Country of Production;
(9) If the shipper is different from the manufacturer, the identity of the ship- per, as follows:
(i) The name of the shipper; and
(ii) The full address of the shipper. If the address of the shipper is a reg- istered facility, you also may submit the registration number of the ship- per’s registered facility;
(10) The country from which the arti- cle is shipped;
(11) Arrival information about the ar- ticle of food being imported or offered for import, as follows:
(i) The port of arrival; and
(ii) The date on which the article of food arrived at the port of arrival.
(iii) Notwithstanding paragraph (c)(11) of this section, if the article of food arrived by express consignment operator or carrier, and neither the submitter nor transmitter is the ex- press consignment operator or carrier, and the prior notice is submitted via the FDA PNSI, the express consign- ment operator or carrier tracking num- ber may be submitted in lieu of the in- formation required in paragraph (c)(11) of this section. Until such time as FDA and CBP issue a determination that ACS or its successor system can ac- commodate such transactions, the tracking number may not be submitted in lieu of information required in para- graph (c)(11) of this section, if the prior notice is submitted via ABI/ACS;
(12) The name and full address of the importer. If the business address of the importer is a registered facility, you also may submit the registration num- ber of the importer’s registered facil- ity. The identity of the importer is not required for an article of food that is imported or offered for import for transshipment through the United States under a Transportation and Ex- portation entry;
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(13) The name and full address of the owner, if different from the importer or ultimate consignee. If the business ad- dress of the owner is a registered facil- ity, you also may submit the registra- tion number of the importer’s reg- istered facility. The identity of the owner is not required for an article of food that is imported or offered for im- port for transshipment through the United States under a Transportation and Exportation entry;
(14) The name and full address of the ultimate consignee. If the business ad- dress of the ultimate consignee is a registered facility, you also may sub- mit the registration number of the ul- timate consignee’s registered facility. The identity of the ultimate consignee is not required for an article of food that is imported or offered for import for transshipment through the United States under a Transportation and Ex- portation entry;
(15) The mode of transportation;
(16) The SCAC or IATA code of the carrier which carried the article of food from the country from which the article is shipped to the United States to the port of arrival, or if this code is not applicable, then the name of the carrier. If the carrier is a privately owned vehicle, the license plate num- ber of the vehicle and the State or Province that issued the license plate number;
(17) Shipment information, as appli- cable to the mode of transportation and when it exists:
(i) The Airway Bill number(s) or Bill of Lading number(s), as applicable; however, this information is not re- quired for an article of food when car- ried by or otherwise accompanying an individual when entering the United States. If the article of food arrived by express consignment operator or car- rier, and neither the submitter nor transmitter is the express consignment operator or carrier, and the prior no- tice is submitted via the FDA PNSI, the express consignment operator or carrier tracking number may be sub- mitted in lieu of the Airway Bill num- ber(s) or Bill of Lading number(s), as applicable. Until such time as FDA and CBP issue a determination that ACS or its successor system can accommodate such transactions, the tracking num-
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ber may not be submitted in lieu of the Airway Bill number(s) or Bill of Lading number(s), if the prior notice is sub- mitted via ABI/ACS;
(ii) For food that arrived by ocean vessel, the vessel name and voyage number;
(iii) For food that arrived by air car- rier, the flight number. If the article of food arrived by express consignment operator or carrier, and neither the submitter nor transmitter is the ex- press consignment operator or carrier, and the prior notice is submitted via the FDA PNSI, the express consign- ment operator or carrier tracking num- ber may be submitted in lieu of the flight number. Until such time as FDA and CBP issue a determination that ACS or its successor system can ac- commodate such transactions, the tracking number may not be submitted in lieu of the flight number, if the prior notice is submitted via ABI/ACS;
(iv) For food that arrived by truck, bus, or rail, the trip number;
(v) For food that arrived as contain- erized cargo by water, air, or land, the container number(s); however, this in- formation is not required for an article of food when carried by or otherwise accompanying an individual when en- tering the United States; and
(vi) For food that arrived by rail, the car number; however, this information is not required for an article of food when carried by or otherwise accom- panying an individual;
(18) The location and address where the article of refused food will be or is being held, the date the article has ar- rived or will arrive at that  location, and identification of a contact at that location.
(19) Any country to which the article has been refused entry.
[73 FR 66402, Nov. 7, 2008, as amended at 76
FR 25545, May 5, 2011]

§ 1.282 What must you do if informa- tion changes after you have re- ceived confirmation of a prior no- tice from FDA?
(a)(1) If any of the information re- quired in § 1.281(a), except the informa- tion required in:
(i) Section 1.281(a)(5)(iii) (quantity),
(ii) Section 1.281(a)(11) (anticipated arrival information), or
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(iii) Section 1.281(a)(17) (planned ship- ment information), changes after you receive notice that FDA has confirmed your prior notice submission for re- view, you must resubmit prior notice in accordance with this subpart unless the article of food will not be offered for import or imported into the United States.
(2) If any of the information required in § 1.281(b), except the information re- quired in § 1.281(b)(10) (the anticipated date of mailing), changes after you re- ceive notice that FDA has confirmed your prior notice submission for  re- view, you must  resubmit  prior  notice in accordance with this subpart, unless the article of food will  not  be  offered for import or imported into the United States.
(b) If you submitted the prior notice via the FDA PNSI, you should cancel the prior notice via the FDA PNSI.
(c) If you submitted the prior notice via ABI/ACS, you should cancel the prior notice via ACS by requesting that CBP cancel the entry.
CONSEQUENCES

§ 1.283 What happens to food that is imported or offered for import without adequate prior notice?
(a) For each article of food that is imported or offered for import into the United States, except for food arriving by international mail or  food  carried by or otherwise accompanying an indi- vidual, the consequences are:
(1) Inadequate prior notice—(i) No prior notice. If an article of food arrives at the port of arrival and no prior notice has been submitted and confirmed by FDA for review, the food is subject to refusal of admission under section 801(m)(1) of the act (21 U.S.C. 381(m)(1)). If an article of food is refused for lack of prior notice, unless U.S. Customs and Border Protection (CBP) concur- rence is obtained for export and the ar- ticle is immediately exported from the port of arrival under CBP supervision, it must be held within the port of entry for the article unless directed by CBP or FDA.
(ii) Inaccurate prior notice. If prior no- tice has been submitted and confirmed by FDA for review, but upon review of the notice or examination of the arti- cle of food, the notice is determined to


be inaccurate, the food is subject to re- fusal of  admission  under  section 801(m)(1) of the act. If the article of food is refused due to inaccurate prior notice, unless CBP concurrence is ob- tained for export and the article is im- mediately exported from the port of ar- rival under CBP supervision, it must be held within the port of entry for the ar- ticle unless directed by CBP or FDA.
(iii) Untimely prior notice. If prior no- tice has been submitted and confirmed by FDA for review, but the full time that applies under § 1.279 for prior no- tice has not elapsed when the article of food arrives, the food is subject to re- fusal of  admission  under  section 801(m)(1) of the act, unless FDA has al- ready reviewed the prior notice, deter- mined its response to the prior notice, and advised CBP of that response. If the article of food is refused due to un- timely prior notice, unless CBP concur- rence is obtained for export and the ar- ticle is immediately exported from the port of arrival under CBP supervision, it must be held within the port of entry for the article unless directed by CBP or FDA.
(2) Status  and  movement  of   refused food. (i) An article of food that  has been refused under section 801(m)(1) of the act and paragraph (a) of this  sec- tion shall be considered general order merchandise as described in section 490 of the Tariff Act of 1930, as amended (19
U.S.C. 1490).
(ii) Refused food must be moved under appropriate custodial bond un- less immediately exported under CBP supervision. If the food is to be held at the port, FDA must be notified of the location where the food is held at that port before the food is moved there. If the food is to be held at a secure facil- ity outside the port, FDA must be noti- fied of the location of the secure facil- ity before the food is moved there. The refused food shall not be entered and shall not be delivered to any importer, owner, or ultimate consignee. If the food is to be held at a secure facility outside a port, the food must be taken directly to that secure facility.
(3) Segregation of refused foods. If an article of food that is refused is part of a shipment that contains articles of food that have not been placed under hold or other merchandise not subject
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to this subpart, the refused article of food may be segregated from the rest of the shipment. This segregation must take place where the article is held. FDA or CBP may supervise segrega- tion. If FDA or CBP determines that supervision is necessary, segregation must not take place without super- vision.
(4) Costs. Neither FDA nor CBP are liable for transportation, storage, or other expenses resulting from refusal.
(5) Export after refusal. An article of food that has been refused under para- graph (a) of this section may be ex- ported with CBP concurrence and under CBP supervision unless it is seized or administratively detained by FDA or CBP under other authority. If an article of food that has been refused admission under paragraph (a) of this section is exported, the prior notice should be cancelled within 5-business days of exportation.
(6) No post-refusal submission or request for review. If  an  article  of  food  is  re- fused under section 801(m)(1) of the act and no prior notice is submitted or re- submitted, no request for FDA review is submitted in accordance with para- graph (d) of this section, or export has not occurred in accordance with para- graph (a)(5) of this section, the article of food shall be dealt with as set forth in CBP regulations relating to general order merchandise (19 CFR part 127), except that, unless otherwise agreed to by CBP and FDA, the article may only be sold for export or destroyed.
(b) Food carried by or otherwise accom- panying an individual. If food carried by or otherwise accompanying an indi- vidual arriving in the United States is not for personal use and does not have adequate prior notice or the individual cannot provide FDA or CBP with a copy of the prior notice (PN) confirma- tion, the food is subject to refusal of admission under section 801(m)(1) of the act. If before leaving the port, the individual does not arrange to have the food held at the port or exported, FDA or CBP may destroy the article of food.
(c) Post-Refusal prior notice submis- sions. (1) If an article of food is refused under paragraph (a)(1)(i) of this section (no prior notice) and the food is not ex- ported, prior notice must be submitted in accordance with §§ 1.280 and 1.281(c).
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(2) If an article of food is refused under paragraph (a)(1)(ii) of this sec- tion (inaccurate prior notice) and the food is not exported, the prior notice should be canceled in accordance with
§ 1.282 and you must resubmit prior no- tice in accordance with §§ 1.280 and 1.281(c).
(3) Once the prior notice has been submitted or resubmitted and con- firmed by FDA for review, FDA will en- deavor to review  and respond to the prior notice submission within the timeframes set out in § 1.279.
(d) FDA review  after  refusal.  (1) If an article of food has been refused admis- sion under section 801(m)(1) of the act, a request may be submitted asking FDA to review whether the article is subject to the requirements of this sub- part under § 1.277, or whether the infor- mation submitted in a prior notice is complete and accurate. A request for review may not be used to submit prior notice or to resubmit an inaccurate prior notice.
(2) A request may be submitted only by the carrier, submitter, importer, owner, or ultimate consignee. A re- quest must identify which one the re- quester is.
(3) A request must be submitted in writing to FDA and delivered by fax or e-mail. The location for receipt of a re- quest is listed.— see Prior Notice. A request must in- clude all factual and legal information necessary for FDA to conduct its re- view. Only one request for review may be submitted for each refused article.
(4) The request must be submitted within 5-calendar days of the refusal. FDA will review and respond within 5- calendar days of receiving the request.
(5) If FDA determines that the article is not subject to the requirements of this subpart under § 1.277 or that the prior notice submission is complete and accurate, it will notify the re- quester, the transmitter, and CBP that the food is no longer subject to refusal under section 801(m)(1) of the act.
(e) International mail. If an article of food arrives by international mail with inadequate prior notice or the PN con- firmation number is not affixed as re- quired, the parcel will be held by CBP for 72 hours for FDA inspection and disposition. If FDA refuses the article
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under section 801(m)(1) of the act and there is a return address, the parcel may be returned to sender marked ‘‘No Prior Notice—FDA Refused.’’ If the ar- ticle is refused and there is no return address or FDA determines that the ar- ticle of food in the parcel appears to present a hazard, FDA may dispose of or destroy the parcel at its expense. If FDA does not respond within 72 hours of the CBP hold, CBP may return the parcel to the sender or, if there is no return address, destroy the parcel, at FDA expense.
(f) Prohibitions on delivery and trans- fer. (1) Notwithstanding section 801(b) of the act, an article of food refused under section 801(m)(1) of the act may not be delivered to the importer, owner, or ultimate consignee  until prior notice is submitted to FDA in ac- cordance with this subpart, FDA has examined the prior notice, FDA has de- termined that the prior notice is ade- quate, and FDA has notified CBP and the transmitter that the article of food is no longer refused admission under section 801(m)(1) of the act.
(2) During the time an article of food that has been refused under section 801(m)(1) of the act is held, the article may not be transferred by any person from the port or other designated se- cure facility until prior notice is sub- mitted to FDA in accordance with this subpart, FDA has examined the prior notice, FDA has determined that the prior notice is adequate, and FDA has notified CBP and the transmitter that the article of food no longer is refused admission under section 801(m)(1) of the act. After this notification by FDA to CBP and transmitter, entry may be made in accordance with law and regu- lation.
(g) Relationship to other admissibility decisions. A determination that an arti- cle of food is no longer refused under section 801(m)(1) of the act is different than, and may come before, determina- tions of admissibility under other pro- visions of the act or other U.S. laws. A determination that an article of food is no longer refused under section 801(m)(1) of the act does not mean that it will be granted admission under other  provisions  of  the  act  or  other
U.S. laws.


§ 1.284 What are the other con- sequences of failing to submit ade- quate prior notice or otherwise fail- ing to comply with this subpart?
(a) The importing or offering for im- port into the United States of an arti- cle of food in violation of the require- ments of section 801(m) of the act, in- cluding the requirements of this sub- part, is a prohibited act under section 301(ee) of the act (21 U.S.C. 331(ee)).
(b) Section 301 of the act prohibits the doing of certain acts or causing such acts to be done.
(1) Under  section  302  of  the  act  (21
U.S.C. 332), the United States can bring a civil action in Federal court to en- join persons who commit a prohibited act.
(2) Under sections 301 and 303 of the act (21 U.S.C. 331 and 333), the United States can bring a criminal action in Federal court to prosecute persons who are responsible for the commission of a prohibited  act.
(c) Under section 306 of the act (21
U.S.C. 335a), FDA can seek debarment of any person who has been convicted of a felony relating to importation of food into the United States or any per- son who has engaged in a pattern of importing or offering for import adul- terated food that presents a threat of serious adverse health consequences or death to humans or animals.

§ 1.285 What happens to food that is imported or offered for import from unregistered facilities that are re- quired to register under subpart H of this part?
(a) Consequences. If an article of food from a foreign facility that is not reg- istered as required under section 415 of the act (21 U.S.C. 350d) and subpart H of this part is imported or offered for im- port into the United States, the food is subject to being held under section 801(l) of the act (21 U.S.C. 381(l)).
(b) Hold. Unless CBP concurrence is obtained for export and the article is immediately exported from the port of arrival, if an article of food has been placed under hold under section 801(l) of the act, it must be held within the port of entry for the article unless di- rected by CBP or FDA.
(c) Status and movement  of held food.
(1) An  article  of  food  that  has  been
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placed under hold under section 801(l) of the act shall be considered general order merchandise as described in sec- tion 490 of the Tariff Act of 1930, as amended (19 U.S.C. 1490).
(2) Food under hold under section 801(l) of the act must be moved under appropriate custodial bond unless im- mediately exported under CBP super- vision. If the food is to be held at the port, FDA must be notified of the loca- tion where the food is held at the port before the food is moved there. If the food is to be held at a secure facility outside the port, FDA must be notified of the location of the secure facility before the food is moved there. The food subject to hold shall not be en- tered and shall not be delivered to any importer, owner, or ultimate con- signee. If the food is to be held at a se- cure facility outside a port, the food must be taken directly to that secure facility.
(d) Segregation of held foods. If an arti- cle of food that has been placed under hold under section 801(l) of the act is part of a shipment that contains arti- cles that have not been placed under hold, the food under hold may be seg- regated from the rest of the shipment. This segregation must take place where the article is held. FDA or CBP may supervise segregation. If FDA or CBP determine that supervision is nec- essary, segregation must not take place without supervision.
(e) Costs. Neither FDA nor CBP will be liable for transportation, storage, or other expenses resulting from any hold.
(f) Export after hold. An article of food that has been placed under hold under section 801(l) of the act may be ex- ported with CBP concurrence and under CBP supervision unless it is seized or administratively detained by FDA or CBP under other authority.
(g) No registration or request for review. If an article of food is placed  under hold under section 801(l) of the act and no registration number or request for FDA review is submitted in accordance with paragraph (j) of this section or ex- port has not occurred in accordance with paragraph (f) of this section, the food shall be dealt with as set forth in CBP regulations relating to general order merchandise, except that, unless otherwise agreed to by CBP and FDA,
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the article may only be sold for export or destroyed.
(h) Food carried by or otherwise accom- panying an individual. If an article of food carried by or otherwise accom- panying an individual arriving in the United States is not for personal use and is placed under hold under section 801(l) of the act because it is from a for- eign facility that is not registered as required under section 415 of the act and subpart H of this part, the indi- vidual may arrange to have the food held at the port or exported. If such ar- rangements cannot be made, the arti- cle of food may be destroyed.
(i) Post-hold submissions.  (1) To re- solve a hold, if an article of food is held under paragraph (b) of this section be- cause it is from a foreign facility that is not registered, the facility must be registered and a registration number must be obtained.
(2) The FDA Prior Notice Center must be notified of the applicable reg- istration number in writing. The noti- fication must provide the name and contact information for the person sub- mitting the information. The notifica- tion may be delivered to FDA by fax or e-mail. The contact information for these delivery methods is listed—see Prior Notice. The notification should include the ap- plicable CBP entry identifier.
(3) If FDA determines that the article is no longer subject to hold, it will no- tify the person who provided the reg- istration information and CBP that the food is no longer subject to hold under section 801(l) of the act.
(j) FDA review after hold. (1) If an ar- ticle of food has been placed under hold under section 801(l) of the act, a re- quest may be submitted asking FDA to review whether the facility associated with the article is subject to the re- quirements of section 415 of the act. A request for review may not be sub- mitted to obtain a registration num- ber.
(2) A request may be submitted only by the carrier, submitter, importer, owner, or ultimate consignee of the ar- ticle. A request must identify which one the requestor is.
(3) A request must be submitted in writing to FDA and delivered by fax or
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[bookmark: _GoBack]e-mail. The location for receipt of a re- quest is listed— see Prior Notice. A request must in- clude all factual and legal information necessary for FDA to conduct its re- view. Only one request for review may be submitted for each article under hold.
(4) The request must be submitted within 5-calendar days  of  the  hold. FDA will review and respond within 5- calendar days of receiving the request.
(5) If FDA determines that the article is not from a facility subject to the re- quirements of section 415 of the act, it will notify the requestor and CBP that the food is no longer subject to hold under section 801(l) of the act.
(k) International mail. If an article of food that arrives by international mail is from a foreign facility that is not registered as required under section 415 of the act and subpart H of this part, the parcel will be held by CBP for 72 hours for FDA inspection and disposi- tion. If the article is placed under hold under section 801(l) of the act and there is a return address, the parcel may be returned to sender marked ‘‘No Reg- istration—No Admission Permitted.’’ If the article is under hold and there is no return address or FDA determines that the article of food in the parcel appears to present a hazard, FDA may dispose of or destroy the parcel at its expense. If FDA does not respond within 72 hours of the CBP hold, CBP may return the parcel to the sender marked ‘‘No Registration—No Admission Per- mitted’’ or, if there is no return ad- dress, destroy the parcel, at FDA ex- pense.
(l) Prohibitions on delivery and trans- fer. Notwithstanding section 801(b) of the act, while an article of food is under hold under section 801(l) of the act, it may not be delivered to the im- porter, owner, or ultimate consignee. If an article of food is no longer subject to hold under section 801(l) of the act, entry may be made in accordance with law and regulation.
(m) Relationship to other admissibility provisions. A determination that an ar- ticle of food is no longer subject  to hold under section 801(l) of the act is different than, and may come before, determinations of admissibility under other  provisions  of  the  act  or  other


U.S. laws. A determination that an ar- ticle of food is no longer under hold under section 801(l) of the act does not mean that it will be granted admission under other provisions of the act or other U.S. laws.

Subpart J—Establishment, Mainte- nance, and Availability of Records

SOURCE:  69  FR  71651,  Dec.  9,  2004,  unless
otherwise noted.

GENERAL PROVISIONS
§ 1.326   Who is subject to this subpart?
(a) Persons who manufacture, proc- ess, pack, transport, distribute, re- ceive, hold, or import food in the United States are subject to the regu- lations in this subpart, unless you qualify  for  one  of  the  exclusions  in
§ 1.327. If you conduct more than one type of activity at a location, you are required to keep records with respect to those activities covered by this sub- part, but are not required by this sub- part to keep records with respect to ac- tivities that fall within one of the ex- clusions in § 1.327.
(b) Persons subject to the regulations in this subpart must keep records whether or not the food is being offered for or enters interstate commerce.

§ 1.327 Who is excluded from all or part of the regulations in this sub- part?
(a) Farms are  excluded  from  all of the requirements in this subpart.
(b) Restaurants are excluded from all of the requirements in this subpart. A restaurant/retail facility is excluded from all of the requirements in this subpart if its sales of food it prepares and sells to consumers for immediate consumption are more than 90 percent of its total food sales.
(c) Fishing vessels, including those that not only harvest and transport fish but also engage in practices such as heading, eviscerating, or freezing in- tended solely to prepare fish for hold- ing on board a harvest vessel, are ex- cluded from all of the requirements in this subpart, except §§ 1.361 and 1.363.
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However, those fishing vessels other- wise engaged in processing fish are sub- ject to all of the requirements in this subpart. For the purposes of this sec- tion, ‘‘processing’’ means handling, storing, preparing, shucking, changing into different market forms, manufac- turing, preserving, packing, labeling, dockside unloading, holding or head- ing, eviscerating, or freezing  other than solely to prepare fish for holding on board a harvest vessel.
(d) Persons who distribute food di- rectly to consumers are excluded from the requirements in § 1.345 to establish and maintain records to identify the nontransporter and transporter imme- diate subsequent recipients as to those transactions. The term ‘‘consumers’’ does not include businesses.
(e) Persons who operate retail food establishments that distribute food to persons who are not consumers are sub- ject to all of the requirements in this subpart. However, the requirements in
§ 1.345 to establish and maintain records to identify the nontransporter and transporter immediate subsequent recipients that are not consumers ap- plies as to those transactions only to the extent the information is reason- ably available.
(1) For purposes of this section, retail food establishment is defined to mean an establishment that sells food prod- ucts directly to consumers as its pri- mary function. The term ‘‘consumers’’ does not include businesses.
(2) A retail food establishment may manufacture/process, pack, or hold food if the establishment’s primary function is to sell from that establish- ment food, including food that it man- ufactures/processes, packs, or holds, di- rectly to consumers.
(3) A retail food establishment’s pri- mary function is to sell food directly to consumers if the annual monetary value of sales of food products directly to consumers exceeds the annual mone- tary value of sales of food products to all other buyers.
(4) A ‘‘retail food establishment’’ in- cludes grocery stores, convenience stores, and vending machine locations.
(f) Retail food establishments that employ 10 or fewer full-time equivalent employees are excluded from all of the requirements  in  this  subpart,  except
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§§ 1.361 and 1.363. The exclusion is based on the number of full-time equivalent employees at each retail food estab- lishment and not the entire business, which may own numerous retail stores.
(g) Persons who manufacture, proc- ess, pack, transport, distribute, re- ceive, hold, or import food in the United States that is within the exclu- sive jurisdiction of the U.S. Depart- ment of Agriculture (USDA) under the Federal Meat Inspection Act (21 U.S.C. 601 et seq.), the Poultry Products In- spection Act (21 U.S.C. 451 et seq.), or the  Egg  Products  Inspection  Act  (21
U.S.C. 1031 et seq.) are excluded from all of the requirements in this subpart with respect to that food while it is under the exclusive jurisdiction of USDA.
(h) Foreign persons, except for for- eign persons who transport food in the United States, are excluded from all of the requirements of this subpart.
(i) Persons who manufacture, proc- ess, pack, transport, distribute, re- ceive, hold, or import food are subject to §§ 1.361 and 1.363 with respect to its packaging (the outer packaging of food that bears the label and does not con- tact the food). All other persons who manufacture, process, pack, transport, distribute, receive, hold, or import packaging are excluded from all of the requirements of this subpart.
(j) Persons who manufacture, proc- ess, pack, transport, distribute, re- ceive, hold, or import food contact sub- stances other than the finished con- tainer that directly contacts food are excluded from all of the requirements of this subpart, except §§ 1.361 and 1.363.
(k) Persons who place food directly in contact with its finished container are subject to all of the requirements of this subpart as to the finished con- tainer that directly contacts that food. All other persons who manufacture, process, pack, transport, distribute, re- ceive, hold, or import the finished con- tainer that directly contacts the food are excluded from the requirements of this subpart as to the finished con- tainer, except §§ 1.361 and 1.363.
(l) Nonprofit food establishments are excluded from all of the requirements in this subpart, except §§ 1.361 and 1.363.
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(m) Persons who manufacture, proc- ess, pack, transport, distribute, re- ceive, hold, or import food for personal consumption are excluded from all of the requirements of this subpart.
(n) Persons who receive or hold food on behalf of specific individual con- sumers and who are not also parties to the transaction and who are not in the business of distributing food are ex- cluded from all of the requirements of this subpart.

§ 1.328   What  definitions  apply  to  this subpart?
The definitions of terms in section 201 of the Federal Food, Drug, and Cos- metic Act (the act) (21 U.S.C. 321) apply to such terms when used in this sub- part. In addition, for the purposes  of this subpart:
Farm means:
(1) Primary production farm. A pri- mary production farm is an operation under one management in one general (but not necessarily contiguous) phys- ical location devoted to the growing of crops, the harvesting of crops, the rais- ing of animals (including seafood), or any combination of these activities. The term ‘‘farm’’ includes operations that, in addition to these activities:
(i) Pack or hold raw agricultural commodities;
(ii) Pack or hold processed food, pro- vided that all processed food used in such activities is either consumed on that farm or another farm under the same management, or is processed food identified in paragraph (1)(iii)(B)(1) of this definition; and
(iii) Manufacture/process food, pro- vided that:
(A) All food used in such activities is consumed on that farm or another farm under the same management; or
(B) Any manufacturing/processing of food that is not consumed on that farm or another farm under the same man- agement consists only of:
(1) Drying/dehydrating raw agricul- tural commodities to create a distinct commodity (such as drying/dehy- drating grapes to produce raisins), and packaging and labeling such commod- ities, without additional manufac- turing/processing (an example of addi- tional manufacturing/processing is slicing);


(2) Treatment to manipulate the rip- ening of raw agricultural commodities (such as by treating produce with ethylene gas), and packaging and label- ing treated raw agricultural commod- ities, without additional manufac- turing/processing; and
(3) Packaging and labeling raw agri- cultural commodities, when these ac- tivities do not involve additional man- ufacturing/processing (an example of additional manufacturing/processing is irradiation); or
(2) Secondary   activities   farm.   A  sec- ondary activities farm is an operation, not  located  on  a  primary  production farm, devoted to harvesting (such as hulling  or  shelling),  packing,  and/or holding  of  raw  agricultural  commod- ities,  provided  that  the  primary  pro- duction farm(s) that grows, harvests, and/or raises the majority of the raw agricultural   commodities   harvested, packed, and/or held by the secondary activities farm owns, or jointly owns, a majority interest in the secondary ac- tivities  farm.  A  secondary  activities farm  may  also  conduct  those  addi- tional activities allowed on a primary production farm as described in para- graphs (1)(ii) and (iii) of this definition. Food has the meaning given in sec- tion 201(f) of the Federal Food, Drug, and Cosmetic Act. Examples of food in- clude,  but  are  not  limited  to  fruits; vegetables; fish; dairy products; eggs; raw  agricultural  commodities  for  use as food or as components of food; ani- mal feed, including pet food; food and feed ingredients and additives, includ- ing substances that migrate into food from the finished container and other articles that contact food; dietary sup- plements and dietary ingredients; in- fant formula; beverages, including al- coholic  beverages  and  bottled  water; live food animals; bakery goods; snack
foods; candy; and canned foods.
Full-time equivalent  employee  means all individuals employed by the person claiming the exemption. The number of full-time equivalent employees is de- termined by dividing the total number of hours of salary or wages paid di- rectly to employees of the person and of all of its affiliates by the number of hours of work in 1 year, 2,080 hours (i.e., 40 hours 52 weeks).
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Harvesting applies to farms and farm mixed-type facilities and means activi- ties that are traditionally  performed on farms for the purpose of removing raw agricultural commodities from the place they were grown or raised and preparing them for use as food. Har- vesting is limited to activities per- formed on raw agricultural commod- ities, or on processed foods created by drying/dehydrating a raw agricultural commodity without additional manu- facturing/processing, on  a farm.  Har- vesting does not include activities that transform a raw agricultural com- modity into a processed food as defined in section 201(gg) of the Federal Food, Drug, and Cosmetic Act. Examples of harvesting include cutting (or other- wise separating) the edible portion of the raw agricultural commodity from the crop plant and removing or trim- ming part of the raw agricultural com- modity (e.g., foliage, husks, roots, or stems). Examples of harvesting also in- clude cooling, field coring, filtering, gathering, hulling, shelling, sifting, threshing, trimming of outer leaves of, and washing raw agricultural commod- ities grown on a farm.
Holding means storage of food and also includes activities performed inci- dental to storage of a food (e.g., activi- ties performed for the safe or effective storage of that food, such as fumigat- ing food during storage, and drying/de- hydrating raw agricultural commod- ities when the drying/dehydrating does not create a distinct commodity (such as drying/dehydrating hay or alfalfa)). Holding also includes activities per- formed as a practical necessity for the distribution of that food (such as blending of the same raw agricultural commodity and breaking down pallets), but does not include activities that transform a raw agricultural com- modity into a processed food as defined in section 201(gg) of the Federal Food, Drug, and Cosmetic Act. Holding facili- ties could include warehouses, cold storage facilities, storage silos, grain elevators, and liquid storage tanks.
Manufacturing/processing means mak- ing food from one or more ingredients, or synthesizing, preparing, treating, modifying or manipulating food, in- cluding food crops or ingredients. Ex- amples of manufacturing/processing ac-
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tivities include: Baking, boiling, bot- tling, canning, cooking, cooling, cut- ting, distilling, drying/dehydrating raw agricultural commodities to create a distinct commodity (such as drying/de- hydrating grapes to  produce raisins), evaporating, eviscerating, extracting juice, formulating, freezing, grinding, homogenizing, irradiating, labeling, milling, mixing, packaging (including modified atmosphere packaging), pas- teurizing, peeling, rendering, treating to manipulate ripening, trimming, washing, or waxing. For farms and farm mixed-type facilities, manufac- turing/processing does not include ac- tivities that are part of harvesting, packing, or holding.
Mixed-type facility means an estab- lishment that engages in both activi- ties that are exempt from registration under section 415 of the Federal Food, Drug, and Cosmetic Act and activities that require the establishment to be registered. An example of such a facil- ity is a ‘‘farm mixed-type facility,’’ which is an establishment that is a farm, but also conducts activities out- side the farm definition that require the establishment to be registered.
Nonprofit food establishment means a charitable entity that prepares or serves food directly to the consumer or otherwise provides food or meals for consumption by humans or animals in the United States. The term includes central food banks, soup kitchens, and nonprofit food delivery services. To be considered a nonprofit food establish- ment, the establishment must meet the terms of section 501(c)(3) of the U.S. In- ternal Revenue Code (26 U.S.C. 501(c)(3)).
Nontransporter means a person who owns food or who holds, manufactures, processes, packs, imports, receives, or distributes food for purposes  other than transportation.
Nontransporter  immediate  previous source means a person that last had food before transferring it to another nontransporter.
Nontransporter immediate subsequent recipient means a nontransporter that acquires food from another nontrans- porter.
Packaging (when used as a noun) means the outer packaging of food that bears the label and does not contact
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the food.  Packaging  does not  include food contact substances as they are de- fined in section 409(h)(6) of the Federal Food, Drug, and Cosmetic Act.
Packaging (when used as a verb) means placing food into a container that directly contacts the food and that the consumer receives.
Packing means placing food into a container other than packaging the food and also includes re-packing and activities performed incidental to packing or re-packing a food (e.g., ac- tivities performed for the safe or effec- tive packing or re-packing of that food (such as sorting, culling, grading, and weighing or conveying incidental to packing or re-packing)), but does not include activities that transform a raw agricultural commodity, as defined in section 201(r) of the Federal Food, Drug, and Cosmetic Act, into a proc- essed food as defined in section 201(gg) of the Federal Food, Drug, and Cos- metic Act.
Person includes individual, partner- ship, corporation, and association.
Recipe means the formula, including ingredients, quantities, and instruc- tions, necessary to manufacture a food product. Because a recipe must have all three elements, a list of the ingredients used to manufacture a product without quantity information and manufac- turing instructions is not a recipe.
Restaurant means a facility that pre- pares and sells food directly to con- sumers for immediate consumption. ‘‘Restaurant’’ does not include facili- ties that provide food to interstate conveyances, central kitchens, and other similar facilities that do not pre- pare and serve food directly to con- sumers.
(1) Facilities in which food is directly provided to humans, such as cafeterias, lunchrooms, cafes, bistros, fast food es- tablishments, food stands, saloons, tav- erns, bars, lounges, catering facilities, hospital kitchens, day care kitchens, and nursing home kitchens, are res- taurants.
(2) Pet shelters, kennels, and veteri- nary facilities in which food is directly provided to animals are restaurants.
Transporter means a person who has possession, custody, or control of an article of food in the United States for the  sole  purpose  of  transporting  the


food, whether by road, rail, water, or air. Transporter also includes a foreign person  that  transports  food  in  the United  States,  regardless  of  whether that foreign person has possession, cus- tody,  or  control  of  that  food  for  the sole purpose of transporting that food.
Transporter’s immediate previous source means a person from whom a trans- porter received food. This source can be either another transporter or a non- transporter.
Transporter’s immediate subsequent re- cipient means a person to whom a transporter delivered food. This recipi- ent can be either another transporter or a nontransporter.
You means a person subject to this subpart under § 1.326.
[69 FR 71651, Dec. 9, 2004, as amended at 80
FR 56143, Sept. 17, 2015; 81 FR 3715, Jan. 22,
2016]

§ 1.329   Do  other  statutory  provisions and regulations apply?
(a) In addition to the regulations in this subpart, you must comply with all other applicable statutory provisions and regulations  related  to  the estab- lishment and maintenance of records for foods except as described in para- graph (b) of this section. For example, the regulations in this subpart are in addition to existing recordkeeping reg- ulations for low acid canned foods, juice, seafood, infant formula, color ad- ditives, bottled water, animal feed, and medicated animal feed.
(b) Records established or maintained to satisfy the requirements of this sub- part that meet the definition of elec- tronic records in § 11.3(b)(6) (21 CFR 11.3 (b)(6)) of this chapter are exempt from the requirements of part 11 of this chapter. Records that satisfy the re- quirements of this subpart but that are also required under other applicable statutory provisions or regulations re- main subject to part 11 of this chapter.

§ 1.330   Can existing records satisfy the requirements of this subpart?
The regulations in this subpart do not require duplication of existing records if those records contain all of the information required by this sub- part. If a covered person keeps records of all of the information as required by









§ 1.337

this subpart to comply with other Fed- eral, State, or local regulations, or for any other reason, then  those records may be used to meet these require- ments. Moreover, persons do not have to keep all of the information required by this rule in one set of records. If they have records containing some of the required information, they may keep those existing records and keep, either separately or in a combined form, any new information required by this rule. There is no obligation to cre- ate an entirely new record or compila- tion of records containing both exist- ing and new information, even if the records containing some of the re- quired information were not created at the time the food was received or re- leased.
REQUIREMENTS FOR NONTRANSPORTERS TO ESTABLISH AND MAINTAIN RECORDS TO IDENTIFY THE NONTRANSPORTER AND TRANSPORTER IMMEDIATE PRE- VIOUS SOURCES OF FOOD

§ 1.337 What information must non- transporters establish and maintain to identify the nontransporter and transporter immediate previous sources of food?
(a) If you are a nontransporter, you must establish and maintain the fol- lowing records for all food you receive:
(1) The name of the firm, address, telephone number and, if available, the fax number and e-mail address of the nontransporter immediate previous source, whether domestic or foreign;
(2) An adequate description of the type of food received, to include brand name and specific variety (e.g., brand x cheddar cheese, not just cheese; or ro- maine lettuce, not just lettuce);
(3) The date you received the food;
(4) For persons who manufacture, process, or pack food, the lot or code number or other identifier of the food (to the extent this information exists);
(5) The quantity and how the food is packaged (e.g., 6 count bunches, 25 pound (lb) carton, 12 ounce (oz) bottle, 100 gallon (gal) tank); and
(6) The name of the firm, address, telephone number, and, if available, the fax number and e-mail address of the transporter immediate previous source (the transporter who trans- ported the food to you).
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REQUIREMENTS FOR NONTRANSPORTERS TO ESTABLISH AND MAINTAIN RECORDS TO IDENTIFY THE NONTRANSPORTER AND TRANSPORTER IMMEDIATE SUBSE- QUENT RECIPIENTS OF FOOD

§ 1.345 What information must non- transporters establish and maintain to identify the nontransporter and transporter immediate subsequent recipients of food?
(a) If you are a nontransporter, you must establish and maintain the fol- lowing records for food you release:
(1) The name of the firm, address, telephone number, and, if available, the fax number and e-mail address of the nontransporter immediate subse- quent recipient, whether domestic or foreign;
(2) An adequate description of the type of food released, to include brand name and specific variety (e.g., brand x cheddar cheese, not just cheese; or ro- maine lettuce, not just lettuce);
(3) The date you released the food;
(4) For persons who manufacture, process, or pack food, the lot or code number or other identifier of the food (to the extent this information exists);
(5) The quantity and how the food is packaged (e.g., 6 count bunches, 25 lb carton, 12 oz bottle, 100 gal tank);
(6) The name of the firm, address, telephone number, and, if available, the fax number and e-mail address of the transporter immediate subsequent recipient (the transporter who trans- ported the food from you); and
(b) Your records must include infor- mation reasonably available to you to identify the specific source of each in- gredient used to make every lot of fin- ished product.
REQUIREMENTS FOR TRANSPORTERS TO ESTABLISH AND MAINTAIN RECORDS

§ 1.352 What information must trans- porters establish and maintain?
If you are a transporter, you must es- tablish and maintain the following records for each food you transport in the United States. You may fulfill this requirement by either:
(a) Establishing and maintaining the following records:
(1) Names of the transporter’s imme- diate previous source and transporter’s immediate subsequent recipient;
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(2) Origin and destination points;
(3) Date  shipment  received  and  date released;
(4) Number of packages;
(5) Description of freight;
(6) Route  of  movement  during  the time you transported the food; and
(7) Transfer point(s) through which shipment moved; or
(b) Establishing and maintaining records containing the following infor- mation currently required by the De- partment of Transportation’s Federal Motor  Carrier  Safety  Administration (of roadway interstate transporters (49 CFR 373.101 and 373.103) as of December 9, 2004:
(1) Names of consignor and consignee;
(2) Origin and destination points;
(3) Date of shipment;
(4) Number of packages;
(5) Description of freight;
(6) Route of movement and name of each carrier participating in the trans- portation; and
(7) Transfer  points  through  which shipment moved; or
(c) Establishing and maintaining records containing the following infor- mation currently required by the De- partment of Transportation’s Surface Transportation Board of rail and water interstate transporters (49 CFR 1035.1 and 1035.2) as of December 9, 2004:
(1) Date received;
(2) Received from;
(3) Consigned to;
(4) Destination;
(5) State of;
(6) County of;
(7) Route;
(8) Delivering carrier;
(9) Car initial;
(10) Car no;
(11) Trailer initials/number;
(12) Container initials/number;
(13) No. packages; and
(14) Description of articles; or
(d) Establishing and maintaining records containing the following infor- mation currently required by the War- saw Convention of international air transporters on air waybills:
(1) Shipper’s name and address;
(2) Consignee’s name and address;
(3) Customs reference/status;
(4) Airport of departure and destina- tion;
(5) First carrier; and


(6) Description of goods; or
(e) Entering into an agreement with the nontransporter immediate previous source located in the United States and/or the nontransporter immediate subsequent recipient located in the United States  to establish,  maintain, or establish and maintain, the informa- tion in § 1.352(a), (b), (c), or (d). The agreement must contain the following elements:
(1) Effective date;
(2) Printed names and signatures of authorized officials;
(3) Description of the records to be established and/or maintained;
(4) Provision for the records to be maintained in compliance with § 1.360, if the agreement provides for mainte- nance of records;
(5) Provision for the records to be available to FDA as required by § 1.361, if the agreement provides for mainte- nance of records;
(6) Acknowledgement that the non- transporter assumes legal responsi- bility under § 1.363 for establishing and/ or maintaining the records as required by this subpart; and
(7) Provision that if the agreement is terminated in writing by either party, responsibility for compliance with the applicable establishment, mainte- nance, and access provisions of this subpart reverts to the transporter as of the date of termination.
GENERAL  REQUIREMENTS

§ 1.360   What  are  the  record  retention requirements?
(a) You must create the required records when you receive and release food, except to the extent that the in- formation is contained in existing records.
(b) If you are a nontransporter, you must retain for 6 months after the dates you receive and release the food all required records for any food having a significant risk of spoilage, loss of value, or loss of palatability within 60 days after the date you receive or re- lease the food.
(c) If you are a nontransporter, you must retain for 1 year after the dates you receive and release the food all re- quired records for any food for which a significant risk of spoilage, loss of value,  or  loss  of  palatability  occurs
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only after a minimum of 60 days, but within 6 months, after the date you re- ceive or release the food.
(d) If you are a nontransporter, you must retain for 2 years after the dates you receive and release the food all re- quired records for any food for which a significant risk of spoilage, loss of value, or loss of palatability does not occur sooner than 6 months after the date you receive or release the food, in- cluding foods preserved by freezing, de- hydrating, or being placed in a her- metically sealed container.
(e) If you are a nontransporter, you must retain for 1 year after the dates you receive and release the food all re- quired records for animal food, includ- ing pet food.
(f) If you are a transporter or non- transporter retaining records on behalf of a transporter, you must retain for 6 months after the dates you receive and release the food all required records for any food having a significant risk of spoilage, loss of value, or loss of palat- ability within 60 days after the date the transporter receives or releases the food. If you are a transporter, or non- transporter retaining records on behalf of a transporter, you must retain for 1 year after the dates you receive and re- lease the food, all required records for any food for which a significant risk of spoilage, loss of value, or loss of palat- ability occurs only after a minimum of
60 days after the date the transporter receives or releases the food.
(g) You must retain all records at the establishment where the covered ac- tivities described in the records oc- curred (onsite) or at a reasonably ac- cessible location.
(h) The maintenance of electronic records is acceptable.  Electronic records are considered to be onsite if they are accessible from an onsite loca- tion.

§ 1.361   What   are   the   record   avail- ability requirements?
When FDA has a reasonable belief that an article of food, and any other article of food that FDA reasonably be- lieves is likely to be affected in a simi- lar manner, is adulterated and presents a threat of serious adverse health con- sequences or death to humans or ani- mals, or when FDA believes that there
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is a reasonable probability that the use of or exposure to an article of food, and any other article of food that FDA rea- sonably believes is likely to be affected in a similar manner, will cause serious adverse health consequences  or  death to humans or animals, any records and other information accessible to FDA under section 414 or 704(a) of the Fed- eral Food, Drug, and Cosmetic Act (21
U.S.C. 350c and 374(a)) must be made readily available for inspection and photocopying or other means of repro- duction. Such records and other infor- mation must be made available as soon as possible, not to exceed 24 hours from the time of receipt  of the  official re- quest, from an officer or employee duly designated by the Secretary of Health and Human Services who presents ap- propriate credentials and a written no- tice.
[77 FR 10662, Feb. 23, 2012]

§ 1.362 What  records  are  excluded from this subpart?
The establishment and maintenance of records as required by this subpart does not extend to recipes for food as defined in § 1.328; financial data, pricing data, personnel data, research data, or sales data (other than shipment data regarding sales).

§ 1.363 What are the consequences of failing to establish or maintain records or make them available to FDA as required by this subpart?
(a) The failure to establish or main- tain records as required by section 414(b) of the Federal Food, Drug, and Cosmetic Act and this regulation or the refusal to permit access to or verification or copying of any such re- quired record is a prohibited act under section 301 of the Federal Food, Drug, and Cosmetic Act.
(b) The failure of a nontransporter immediate previous source or a non- transporter immediate subsequent re- cipient who enters an agreement under
§ 1.352(e) to establish, maintain, or es- tablish and maintain, records required under § 1.352(a), (b), (c), or (d), or the re- fusal to permit access  to  or verification or copying of any such re- quired record, is a prohibited act under section 301 of the Federal Food, Drug, and Cosmetic Act.
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(c) The failure of any person to make records or other  information  available to FDA as required by section 414 or 704(a) of the Federal Food, Drug, and Cosmetic Act and this regulation is a prohibited act under section 301 of the Federal Food, Drug, and Cosmetic Act.
[80 FR 56144, Sept. 17, 2015

COMPLIANCE  DATES

§ 1.368   What are the compliance dates for this subpart?
The compliance date for the require- ments in this subpart is December 9, 2005. However, the compliance dates for small and very small businesses are contained in paragraphs (a) and (b) of this section. The size of the business is determined using the total number of full-time equivalent employees in the entire business, not each individual lo- cation or establishment. A full-time employee counts as one full-time equivalent employee. Two part-time employees, each working half time, count as one full-time equivalent em- ployee.
(a) The compliance date for the re- quirements in this subpart is June 9, 2006, for small businesses employing fewer that 500, but more than 10 full- time equivalent employees.
(b) The compliance date for the re- quirements in this subpart is December 11, 2006, for very small businesses that employ 10 or fewer full-time equivalent employees.
[69 FR 71651, Dec. 9, 2004, as amended at 70
FR 8727, Feb. 23, 2005]

Subpart K—Administrative Deten- tion of Food for Human or Ani- mal Consumption

SOURCE: 69 FR 31701, June 4, 2004, unless
otherwise noted.

GENERAL PROVISIONS

§ 1.377   What  definitions  apply  to  this subpart?
The definitions of terms that appear in section 201 of the act (21 U.S.C. 321) apply when the terms are used in this subpart. In addition,  for  the  purposes of this subpart:


Act means the Federal  Food, Drug, and Cosmetic Act.
Authorized FDA representative means an FDA District Director in whose dis- trict the article of food involved is lo- cated or an FDA official senior to such director.
Calendar day means every day shown on the calendar.
Food has the meaning given in sec- tion 201(f) of the act (21 U.S.C. 321(f)). Examples of food include, but are not limited to, fruits, vegetables, fish, dairy products, eggs, raw agricultural commodities for use as food or compo- nents of food, animal feed,  including pet food, food and feed ingredients and additives, including substances that migrate into food from food packaging and other articles that contact food, dietary supplements and dietary ingre- dients, infant formula, beverages, in- cluding alcoholic beverages and bottled water, live food animals, bakery goods, snack foods, candy, and canned foods.
Perishable food means food that is not heat-treated; not frozen; and not other- wise preserved in a manner so as to prevent the quality of the food from being adversely affected if held longer than 7 calendar days under normal shipping and storage conditions.
We means the U.S. Food and Drug Administration (FDA).
Working day means any day from Monday through Friday, excluding Federal holidays.
You means any person who received the detention order or that person’s representative.

§ 1.378   What criteria does FDA use to order a detention?
An officer or qualified employee of FDA may order the detention of any article of food that is found during an inspection, examination, or investiga- tion under the act if the officer or qualified employee has reason to be- lieve that the article of food is adulter- ated or misbranded.
[76 FR 25541, May 5, 2011]

§ 1.379   How  long  may  FDA  detain  an article of food?
(a) FDA may detain an article of food for a reasonable period that may not









§ 1.380

exceed 20 calendar days after the deten- tion order is issued. However, an arti- cle may be detained for 10 additional calendar days if a greater period of time is required to institute a seizure or injunction action. The authorized FDA representative may approve the additional 10-calendar day detention period at the time the detention order is issued, or at any time within the 20- calendar day period by amending the detention order.
(b) The entire detention period may not exceed 30 calendar days.
(c) An authorized FDA representative may, in accordance with § 1.384, termi- nate a detention order before the expi- ration of the detention period.

§ 1.380 Where and under what condi- tions must the detained article of food be held?
(a) You must hold the detained arti- cle of food in the location and under the conditions specified by FDA in the detention order.
(b) If FDA determines that removal to a secure facility is appropriate, the article of food must be removed to a se- cure facility. A detained article of food remains under detention before,  dur- ing, and after movement to a secure fa- cility. FDA will also state in the deten- tion order any conditions of transpor- tation applicable to the detained arti- cle.
(c) If FDA directs you to move the detained article of food to a secure fa- cility, you must receive a modification of the detention order under § 1.381(c) before you move the detained article of food to a secure facility.
(d) You must ensure that any re- quired tags or labels under § 1.382 ac- company the detained article during and after movement. The tags or labels must remain with the article of food until FDA terminates the detention order or the detention period expires, whichever occurs first, unless other- wise permitted by the authorized FDA representative.
(e) The movement of an article of food in violation of a detention order issued under § 1.393 is a prohibited act under section 301 of the act (21 U.S.C. 331).
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§ 1.381 May a detained article of food be delivered to another entity or transferred to another location?
(a) An article of food subject to a de- tention order under this subpart may not be delivered under the execution of a bond. Notwithstanding section 801(b) of the act (21 U.S.C. 381(b)), while any article of food is subject to a detention order under section 304(h) of the act (21
U.S.C. 334(h)), it may not be delivered to any of its importers, owners, or con- signees. This section does not preclude movement at FDA’s direction of im- ported food to a secure facility under an appropriate Customs’ bond when that bond is required by Customs’ law and regulation.
(b) Except  as  provided  in  paragraph
(c) of this section, no person may transfer a detained article of food with- in or from the place where it has been ordered detained, or from the place to which it was removed, until an author- ized FDA representative releases the article of food under § 1.384 or the de- tention period expires under § 1.379, whichever occurs first.
(c) The authorized FDA representa- tive may approve, in writing, a request to modify a detention order to permit movement of a detained article of food for any of the following purposes:
(1) To destroy the article of food,
(2) To move the detained article of food to a secure facility under the terms of a detention order,
(3) To maintain or preserve the integ- rity or quality of the article of food, or
(4) For any  other purpose  that the authorized FDA representative believes is appropriate in the case.
(d) You must submit your request for modification of the detention order in writing to the authorized FDA rep- resentative who approved the detention order. You must state in your request the reasons for movement; the exact address of and location in the new fa- cility (or the new location within the same facility) where the detained arti- cle of food will be transferred; an ex- planation of how the new address and location will be secure, if FDA has di- rected that the article be detained in a secure facility; and how the article will be held under any applicable conditions described in the detention order. If you
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are requesting modification of a deten- tion order for the purpose of destroying the detained article of food, you also must submit a verified statement iden- tifying the ownership or proprietary interest you have in the detained arti- cle of food, in accordance with Supple- mental Rule C to the ‘‘Federal Rules of Civil Procedure.’’
(e) If FDA approves a request for modification of a detention order, the article may be transferred but remains under detention before, during, and after the transfer. FDA will state any conditions of transportation applicable to the detained article. You may not transfer a detained article of food with- out FDA supervision unless FDA has declined in writing to supervise the transfer. If FDA has declined in writing to supervise the transfer of a detained article, you must  immediately  notify in writing the authorized FDA rep- resentative who approved the modifica- tion of the detention order that the ar- ticle of food has reached its new loca- tion, and the specific location of the detained article within the new loca- tion. Such written notification may be in the form of a fax, e-mail, or other form as agreed to by the authorized FDA representative.
(f) You must ensure that any re- quired tags or labels under § 1.382 ac- company the detained article during and after movement. The tags or labels must remain with the article of food until FDA terminates the detention order or the detention period expires, whichever occurs first, unless other- wise permitted by the authorized FDA representative who approves the modi- fication of a detention order under this section.
(g) The transfer of an article of food in violation of a detention order issued under § 1.393 is a prohibited act under section 301 of the act.

§ 1.382 What labeling or marking re- quirements apply to a detained arti- cle of food?
The officer or qualified employee of FDA issuing a detention order under
§ 1.393 may label or mark the detained article of food with official FDA tags or labels that include the following in- formation:


(a) A statement that the article of food is detained by FDA in accordance with section 304(h) of the act;
(b) A statement that the article of food must not be consumed, moved, al- tered, or tampered with in any manner for the period shown, without the writ- ten permission of an authorized FDA representative;
(c) A statement that the violation of a detention order or the removal or al- teration of the tag or label is a prohib- ited act, punishable by fine or impris- onment or both; and
(d) The detention order number, the date and hour of the detention order, the detention period, and the name of the officer or qualified employee of FDA who issued the detention order.

§ 1.383 What expedited procedures apply when FDA initiates a seizure action against a detained perish- able food?
If FDA initiates a seizure action under section 304(a) of the act against a perishable food subject to a detention order under this subpart, FDA will send the seizure recommendation to the De- partment of Justice (DOJ) within 4 cal- endar days after the detention order is issued, unless extenuating cir- cumstances exist. If the fourth cal- endar day is not a working day, FDA will advise the DOJ of its plans to rec- ommend a seizure action on the last working day before the fourth calendar day and send the recommendation as soon as practicable on the first work- ing day that follows. For purposes of this section, an extenuating cir- cumstance includes, but is not limited to, instances when the results of con- firmatory testing or other evidentiary development requires more than 4 cal- endar days to complete.

§ 1.384 When does a detention order terminate?
If FDA terminates a detention order or the detention period expires, an au- thorized FDA representative will issue a detention termination notice releas- ing the article of food to any person who received the detention order or that person’s representative and will remove, or authorize in writing the re- moval of, the required labels or tags. If
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FDA fails to issue a detention termi- nation notice and the detention period expires, the detention is deemed to be terminated.
HOW DOES FDA ORDER A DETENTION?

§ 1.391   Who	approves	a	detention order?
An authorized FDA representative, i.e., the FDA District Director in whose district the article of food involved is located or an FDA official senior to such director, must approve a deten- tion order. If prior written approval is not feasible, prior oral approval must be obtained and confirmed in writing as soon as possible.

§ 1.392   Who receives a copy of the de- tention order?
(a) FDA must issue the detention order to the owner, operator, or agent in charge of the place where the article of food is located. If the owner of the article of food is different from the owner, operator, or agent in charge of the place where the article is detained, FDA must provide a copy of the deten- tion order to the owner of the article of food if the owner’s identity can be de- termined readily.
(b) If FDA issues a detention order for an article of food located in a vehi- cle or other carrier used to transport the detained article of food, FDA also must provide a copy of the detention order to the shipper of record and the owner and operator of the vehicle or other carrier, if their identities can be determined readily.

§ 1.393   What information must FDA in- clude in the detention order?
(a) FDA must issue the detention order in writing, in the form of a deten- tion notice, signed and dated by the of- ficer or qualified employee of FDA who has reason to believe that such article of food is adulterated or misbranded.
(b) The detention order must include the following information:
(1) The detention order number;
(2) The date and hour of the deten- tion order;
(3) Identification of the detained arti- cle of food;
(4) The period of the detention;
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(5) A statement that the article of food identified in the order is detained for the period shown;
(6) A brief, general statement of the reasons for the detention;
(7) The address and location where the article of food is to be detained and the appropriate storage conditions;
(8) Any applicable conditions of transportation of the detained article of food;
(9) A statement that the article of food is not to be consumed, moved, al- tered, or tampered with in any manner during the detention period, unless the detention order is first modified under
§ 1.381(c);
(10) The text of section 304(h) of the act and §§ 1.401 and 1.402;
(11) A statement that any informal hearing on an appeal of a detention order must be conducted as a regu- latory hearing under part 16 of this chapter, with certain exceptions de- scribed in § 1.403;
(12) The mailing address, telephone number, e-mail address, and fax num- ber of the FDA district office and the name of the FDA District Director in whose district the detained article of food is located;
(13) A statement indicating the man- ner in which approval of the detention order was obtained, i.e., verbally or in writing; and
(14) The name and the title of the au- thorized FDA representative who ap- proved the detention order.
[69 FR 31701, June 4, 2004, as amended at 76
FR 25541, May 5, 2011]

WHAT IS THE APPEAL PROCESS FOR A
DETENTION ORDER?
§ 1.401   Who is entitled to appeal?
Any person who would be entitled to be a claimant for the article of food, if seized under section 304(a) of the act, may appeal a detention order as speci- fied in § 1.402. Procedures for estab- lishing entitlement to be a  claimant for purposes of section 304(a) of the act are governed by Supplemental Rule C to the ‘‘Federal Rules of Civil Proce- dure.’’
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§ 1.402   What are the requirements for submitting an appeal?
(a) If you want to appeal a detention order, you must submit your appeal in writing to the FDA District Director, in whose district the detained article of food is located, at the mailing address, e-mail address, or fax number identi- fied in the detention order according to the following applicable timeframes:
(1) Perishable food: If the detained ar- ticle is a perishable food, as defined in
§ 1.377, you must file an appeal within 2 calendar days of receipt of the deten- tion  order.
(2) Nonperishable food: If the detained article is not a perishable food, as de- fined in § 1.377, you must file a notice of an intent to request a hearing within 4 calendar days of receipt of the deten- tion order. If the notice of intent is not filed within 4 calendar days, you will not be granted a hearing. If you have not filed a timely notice of intent to request a hearing, you may file an ap- peal without a hearing request. Wheth- er or not it includes a request for hear- ing, your appeal must be filed within 10 calendar days of receipt of the deten- tion order.
(b) Your request for appeal must in- clude a verified statement identifying your ownership or proprietary interest in the detained article of food, in ac- cordance with Supplemental Rule C to the ‘‘Federal Rules of Civil Procedure.’’
(c) The process for the appeal of a de- tention order under this section termi- nates if FDA institutes either a seizure action under section 304(a) of the act or an injunction under section 302 of the act (21 U.S.C. 276) regarding the article of food involved in the detention order.
(d) As part of the appeals process, you may request an informal hearing. Your request for a hearing must be in writing and must be included in your request for an appeal specified in para- graph (a) of this section. If you request an informal hearing, and FDA grants your request, the hearing will be held within 2 calendar days after the date the appeal is filed.

§ 1.403   What requirements apply to an informal hearing?
If FDA grants a request for an infor- mal hearing on an appeal of a deten- tion  order,  FDA  must  conduct  the


hearing in accordance with part 16 of this chapter, except that:
(a) The detention order under § 1.393, rather than the notice under § 16.22(a) of this chapter, provides notice of op- portunity for a hearing under this sec- tion and is part of the administrative record of the regulatory hearing under
§ 16.80(a) of this chapter;
(b) A request for a hearing under this section must be addressed to the FDA District Director in whose district the article of food involved is located;
(c) The provision in § 16.22(b) of this chapter, providing that a person not be given less than 3 working days after re- ceipt of notice to request a hearing, does not apply to a hearing under this subpart;
(d) The provision in § 16.24(e) of this chapter, stating that a hearing may not be required to be held at a time less than 2 working days after receipt of the request for a hearing, does not apply to a hearing under this subpart;
(e) Section 1.406, rather than § 16.24(f) of this chapter, describes the state- ment that will be provided to an appel- lant where a detention order is based on classified information;
(f) Section 1.404, rather than § 16.42(a) of this chapter, describes the FDA em- ployees, e.g., Regional Food and Drug Directors or other officials senior to a District Director, who preside at hear- ings under this subpart;
(g) The presiding officer may require that a hearing conducted under this section be completed within 1 calendar day, as appropriate;
(h) Section 16.60(e) and (f) of this chapter does not apply to a hearing under this subpart. The presiding offi- cer must prepare a written report of the hearing. All written material pre- sented at the hearing will be attached to the report. The presiding officer must include as part of the report of the hearing a finding on the credibility of witnesses (other than expert wit- nesses) whenever credibility is a mate- rial issue, and must include a proposed decision, with a statement of reasons. The hearing participant may review and comment on the presiding officer’s report within 4 hours of issuance of the report. The presiding officer will then issue the final agency decision.
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(i) Section 16.80(a)(4) of this chapter does not apply to a regulatory hearing under this subpart. The presiding offi- cer’s report of the hearing and any comments on the report by the hearing participant under § 1.403(h) are part of the administrative record.
(j) No party shall have the right, under § 16.119 of this chapter to petition the Commissioner of Food and Drugs for reconsideration or a stay of the pre- siding officer’s final agency decision.
(k) If FDA grants a request for an in- formal hearing on an appeal of a deten- tion order, the hearing must be con- ducted as a regulatory hearing pursu- ant to regulation in accordance with part  16  of  this  chapter,  except  that
§ 16.95(b) does not apply to a hearing under this subpart. With respect to a regulatory hearing under this subpart, the administrative record of the hear- ing  specified  in  §§ 16.80(a)(1),  (a)(2),
(a)(3), and (a)(5), and 1.403(i) constitutes the exclusive record for the presiding officer’s final decision on an adminis- trative detention. For purposes of judi- cial review under § 10.45 of this chapter, the record  of  the administrative  pro- ceeding consists of the record of the hearing and the presiding officer’s final decision.

§ 1.404 Who serves as the presiding of- ficer for an appeal, and for an infor- mal hearing?
The presiding officer for an appeal, and for an informal hearing, must be an FDA Regional Food and Drug Direc- tor or another  FDA official senior to an FDA District Director.

§ 1.405 When does FDA have to issue a decision on an appeal?
(a) The presiding officer must issue a written report that includes a proposed decision confirming or revoking the de- tention by noon on the fifth calendar day after the appeal is filed; after your 4 hour opportunity for submitting com- ments under § 1.403(h), the presiding of- ficer must issue a final decision within the 5-calendar day period after the ap- peal is filed. If FDA either fails to pro- vide you with an opportunity to re- quest an informal hearing, or fails to confirm or terminate the detention order within the 5-calendar day period,
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the detention order is deemed termi- nated.
(b) If you appeal the detention order, but do not request an informal hearing, the presiding officer must issue a deci- sion on the appeal confirming or revok- ing the detention within 5 calendar days after the date the appeal is filed. If the presiding officer fails to confirm or terminate the detention order dur- ing such 5-calendar day period, the de- tention order is deemed terminated.
(c) If you appeal the detention order and request an informal hearing and your hearing request is denied, the pre- siding officer must issue a decision on the appeal confirming or revoking the detention within 5 calendar days after the date the appeal is filed. If the pre- siding officer fails to confirm or termi- nate the detention order during such 5- calendar day period, the detention order is deemed terminated.
(d) If the presiding officer confirms a detention order, the article of food con- tinues to be detained until we termi- nate the detention under § 1.384 or the detention period expires under § 1.379, whichever occurs first.
(e) If the presiding officer terminates a detention order, or the detention pe- riod expires, FDA must terminate the detention   order   as   specified   under
§ 1.384.
(f) Confirmation of a detention order by the presiding officer is considered a final agency action for purposes of 5
U.S.C. 702.

§ 1.406   How will FDA handle classified information in an informal hearing?
Where the credible evidence or infor- mation supporting the detention order is classified under the applicable Exec- utive order as requiring protection from unauthorized disclosure in the in- terest of national security (‘‘classified information’’), FDA will not provide you with this information. The pre- siding officer will give you notice of the general nature of the information and an opportunity to offer opposing evidence or information, if he or she may do so consistently with safe- guarding the information and its source. If classified information was used to support the detention, then any confirmation  of  such  detention  will
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state whether it is based in whole or in part on that classified information.

Subpart L—Foreign Supplier Verification Programs for Food Importers

SOURCE: 80 FR 74340, Nov. 27, 2015, unless
otherwise noted.

§ 1.500 What definitions apply to this subpart?
The following definitions apply to words and phrases as they are used in this subpart. Other definitions of these terms may apply when they are used in other subparts of this part.
Adequate means that which is needed to accomplish the intended purpose in keeping with good public health prac- tice.
Audit means the systematic, inde- pendent, and documented examination (through observation, investigation, discussions with employees of the au- dited entity, records review, and, as ap- propriate, sampling and laboratory analysis) to assess an audited entity’s food safety processes and procedures.
Dietary supplement has the meaning given in section 201(ff) of the Federal Food, Drug, and Cosmetic Act.
Dietary supplement component means any substance intended for use in the manufacture of a dietary supplement, including those that may not appear in the finished batch of the dietary sup- plement. Dietary supplement compo- nents include dietary ingredients (as described in section 201(ff) of the Fed- eral Food, Drug, and Cosmetic Act) and other ingredients.
Environmental pathogen means a pathogen that is capable of surviving and persisting within the manufac- turing, processing, packing, or holding environment such that food may be contaminated and may result in foodborne illness if that food is con- sumed without treatment to signifi- cantly minimize or prevent the envi- ronmental pathogen. Examples of envi- ronmental pathogens for the purposes of this subpart include Listeria monocytogenes and Salmonella spp.  but do not include the spores of pathogenic sporeformers.
Facility means a domestic facility or a  foreign  facility  that  is  required  to


register under section 415 of the Fed- eral Food, Drug, and Cosmetic Act, in accordance with the requirements of subpart H of this part.
Farm means farm as defined in § 1.227. Farm  mixed-type  facility  means  an  es- tablishment  that  is  a  farm  but  that also   conducts   activities   outside   the farm definition that require the estab- lishment to be registered under section 415 of the Federal Food, Drug, and Cos-
metic Act.
Food has the meaning given in sec- tion 201(f) of the Federal Food, Drug, and Cosmetic Act, except that food does not include pesticides (as defined in 7 U.S.C. 136(u)).
Food allergen means a major food al- lergen as defined in section 201(qq) of the Federal Food, Drug, and Cosmetic Act.
Foreign supplier means, for an article of food, the establishment that manu- factures/processes the food, raises the animal, or grows the food that is ex- ported to the United States without further manufacturing/processing by another establishment, except for fur- ther manufacturing/processing that consists solely of the addition of label- ing or any similar activity of a de minimis nature.
Good compliance standing with a for- eign food safety authority means that the foreign supplier—
(1) Appears on the current version of a list, issued by the food safety author- ity of the country in which the foreign supplier is located and which has regu- latory oversight of the supplier, of food producers that are in good compliance standing with the food safety author- ity; or
(2) Has otherwise been designated by such food safety authority as being in good compliance standing.
Harvesting applies to farms and farm mixed-type facilities and means activi- ties that are traditionally  performed on farms for the purpose of removing raw agricultural commodities from the place they were grown or raised and preparing them for use as food. Har- vesting is limited to activities per- formed on raw agricultural commod- ities on a farm. Harvesting does not in- clude activities that transform a raw agricultural commodity into a proc- essed food as defined in section 201(gg)
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of the Federal Food, Drug, and Cos- metic Act. Examples of harvesting in- clude cutting (or otherwise separating) the edible portion of the raw agricul- tural commodity from the crop plant and removing or trimming part of the raw agricultural commodity (e.g., foli- age, husks, roots or stems). Examples of harvesting also include cooling, field coring, filtering, gathering, hulling, re- moving stems and husks from, shelling, sifting, threshing, trimming of outer leaves of, and washing raw agricultural commodities grown on a farm.
Hazard means any biological, chem- ical (including radiological), or phys- ical agent that is reasonably likely to cause illness or injury.
Hazard requiring a control means a known or reasonably foreseeable haz- ard for which a person knowledgeable about the safe manufacturing, proc- essing, packing, or holding of food would, based on the outcome of a haz- ard analysis (which includes an assess- ment of the probability that the hazard will occur in the absence of controls or measures and the severity of the illness or injury if the hazard were to occur), establish one or more controls or meas- ures to significantly minimize or pre- vent the hazard in a food and compo- nents to manage those controls or measures (such as monitoring, correc- tions or  corrective  actions, verification, and records) as appro- priate to the food, the facility, and the nature of the control or measure and its role in the facility’s food safety sys- tem.
Holding means storage of food and also includes activities performed inci- dental to storage of a food (e.g., activi- ties performed for the safe or effective storage of that food, such as fumigat- ing food during storage, and drying/de- hydrating raw agricultural commod- ities when the drying/dehydrating does not create a distinct commodity (such as drying/dehydrating hay or alfalfa)). Holding also includes activities per- formed as a practical necessity for the distribution of that food (such as blending of the same raw agricultural commodity and breaking down pallets), but does not include activities that transform a raw agricultural com- modity into a processed food as defined in section 201(gg) of the Federal Food,
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Drug, and Cosmetic Act. Holding facili- ties could include warehouses, cold storage facilities, storage silos, grain elevators, and liquid storage tanks.
Importer means the U.S. owner or consignee of an article of food that is being offered for import into the United States. If there is no U.S. owner or consignee of an article of food at the time of U.S. entry, the importer is the
U.S. agent or representative of the for- eign owner or consignee at the time of entry, as confirmed in a signed state- ment of consent to serve as the im- porter under this subpart.
Known or reasonably foreseeable haz- ard means a biological, chemical (in- cluding radiological), or physical haz- ard that is known to be, or has the po- tential to be, associated with a food or the facility in which it is manufac- tured/processed.
Lot means the food produced during a period of time and identified by an es- tablishment’s specific code.
Manufacturing/processing means mak- ing food from one or more ingredients, or synthesizing, preparing, treating, modifying, or manipulating food, in- cluding food crops or ingredients. Ex- amples of manufacturing/processing ac- tivities include: Baking, boiling, bot- tling, canning, cooking, cooling, cut- ting, distilling, drying/dehydrating raw agricultural commodities to create a distinct commodity (such as drying/de- hydrating grapes to  produce raisins), evaporating, eviscerating, extracting juice, extruding (of animal food), for- mulating, freezing, grinding, homog- enizing, labeling, milling, mixing, packaging, pasteurizing, peeling, pelleting (of animal food), rendering, treating to manipulate ripening, trim- ming, washing, or waxing. For farms and farm mixed-type facilities, manu- facturing/processing does not include activities that are part of harvesting, packing, or holding.
Microorganisms means yeasts, molds, bacteria, viruses, protozoa, and micro- scopic parasites and includes species that are pathogens.
Packing means placing food into a container other than packaging the food and also includes re-packing and activities    performed    incidental    to
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packing or re-packing a food (e.g., ac- tivities performed for the safe or effec- tive packing or re-packing of that food (such as sorting, culling, grading, and weighing or conveying incidental to packing or re-packing)), but does not include activities that transform a raw agricultural commodity into a proc- essed food as defined in section 201(gg) of the Federal Food, Drug, and Cos- metic Act.
Pathogen means a microorganism of public health significance.
Qualified auditor means a person who is a qualified individual as defined in this section and has technical expertise obtained through education, training, or experience (or a combination there- of) necessary to perform the auditing function as required by § 1.506(e)(1)(i) or
§ 1.511(c)(5)(i)(A). Examples of potential qualified auditors include:
(1) A government employee, includ- ing a foreign government employee; and
(2) An audit agent of a certification body that is accredited in accordance with subpart M of this part.
Qualified individual means a person who has the education, training, or ex- perience (or a combination thereof) necessary to perform an activity re- quired under this subpart, and can read and understand the language of any records that the person must review in performing this activity. A qualified individual may be, but is not required to be, an employee of the importer. A government employee, including a for- eign government employee, may be a qualified individual.
Raw   agricultural   commodity   has  the meaning given in section 201(r) of the Federal Food, Drug, and Cosmetic Act. Ready-to-eat   food   (RTE   food)   means any food that is normally eaten in its raw state or any food, including a proc- essed food, for which it is reasonably foreseeable that the food will be eaten without further processing that would significantly  minimize  biological  haz-
ards.
Receiving  facility  means  a   facility that is subject to subparts C and G of part 117 of this chapter, or subparts C and E of part 507 of this chapter, and that manufactures/processes a raw ma- terial or other ingredient that it re- ceives from a supplier.


U.S. owner or consignee means the person in the United States who, at the time of U.S. entry, either owns the food, has purchased the food, or has agreed in writing to purchase the food.
Very small importer means:
(1) With respect to the importation of human food,  an  importer  (including any subsidiaries and affiliates) aver- aging less than $1 million per year, ad- justed for inflation, during the 3-year period preceding the applicable cal- endar year, in sales of human food combined with the  U.S.  market  value of human food imported, manufac- tured, processed, packed, or held with- out sale (e.g., imported for a fee); and
(2) With respect to the importation of animal food,  an  importer  (including any subsidiaries and affiliates) aver- aging less than $2.5 million per year, adjusted for inflation, during the 3- year period preceding the applicable calendar year, in sales of animal food combined with the  U.S.  market  value of animal food imported, manufac- tured, processed, packed, or held with- out sale (e.g., imported for a fee).
You means a person who is subject to some or all of the requirements in this subpart.

§ 1.501   To  what  foods  do  the  regula- tions in this subpart apply?
(a) General. Except as specified other- wise in this section, the requirements in this subpart apply to all food im- ported or offered for import into the United States and to the importers of such food.
(b) Exemptions for juice and seafood—
(1) Importers of certain juice and seafood products. This subpart does not apply with respect to juice, fish, and fishery products that are imported from a for- eign supplier that is required to com- ply with, and is in compliance  with, the requirements in part 120 or part 123 of this chapter. If you import juice or fish and fishery products that are sub- ject to part 120 or part 123, respec- tively, you must comply with the re- quirements applicable to importers of those products under § 120.14 or § 123.12 of this chapter, respectively.
(2) Certain importers of juice or seafood raw materials or other ingredients subject to part 120 or part 123 of this chapter.
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This subpart does not apply with re- spect to any raw materials or other in- gredients that you import and use in manufacturing or processing juice sub- ject to part 120 or fish and fishery prod- ucts subject to part 123, provided that you are in compliance with the require- ments in part 120 or part 123 with re- spect to the juice or fish or fishery product that you manufacture or proc- ess from the imported raw materials or other ingredients.
(c) Exemption for food imported for re- search or evaluation. This subpart does not apply to food that is imported for research or evaluation use, provided that such food:
(1) Is not intended for retail sale and is not sold or distributed to the public;
(2) Is labeled with the statement ‘‘Food for research or evaluation use’’;
(3) Is imported in a small quantity that is consistent with a research, analysis, or quality assurance purpose, the food is used only for this purpose, and any unused quantity is properly disposed of; and
(4) Is accompanied, when filing entry with U.S. Customs and Border Protec- tion, by an electronic declaration that the food will be used for research or evaluation purposes and will not be sold or distributed to the public.
(d) Exemption for food imported for per- sonal consumption. This subpart does not apply to food that is imported for personal consumption, provided that such food is not intended for retail sale and is not sold or distributed to the public. Food is imported for personal consumption only if it is purchased or otherwise acquired by a person in a small quantity that is consistent with a non-commercial purpose and is not sold or distributed to the public.
(e) Exemption for alcoholic beverages.
(1) This subpart does not apply with re- spect to alcoholic beverages that are imported from a foreign supplier that is a facility that meets the following two conditions:
(i) Under the Federal Alcohol Admin- istration Act (27 U.S.C. 201 et seq.) or chapter 51 of subtitle E of the Internal Revenue Code of 1986 (26 U.S.C. 5001 et seq.), the facility is a foreign facility of a type that, if it were a domestic facil- ity, would require obtaining a permit from, registering with, or obtaining ap-
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proval of a notice or application from the Secretary of the Treasury as a con- dition of doing business in the United States; and
(ii) Under section 415 of the Federal Food, Drug, and Cosmetic Act, the fa- cility is required to register as a facil- ity because it is engaged in manufac- turing/processing one or more alcoholic beverages.
(2) This subpart does not apply with respect to food that is not an alcoholic beverage that is imported from a for- eign supplier described in paragraph (e)(1) of this section, provided such food:
(i) Is in prepackaged form that pre- vents any direct human contact with such food; and
(ii) Constitutes not more than 5 per- cent of the overall sales of the facility, as determined by the Secretary of the Treasury.
(3) This subpart does not apply with respect to raw materials and other in- gredients that are imported for use in alcoholic beverages provided that:
(i) The imported raw materials and other ingredients are used in the manu- facturing/processing, packing, or hold- ing of alcoholic beverages;
(ii) Such manufacturing/processing, packing, or holding is performed by the importer;
(iii) The importer is required to reg- ister under section 415 of the Federal Food, Drug, and Cosmetic Act; and
(iv) The importer is exempt from the regulations in part 117 of this chapter in accordance with § 117.5(i) of this chapter.
(f) Inapplicability to food that is trans- shipped or imported for processing and ex- port. This subpart does not apply to food:
(1) That is transshipped through the United States to another country and is not sold or distributed to the public in the United States; or
(2) That is imported for processing and future export and that is not sold or distributed to the public in the United States.
(g) Inapplicability to U.S. food re- turned. This subpart does not apply to food that is manufactured/processed, raised, or grown in the United States, exported, and returned to the United
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States without further manufacturing/ processing in a foreign country.
(h) Inapplicability to certain meat, poultry, and egg products. This subpart does not apply with respect to:
(1) Meat food products that at the time of importation are subject to the requirements of the U.S. Department of Agriculture (USDA) under the Fed- eral Meat Inspection Act (21 U.S.C. 601 et seq.);
(2) Poultry products that at the time of importation are subject to the re- quirements of the USDA under the Poultry  Products  Inspection  Act  (21
U.S.C. 451 et seq.); and
(3) Egg products  that  at  the  time  of importation are subject to the require- ments of the USDA under the Egg Products Inspection Act (21 U.S.C. 1031 et  seq.).

§ 1.502 What foreign supplier verification program (FSVP) must I have?
(a) General. Except as specified in paragraph (b) of this section, for each food you import, you must develop, maintain, and follow an FSVP that provides adequate assurances that your foreign supplier is producing the food in compliance with processes and pro- cedures that provide at least the same level of public health protection as those required under section 418 (re- garding hazard analysis and risk-based preventive controls for certain  foods) or 419 (regarding standards for produce safety), if either is applicable, and the implementing regulations, and is pro- ducing the food in compliance with sec- tions 402 (regarding adulteration) and 403(w) (if applicable) (regarding mis- branding with respect to labeling for the presence of major food allergens) of the Federal Food, Drug, and Cosmetic Act.
(b) Low-acid canned foods—(1) Import- ers of low-acid canned foods not subject to further manufacturing or  processing. With respect to those microbiological hazards that are controlled by part 113 of this chapter, if you import a ther- mally processed low-acid food pack- aged in a hermetically sealed container (low-acid canned food), you must verify and document that the food was pro- duced in accordance with part 113. With respect to all matters that are not con-


trolled by part 113, you must have an FSVP as specified in paragraph (a) of this  section.
(2) Certain importers of raw materials or other ingredients subject to part 113  of this chapter. With respect to micro- biological hazards that are controlled by part 113, you are not required to comply with the requirements of this subpart for raw materials or other in- gredients that you import and use in the manufacturing or processing of low-acid canned food provided that you are in compliance with part 113 with respect to the low-acid canned food that you manufacture or process from the imported raw materials or other in- gredients. With respect to all hazards other than microbiological hazards that are controlled by part 113, you must have an FSVP as specified in paragraph (a) of this section for the im- ported raw materials and other ingredi- ents that you use in the manufacture or processing of low-acid canned foods.
(c) Importers subject to section 418  of the  Federal  Food,  Drug,  and  Cosmetic Act. You are deemed to be in compli- ance with the requirements of this sub- part for a food you import, except for the requirements in § 1.509, if you are a receiving facility as defined in § 117.3 or
§ 507.3 of this chapter and you are in compliance with the following require- ments of part 117 or part 507 of this chapter, as applicable:
(1) You implement preventive con- trols for the hazards in the food in ac- cordance with § 117.135 or § 507.34 of this chapter;
(2) You are not required to imple- ment   a   preventive   control   under
§ 117.136 or § 507.36 of this chapter with respect to the food; or
(3) You have established and imple- mented a risk-based supply-chain pro- gram in compliance with subpart G of part 117 or subpart E of part 507 of this chapter with respect to the food.

§ 1.503   Who  must  develop  my  FSVP and perform FSVP activities?
(a) Qualified individual. A qualified individual must develop your FSVP and perform each of the activities re- quired under this subpart. A qualified individual must have the education, training, or experience (or a combina- tion   thereof)   necessary   to   perform
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their assigned activities and must be able to read and understand the lan- guage of any records that must be re- viewed in performing an activity.
(b) Qualified auditor. A qualified audi- tor must conduct any audit conducted in  accordance  with  § 1.506(e)(1)(i)  or
§ 1.511(c)(5)(i)(A). A qualified auditor must have technical expertise obtained through education, training, or experi- ence (or a combination thereof) nec- essary to perform the auditing func- tion.

§ 1.504   What  hazard  analysis  must  I conduct?
(a) Requirement for a hazard analysis. Except as specified in paragraph (d) of this section, you must conduct a haz- ard analysis to identify and evaluate, based on experience, illness data, sci- entific reports, and other information, known or reasonably foreseeable haz- ards for each type of food you import to determine whether there are any hazards requiring a control. Your haz- ard analysis must be written regardless of its outcome.
(b) Hazard identification. (1) Your analysis of the known or reasonably foreseeable hazards in each food must include the following types of hazards:
(i) Biological hazards, including microbiological hazards such as parasites, environmental pathogens, and other pathogens;
(ii) Chemical hazards, including radi- ological hazards, pesticide and drug residues, natural toxins, decomposi- tion, unapproved food or color addi- tives, food allergens, and (in animal food)  nutrient  deficiencies  or toxicities; and
(iii) Physical hazards (such as stones, glass, and metal fragments).
(2) Your analysis must include known or reasonably foreseeable hazards that may be present in a food for any of the following reasons:
(i) The hazard occurs naturally;
(ii) The hazard may be unintention- ally introduced; or
(iii) The hazard may be intentionally introduced for purposes of economic gain.
(c) Hazard evaluation. (1) Your hazard analysis must include an evaluation of the hazards identified in paragraph (b) of this section to assess the probability
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that the hazard will occur in the ab- sence of controls and the severity  of the illness or injury if the hazard were to occur.
(2) The hazard evaluation required by paragraph (c)(1) of this section must in- clude an evaluation of environmental pathogens whenever a ready-to-eat food is exposed to the environment be- fore packaging and the packaged food does not receive a treatment or other- wise include a control or measure (such as a formulation lethal to the patho- gen) that would significantly minimize the pathogen.
(3) Your hazard evaluation must con- sider the effect of the following on the safety of the finished food for the in- tended consumer:
(i) The formulation of the food;
(ii) The condition, function, and de- sign of  the establishment  and equip- ment of a typical entity that manufac- tures/processes, grows, harvests, or raises this type of food;
(iii) Raw materials and other ingredi- ents;
(iv) Transportation practices;
(v) Harvesting, raising, manufac- turing, processing, and packing proce- dures;
(vi) Packaging and labeling activi- ties;
(vii) Storage and distribution;
(viii) Intended or reasonably foresee- able use;
(ix) Sanitation, including employee hygiene; and
(x) Any other relevant factors, such as the temporal (e.g., weather-related) nature of some hazards (e.g., levels of natural toxins).
(d) Review of another entity’s hazard analysis. If another entity (including your foreign supplier) has, using a qualified individual, analyzed the known or reasonably foreseeable haz- ards for the food to determine whether there are any hazards requiring a con- trol, you may meet your requirement to determine whether there are any hazards requiring a control in a food by reviewing and assessing the hazard analysis conducted by that entity. You must document your review and assess- ment of that hazard analysis, including documenting that the hazard analysis was conducted by a qualified indi- vidual.
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(e) Hazards in raw agricultural com- modities that are fruits or vegetables. If you are importing a raw agricultural commodity that is a fruit or vegetable that is ‘‘covered produce’’ as defined in
§ 112.3 of this chapter, you are not re- quired to determine whether there are any biological hazards requiring a con- trol in such food because the biological hazards in such fruits or vegetables re- quire a control and compliance with the requirements in part 112  of this chapter significantly minimizes or pre- vents the biological hazards. However, you must determine whether there are any other types of hazards requiring a control in such food.
(f) No hazards requiring a control. If you evaluate the known and reason- ably foreseeable hazards in a food and determine that there are no hazards re- quiring a control, you are not required to conduct an evaluation for foreign supplier approval and verification under § 1.505 and you are not required to conduct foreign supplier verification activities under § 1.506. This paragraph
(f) does not apply if the food is a raw agricultural commodity that is a fruit or vegetable that is ‘‘covered produce’’ as defined in § 112.3 of this chapter.

§ 1.505 What evaluation for foreign supplier approval and verification must I conduct?
(a) Evaluation of a foreign supplier’s performance and the risk posed by a food.
(1) Except as specified in paragraphs (d) and (e) of this section, in approving your foreign suppliers and determining the appropriate supplier verification activities that must be conducted for a foreign supplier of a type of food you import, you must consider the fol- lowing:
(i) The hazard analysis of the food conducted in accordance with § 1.504, including the nature of the hazard re- quiring a control.
(ii) The entity or entities that will be significantly minimizing or preventing the hazards requiring a control or verifying that such hazards have been significantly minimized or prevented, such as the foreign supplier, the for- eign supplier’s raw material or other ingredient supplier, or another entity in your supply chain.


(iii) Foreign supplier performance, including:
(A) The foreign supplier’s procedures, processes, and practices related to the safety of the food;
(B) Applicable FDA food safety regu- lations and information relevant to the foreign supplier’s compliance with those regulations, including whether the foreign supplier is the subject of an FDA warning letter, import alert, or other FDA compliance  action  related to food safety (or, when applicable, the relevant laws and regulations of a country whose food safety system FDA has officially recognized as comparable or determined to be equivalent to that of the United States, and information relevant to the supplier’s compliance with those laws and regulations); and
(C) The foreign supplier’s food safety history, including available informa- tion about results from testing  foods for hazards, audit results relating to the safety of the food, and responsive- ness of the foreign supplier in cor- recting problems.
(iv) Any other factors as appropriate and necessary, such as storage and transportation practices.
(2) You must document the evalua- tion you conduct under paragraph (a)(1) of this section.
(b) Approval of foreign suppliers. You must approve your foreign suppliers on the basis of the evaluation that you conducted under paragraph (a) of this section or that you review and assess under paragraph (d) of this section, and document your approval.
(c) Reevaluation of a foreign supplier’s performance and the risk posed by a food.
(1) Except as specified in paragraph (d) of this section, you must promptly re- evaluate the concerns associated with the factors in paragraph (a)(1) of this section when you become aware of new information about these factors, and the reevaluation must be documented. If you determine that the concerns as- sociated with importing a food from a foreign supplier have changed, you must promptly determine (and docu- ment) whether it is appropriate to con- tinue to import the food from the for- eign supplier and whether the supplier verification activities conducted under
§ 1.506 or § 1.511(c) need to be changed.
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(2) If at the end of any 3-year period you have not reevaluated the concerns associated with the factors in para- graph (a)(1) of this section in accord- ance with paragraph (c)(1) of this sec- tion, you must reevaluate those con- cerns and take other appropriate ac- tions, if necessary, in accordance with paragraph (c)(1). You must document your reevaluation and any subsequent actions you take in accordance with paragraph (c)(1).
(d) Review of another entity’s evalua- tion or reevaluation of a foreign supplier’s performance and the risk posed by a food. If an entity other than the foreign sup- plier has, using a qualified individual, performed the evaluation described in paragraph (a) of this section or the re- evaluation described in paragraph (c) of this section, you may meet the re- quirements of the applicable paragraph by reviewing and assessing the evalua- tion or reevaluation conducted by that entity. You must document your re- view and assessment, including docu- menting that the evaluation or re- evaluation was conducted by a quali- fied individual.
(e) Inapplicability to certain cir- cumstances. You are not required to conduct an evaluation under this sec- tion or to conduct foreign supplier verification activities  under  § 1.506  if one of the circumstances described in
§ 1.507 applies to your importation of a food and you are in compliance with that section.

§ 1.506 What foreign supplier verification and related activities must I conduct?
(a) Use of approved  foreign  suppliers.
(1) You must establish and follow writ- ten procedures to ensure that you im- port foods only from foreign suppliers you have approved based on the evalua- tion conducted under § 1.505 (or, when necessary and appropriate, on a tem- porary basis from unapproved foreign suppliers whose foods you subject to adequate verification activities before importing the food). You must docu- ment your use of these procedures.
(2) You may rely on an entity other than your foreign supplier to establish the procedures and perform and docu- ment the activities required under paragraph  (a)(1)  of  this  section  pro-
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vided that you review and assess that entity’s documentation of the proce- dures and activities, and you document your review and assessment.
(b) Foreign supplier verification proce- dures. You must establish and follow adequate written procedures for ensur- ing that appropriate foreign supplier verification activities are conducted with respect to the foods you import.
(c) Requirement of supplier verification. The foreign supplier verification ac- tivities must provide assurance that the hazards requiring a control in the food you import have been signifi- cantly minimized or prevented.
(d) Determination of appropriate foreign supplier verification activities—(1)(i) Gen- eral. Except as provided in paragraphs (d)(2) and (3) of this section, before im- porting a food from a foreign supplier, you must determine and document which verification activity or activi- ties listed in paragraphs (d)(1)(ii)(A) through (D) of this section, as well as the frequency with which the activity or activities must be conducted, are needed to provide adequate assurances that the food you obtain from the for- eign supplier is produced in accordance with paragraph (c) of this section. Verification activities must  address the entity or entities that are signifi- cantly minimizing or preventing the hazards or verifying that the hazards have been  significantly  minimized  or prevented (e.g., when an entity other than the grower of produce subject to part 112 of this chapter harvests or packs the produce and significantly minimizes or prevents the hazard or verifies that the hazard has been sig- nificantly minimized or prevented, or when the foreign supplier’s raw mate- rial supplier significantly minimizes or prevents a hazard). The determination of appropriate supplier verification ac- tivities must be based on the evalua- tion of the food and foreign supplier conducted under § 1.505.
(ii) Appropriate verification activities. The following are appropriate supplier verification activities:
(A) Onsite audits as specified in para- graph (e)(1)(i) of this section;
(B) Sampling and testing of a food as specified in paragraph (e)(1)(ii) of this section;
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(C) Review of the foreign supplier’s relevant food safety records as speci- fied in paragraph (e)(1)(iii) of this sec- tion; and
(D) Other appropriate supplier verification activities as specified in paragraph (e)(1)(iv) of this section.
(2) Verification activities for certain se- rious hazards. When a hazard in a food will be controlled by the foreign sup- plier and is one for which there is a reasonable probability that exposure to the hazard will result in serious ad- verse health consequences or death to humans or animals, you must conduct or obtain documentation of an onsite audit of the foreign supplier before ini- tially importing the food and at least annually thereafter, unless you make an adequate written determination that, instead of such initial and annual onsite auditing,  other  supplier verification activities listed in para- graph (d)(1)(ii) of this section and/or less frequent onsite auditing are appro- priate to provide adequate assurances that the foreign supplier is producing the food in accordance with paragraph
(c) of this section, based on the deter- mination made under § 1.505.
(3) Reliance on a determination by an- other entity. You may rely on a deter- mination of appropriate foreign sup- plier verification activities in accord- ance with paragraph (d)(1) or (2) of this section made by an entity other than the foreign supplier if you review and assess whether the entity’s determina- tion regarding appropriate activities (including the frequency with which such activities must be conducted) is appropriate. You must document your review and assessment, including docu- menting that the determination of ap- propriate verification activities was made by a qualified individual.
(e) Performance of foreign supplier verification activities—(1) Verification ac- tivities. Except as provided in paragraph (e)(2) of this section, based on the de- termination made in accordance with paragraph (d) of this section, you must conduct (and document) or obtain doc- umentation of one or more of the sup- plier verification activities listed in paragraphs (e)(1)(i) through (iv) of this section for each foreign supplier before importing the food and periodically thereafter.


(i) Onsite audit of the foreign supplier.
(A) An onsite audit of a foreign sup- plier must be performed by a qualified auditor.
(B) If the food is subject to one or more FDA food safety regulations, an onsite audit of the foreign supplier must consider such regulations and in- clude a review of the supplier’s written food safety plan, if any, and its imple- mentation, for  the hazard being  con- trolled (or, when applicable, an onsite audit may consider relevant laws and regulations of a country whose food safety system FDA has officially recog- nized as comparable or determined to be equivalent to that of the United States).
(C) If the onsite audit is conducted solely to meet the requirements of paragraph (e) of this section by an audit agent of a certification body that is accredited in accordance with sub- part M of this part, the audit is not subject to the requirements in that subpart.
(D) You must retain documentation of each onsite audit, including the audit procedures, the dates the audit was conducted, the conclusions of the audit, any corrective actions taken in response to significant deficiencies identified during the audit, and docu- mentation that the audit was con- ducted by a qualified auditor.
(E) The following inspection results may be substituted for an onsite audit, provided that the inspection was con- ducted within 1 year of the date by which the onsite audit would have been required to be conducted:
(1) The written results of an appro- priate inspection of the foreign sup- plier for compliance with applicable FDA food safety regulations conducted by FDA, representatives of other Fed- eral Agencies (such as the USDA), or representatives of State, local, tribal, or territorial agencies; or
(2) The written results of an inspec- tion of the foreign supplier by the food safety authority of a country whose food safety system FDA has officially recognized as comparable or deter- mined to be equivalent to that of the United States, provided that the food that is the subject of the onsite audit is within the scope of the official rec- ognition or equivalence determination,
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and the foreign supplier is in, and under the regulatory oversight of, such country.
(ii) Sampling and testing of the food. You must retain documentation  of each sampling and testing of a food, in- cluding identification of the food test- ed (including lot number, as appro- priate), the number of samples tested, the test(s) conducted (including the an- alytical method(s) used), the date(s) on which the test(s) were conducted and the date of the report of the testing, the results of the testing, any correc- tive actions taken in response to detec- tion of hazards, information identi- fying the laboratory conducting the testing, and documentation that the testing was conducted by a qualified individual.
(iii) Review of the foreign supplier’s rel- evant food safety records. You must re- tain documentation of each record re- view, including the date(s) of review, the general nature of the records re- viewed, the conclusions of the review, any corrective actions taken in re- sponse to significant deficiencies iden- tified during the review, and docu- mentation that the review was con- ducted by a qualified individual.
(iv) Other appropriate activity. (A) You may conduct (and document) or obtain documentation of other supplier verification activities that are appro- priate based on foreign supplier per- formance and the risk associated with the food.
(B) You must retain documentation of each activity conducted in accord- ance with paragraph (e)(1)(iv) of this section, including a description of the activity, the date on which it was con- ducted, the findings or results of the activity, any corrective  actions  taken in response to significant deficiencies identified, and documentation that the activity was conducted by a qualified individual.
(2) Reliance upon performance of activi- ties by other entities. (i) Except as speci- fied in paragraph (e)(2)(ii) of this sec- tion, you may rely on supplier verification activities conducted in ac- cordance with paragraph (e)(1) of this section by another entity provided that you review and assess the results of these activities in accordance with paragraph (e)(3) of this section.
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(ii) You may not rely on the foreign supplier itself or employees of the for- eign supplier to perform supplier verification activities, except with re- spect to sampling and testing of food in accordance with paragraph (e)(1)(ii) of this section.
(3) Review of results of verification ac- tivities. You must promptly review and assess the results of the verification activities that you conduct or obtain documentation of under paragraph (e)(1) of this section, or that are con- ducted by other entities in accordance with paragraph (e)(2) of this section. You must document your review and assessment of the results of verification activities. If the results do not provide adequate assurances that the hazards requiring a control in the food you obtain from the foreign sup- plier have been significantly minimized or prevented, you must take appro- priate    action    in    accordance    with
§ 1.508(a). You are not required to re- tain documentation of supplier verification activities conducted by other entities, provided  that you can obtain the documentation and make it available  to  FDA  in  accordance  with
§ 1.510(b).
(4) Independence of qualified individ- uals conducting verification activities. There must not be any financial con- flicts of interests that influence the re- sults of  the  verification activities  set forth in paragraph (e)(1) of this section, and payment must not be related to the results of the activity.

§ 1.507  What requirements apply when I import a food that cannot be con- sumed without the hazards being controlled or for which the hazards are controlled after importation?
(a) Circumstances. You are not re- quired to conduct an evaluation of a food and foreign supplier under § 1.505 or supplier verification activities under
§ 1.506 when you identify a hazard re- quiring a control (identified hazard) in a food and any of the following cir- cumstances apply:
(1) You determine and document that the type of food (e.g., raw agricultural commodities such as cocoa beans and coffee beans) could not be consumed without application of an appropriate control;
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(2) You rely on your customer who is subject to the requirements for hazard analysis and risk-based preventive con- trols in subpart C of part 117 or subpart C of part 507 of this chapter to ensure that the identified hazard will be sig- nificantly minimized or prevented and you:
(i) Disclose in documents accom- panying the food, in accordance with the practice of the trade, that the food is ‘‘not processed to control [identified hazard]’’; and
(ii) Annually obtain from your cus- tomer written assurance, subject to the requirements of paragraph (c) of this section, that the customer has estab- lished and is following procedures (identified in the written assurance) that will significantly minimize or pre- vent the identified hazard;
(3) You rely on your customer who is not subject to the requirements for hazard analysis and risk-based preven- tive controls in subpart C of part 117 or subpart C of part 507 of this chapter to provide assurance it is manufacturing, processing, or preparing the food in ac- cordance with the applicable food safe- ty requirements and you:
(i) Disclose in documents accom- panying the food, in accordance with the practice of the trade, that the food is ‘‘not processed to control [identified hazard]’’; and
(ii) Annually obtain from your cus- tomer written assurance that it is manufacturing, processing, or pre- paring the food in accordance with ap- plicable food safety requirements;
(4) You rely on your customer to pro- vide assurance that the food will be processed to control the identified haz- ard by an entity in the distribution chain subsequent to the customer and you:
(i) Disclose in documents accom- panying the food, in accordance with the practice of the trade, that the food is ‘‘not processed to control [identified hazard]’’; and
(ii) Annually obtain from your cus- tomer written assurance, subject to the requirements of paragraph (c) of this section, that your customer:
(A) Will disclose in documents ac- companying the food, in accordance with the practice of the trade, that the


food is ‘‘not processed to control [iden- tified hazard]’’; and
(B) Will only sell the food to another entity that agrees, in writing, it will:
(1) Follow procedures (identified in a written assurance) that will signifi- cantly minimize or prevent the identi- fied hazard (if the entity  is  subject  to the requirements for hazard analysis and risk-based preventive controls in subpart C of part 117 or subpart C of part 507 of this chapter) or manufac- ture, process, or prepare the food in ac- cordance with applicable food safety requirements (if  the  entity  is  not  sub- ject to the requirements for hazard analysis and risk-based preventive con- trols in subpart C of part 117 or subpart C of part 507); or
(2) Obtain a similar written assur- ance from the entity’s customer, sub- ject to the requirements of paragraph
(c) of this section, as in paragraphs (a)(4)(ii)(A) and (B) of this section, as appropriate; or
(5) You have established, docu- mented, and implemented a system that ensures control, at a subsequent distribution step, of the hazards in the food you distribute and you document your implementation of that system.
(b) Written assurances. Any written assurances required under this section must contain the following:
(1) Effective date;
(2) Printed names and signatures of authorized officials; and
(3) The assurance specified in the ap- plicable paragraph.
(c) Provision of assurances. The cus- tomer or other subsequent entity in the distribution chain for a food that provides a written assurance under paragraph (a)(2), (3), or (4) of this sec- tion must act consistently with the as- surance and document its actions taken to satisfy the written assurance.

§ 1.508   What corrective actions must I take under my FSVP?
(a) You must promptly take appro- priate corrective actions if you deter- mine that a foreign supplier of  food you import does not produce the food in compliance with processes and pro- cedures that provide at least the same level of public health protection as those required under section 418 or 419
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of the Federal Food, Drug, and Cos- metic Act, if either is  applicable,  and the implementing regulations, or pro- duces food that is adulterated under section 402 or misbranded under section 403(w) (if applicable) of the Federal Food, Drug, and Cosmetic Act. This de- termination could be based on a review of consumer, customer, or other com- plaints related to food safety, the verification  activities  conducted  under
§ 1.506 or § 1.511(c), a reevaluation of the risks posed by the food and the foreign supplier’s performance conducted under § 1.505(c) or (d), or any other rel- evant information you obtain. The ap- propriate corrective actions will de- pend on the circumstances but could include discontinuing use of the foreign supplier until the cause or causes of noncompliance, adulteration, or mis- branding have been adequately ad- dressed. You must document any cor- rective actions you take in accordance with this paragraph.
(b) If you determine, by means other than the verification activities con- ducted under § 1.506 or § 1.511(c) or a re- evaluation conducted under § 1.505(c) or (d), that a foreign supplier of food that you import does not produce food in compliance with processes and proce- dures that provide at least the same level of public health protection as those required under section 418 or 419 of the Federal Food, Drug, and Cos- metic Act, if either is applicable, and the implementing regulations, or pro- duces food that is adulterated under section 402 or misbranded under section 403(w) (if applicable) of the Federal Food, Drug, and Cosmetic Act, you must promptly investigate to deter- mine whether your FSVP is adequate and, when appropriate, modify your FSVP. You must document any inves- tigations, corrective actions, and changes to your FSVP that you under- take in accordance with this para- graph.
(c) This section does not limit your obligations with respect to other laws enforced by FDA, such as those relat- ing to product recalls.

§ 1.509   How   must   the   importer   be identified at entry?
(a) You must ensure that, for each line entry of food product offered for
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importation into the United States, your name, electronic mail address, and unique facility identifier recog- nized as acceptable by FDA, identi- fying you as the importer of the food, are provided electronically when filing entry with U.S. Customs and Border Protection.
(b) Before an article of food is im- ported or offered for import into the United States, the foreign owner or consignee  of  the  food  (if  there  is  no
U.S. owner or consignee) must des- ignate a U.S. agent or representative as the importer of the food for the pur- poses of the definition of ‘‘importer’’ in
§ 1.500.

§ 1.510   How must I maintain records of my FSVP?
(a) General requirements for records. (1) You must keep records as original records, true copies (such as photo- copies, pictures, scanned copies, micro- film, microfiche, or other accurate re- productions of the original records), or electronic records.
(2) You must sign and date records concerning your FSVP upon initial completion and upon any modification of the FSVP.
(3) All records must be legible and stored to prevent deterioration or loss.
(b) Record availability. (1) You must make all records required under this subpart available promptly to an au- thorized FDA representative, upon re- quest, for inspection and copying. Upon FDA request, you must provide within a reasonable time an English trans- lation of records maintained in a lan- guage other than English.
(2) Offsite storage of records, includ- ing records maintained by other enti- ties in accordance with § 1.504, § 1.505, or
§ 1.506, is permitted if such records can be retrieved and provided onsite within
24 hours of request for official review. Electronic records are considered to be onsite if  they  are  accessible  from an onsite location.
(3) If requested in writing by FDA, you must send records to the Agency electronically, or through another means that delivers the records promptly, rather than making the records available for review at your place of business.
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(c) Record retention. (1) Except as specified in paragraph (c)(2) of this sec- tion, you must retain records ref- erenced in this subpart until at least 2 years after you created or obtained the records.
(2) You must retain records that re- late to your processes and procedures, including the results of evaluations and determinations you conduct, for at least 2 years after their use is discon- tinued (e.g., because you no longer im- port a particular food, you no longer use a particular foreign supplier, you have reevaluated the risks associated with a food and the foreign supplier, or you have changed your supplier verification activities  for a particular food and foreign supplier).
(d) Electronic records. Records that are established or maintained to sat- isfy the requirements of this subpart and that  meet the definition  of elec- tronic records in § 11.3(b)(6) of this chapter are exempt from the require- ments of part 11 of this chapter. Records that satisfy the requirements of this subpart, but that also are re- quired under other applicable statutory provisions or regulations, remain sub- ject to part 11.
(e) Use of existing records. (1) You do not need to duplicate existing records you have (e.g., records that you main- tain to comply with other Federal, State, or local regulations) if they con- tain all of the information required by this subpart. You may supplement any such existing records as necessary to include all of the information required by this subpart.
(2) You do not need to maintain the information required by this subpart in one set of records. If existing records you have contain some of the required information, you may maintain any new information required by this sub- part either separately or combined with the existing records.
(f) Public disclosure. Records obtained by FDA in accordance with this sub- part are subject to the disclosure re- quirements under part 20 of this chap- ter.


§ 1.511 What FSVP must I have if I am importing a food subject to certain dietary supplement current good manufacturing practice regula- tions?
(a) Importers subject to certain dietary supplement current good manufacturing regulations. If you are required to es- tablish specifications under § 111.70(b) or (d) of this chapter with respect to a food that is a dietary supplement or di- etary supplement component you im- port for further manufacturing, proc- essing, or packaging as a dietary sup- plement, and you are in compliance with the requirements in §§ 111.73 and
111.75 of this chapter applicable to de- termining whether the specifications you established are met for such food, then for that food you must comply with the requirements in §§ 1.503 and 1.509, but you are not required to com- ply with the requirements in § 1.502,
§§ 1.504 through 1.508, or § 1.510. This re- quirement does not limit your obliga- tions with respect to part 111 of this chapter or any other laws enforced by FDA.
(b) Importers whose customer  is  subject to  certain  dietary  supplement   current good  manufacturing  practice   regulations. If your customer is required to estab- lish specifications under § 111.70(b) or
(d) of this chapter with respect to  a food that is a dietary supplement or di- etary supplement component you im- port for further manufacturing, proc- essing, or packaging as a dietary sup- plement, your customer is in compli- ance with the requirements of §§ 111.73 and 111.75 of this chapter applicable to determining whether the specifications it established are met for such  food, and you annually obtain from your customer written assurance that it is in compliance with those requirements, then for that food you must comply with the requirements in §§ 1.503, 1.509, and 1.510, but you are not required to comply with the requirements in § 1.502 or §§ 1.504 through 1.508.
(c) Other importers of dietary supple- ments—(1) General. If the food you im- port is a dietary supplement and nei- ther paragraph (a) or (b) of this section is applicable, you must comply with paragraph (c) of this section and the re- quirements in §§ 1.503, 1.505(a)(1)(ii) through (iv), (a)(2), and (b) through (d),
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and 1.508 through 1.510, but you are not required to comply with the require- ments in §§ 1.504, 1.505(a)(1)(i), 1.506, and
1.507. This requirement does not limit your  obligations  with  respect  to  part
111 of this chapter or any other laws enforced by FDA.
(2) Use of approved foreign suppliers. (i) You must establish and follow written procedures to ensure that you import foods only from foreign suppliers that you have approved based on the evalua- tion conducted under § 1.505 (or, when necessary and appropriate, on a tem- porary basis from unapproved foreign suppliers whose foods you subject to adequate verification activities before importing the food). You must docu- ment your use of these procedures.
(ii) You may rely on an entity other than the foreign supplier to establish the procedures and perform and docu- ment the activities required under paragraph (c)(2)(i) of this section pro- vided that you review and assess that entity’s documentation of the proce- dures and activities, and you document your review and assessment.
(3) Foreign supplier verification proce- dures. You must establish and follow adequate written procedures for ensur- ing that appropriate foreign supplier verification activities are conducted with respect to the foods you import.
(4) Determination of appropriate foreign supplier verification activities—(i) Gen- eral. Except as provided in paragraph (c)(4)(iii) of this section, before import- ing a dietary supplement from a for- eign supplier, you must determine and document which verification activity or activities listed in paragraphs (c)(4)(ii)(A) through (D) of this section, as well as the frequency with which the activity or activities must be con- ducted, are needed to provide adequate assurances that the foreign supplier is producing the dietary supplement in accordance with processes and proce- dures that provide the same level of public health protection as those re- quired under part 111 of this chapter. This determination must be based on the evaluation conducted under § 1.505.
(ii) Appropriate verification activities. The following are appropriate supplier verification activities:
(A) Onsite audits as specified in para- graph (c)(5)(i)(A) of this section;
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(B) Sampling and testing of a food as specified in paragraph (c)(5)(i)(B) of this section;
(C) Review of the foreign supplier’s relevant food safety records as speci- fied in paragraph (c)(5)(i)(C) of this sec- tion; and
(D) Other appropriate supplier verification activities as specified in paragraph (c)(5)(i)(D) of this section.
(iii) Reliance upon determination by other entity. You may rely on a deter- mination of appropriate foreign sup- plier verification activities in accord- ance with paragraph (c)(4)(i) of this section made by an entity other than the foreign supplier if you review and assess whether the entity’s determina- tion regarding appropriate activities (including the frequency with which such activities must be conducted) is appropriate based on the evaluation conducted in accordance with § 1.505. You must document your review and assessment, including documenting that the determination of appropriate verification activities was made by a qualified individual.
(5) Performance of foreign supplier verification activities. (i) Except as pro- vided in paragraph (c)(5)(ii) of this sec- tion, for each dietary supplement you import under paragraph (c) of this sec- tion, you must conduct (and document) or obtain documentation of one or more of the verification activities list- ed  in  paragraphs  (c)(5)(i)(A)  through
(D) of this section before importing the dietary supplement and periodically thereafter.
(A) Onsite auditing. You conduct (and document) or obtain documentation of a periodic onsite audit of your foreign supplier.
(1) An onsite audit of a foreign sup- plier must be performed by a qualified auditor.
(2) The onsite audit must consider the applicable requirements of part 111 of this chapter and include a review of the foreign supplier’s written food safe- ty plan, if any, and its implementation (or, when applicable, an onsite audit may consider relevant laws and regula- tions of a country whose food safety system FDA has officially  recognized as comparable or determined to be equivalent to that of the United States).
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(3) If the  onsite audit  is conducted solely to meet the requirements of paragraph (c)(5) of this section by an audit agent of a certification body that is accredited in accordance with sub- part M of this part, the audit is not subject to the requirements in that subpart.
(4) You must retain documentation of each onsite audit, including the audit procedures, the dates the audit was conducted, the conclusions of the audit, any corrective actions taken in response to significant deficiencies identified during the audit, and docu- mentation that the audit was con- ducted by a qualified auditor.
(5) The following inspection results may be substituted for an onsite audit, provided that the inspection was con- ducted within 1 year of the date by which the onsite audit would have been required to be conducted:
(i) The written results of appropriate inspection of the foreign supplier for compliance with the applicable re- quirements in part 111 of this chapter conducted by FDA, representatives of other Federal Agencies (such as the USDA), or representatives of State, local, tribal, or territorial agencies; or
(ii) The written results of an inspec- tion by the food safety authority of a country whose food safety system FDA has officially recognized as comparable or determined to be equivalent to that of the United States, provided that the food that is the subject of the onsite audit is within the scope of the official recognition or equivalence determina- tion, and the foreign supplier is in, and under the regulatory oversight of, such country.
(B) Sampling and testing of the food. You must retain documentation  of each sampling and testing of a dietary supplement, including identification of the food tested (including lot number, as appropriate), the number of samples tested, the test(s) conducted (including the analytical method(s) used), the date(s) on which the test(s) were con- ducted and the date of the report of the testing, the results of the testing, any corrective actions taken in response to detection of hazards, information iden- tifying the laboratory conducting the testing,  and  documentation  that  the


testing  was  conducted  by  a  qualified individual.
(C) Review of the foreign supplier’s food safety records. You must retain docu- mentation of each record review, in- cluding the date(s) of review, the gen- eral nature of the records reviewed, the conclusions of the review, any correc- tive actions taken in response to sig- nificant deficiencies identified during the review, and documentation that the review was conducted by a quali- fied individual.
(D) Other appropriate activity. (1) You may conduct (and document) or obtain documentation of other supplier verification activities that are appro- priate based on foreign supplier per- formance and the risk associated with the food.
(2) You must retain documentation of each activity conducted in accordance with paragraph (c)(5)(i)(D)(1) of this section, including a description of the activity, the date on which it was con- ducted, the findings or results of the activity, any corrective  actions  taken in response to significant deficiencies identified, and documentation that the activity was conducted by a qualified individual.
(ii) Reliance upon performance of ac- tivities by other entities. (A) Except as specified in paragraph (c)(5)(ii)(B) of this section, you may rely on supplier verification activities conducted in ac- cordance with paragraph (c)(5)(i) by an- other entity provided that you review and assess the results of these activi- ties in accordance with paragraph (c)(5)(iii) of this section.
(B) You may not rely on the foreign supplier or employees of the foreign supplier to perform supplier verification activities, except with re- spect to sampling and testing of food in accordance with paragraph (c)(5)(i)(B) of this section.
(iii) Review of results of verification ac- tivities. You must promptly review and assess the results of the verification activities that you conduct or obtain documentation of under paragraph (c)(5)(i) of this section, or that are con- ducted by other entities in accordance with paragraph (c)(5)(ii) of this section. You must document your review and assessment of the results of verification  activities.  If  the  results
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show that the foreign supplier is not producing the dietary supplement in accordance with processes and proce- dures that provide the same level of public health protection as those re- quired under part 111 of this chapter, you must take appropriate action in accordance with § 1.508(a). You are not required to retain documentation of supplier verification activities con- ducted by other entities, provided that you can obtain the documentation and make it available to FDA in accord- ance with § 1.510(b).
(iv) Independence of qualified individ- uals conducting verification activities. There must not be any financial con- flicts of interest that influence the re- sults of  the  verification activities  set forth in paragraph (c)(5)(i) of this sec- tion, and payment must not be related to the results of the activity.

§ 1.512 What FSVP may I have if I am a very small importer or I am import- ing certain food from certain small foreign suppliers?
(a) Eligibility. This section applies only if:
(1) You are a very small importer; or
(2) You are importing certain food from certain small foreign suppliers as follows:
(i) The foreign supplier is a qualified facility as defined by § 117.3 or § 507.3 of this chapter;
(ii) You are importing produce from a foreign supplier that is a farm that grows produce and is not a covered farm under part 112 of this chapter in accordance with § 112.4(a) of this chap- ter, or in accordance with §§ 112.4(b) and 112.5 of this chapter; or
(iii) You are importing shell  eggs from a foreign supplier that is not sub- ject to the requirements of part 118 of this chapter because it has fewer than 3,000 laying hens.
(b) Applicable requirements—(1) Docu- mentation of eligibility—(i) Very small im- porter status. (A) If you are a very small importer and you choose to comply with the requirements in this section, you must document that you meet the definition  of  very  small  importer  in
§ 1.500 with respect to human food and/ or animal food before initially import- ing food as a very small importer and
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thereafter on an annual basis by De- cember 31 of each calendar year.
(B) For the purpose of determining whether you satisfy the definition of very small importer with respect to human food and/or animal food for a given calendar year, the relevant 3- year period of sales (and U.S. market value of human or animal food, as ap- propriate) is the period ending 1 year before the calendar year for which you intend to import food as a very small importer. The baseline year for calcu- lating the adjustment for inflation is 2011. If you conduct any food sales in currency other than U.S. dollars, you must use the relevant currency ex- change rate in effect on December 31 of the year in which sales occurred to cal- culate the value of these sales.
(ii) Small foreign supplier status. If you are a importing food from a small for- eign supplier as specified in paragraph (a)(2) of this section and you choose to comply with the requirements in this section, you must obtain written assur- ance that your foreign supplier meets the criteria in paragraph (a)(2)(i), (ii), or (iii) of this section before first ap- proving the supplier for an applicable calendar year and thereafter on an an- nual basis by December 31 of each cal- endar year, for the following calendar year.
(2) Additional requirements. If this sec- tion applies and you choose to comply with the requirements in paragraph (b) of this section, you also are required to comply   with   the   requirements   in
§§ 1.502, 1.503, and 1.509, but you are not required to comply with the  require- ments in §§ 1.504 through 1.508 or § 1.510.
(3) Foreign supplier verification  activi- ties. (i) If you are a very small im- porter, for each food you import, you must obtain written assurance, before importing the food and at least every 2 years thereafter, that your foreign sup- plier is producing the food in compli- ance with processes  and  procedures that provide at least the same level of public health protection as those re- quired under section 418 or 419 of the Federal Food, Drug, and Cosmetic Act, if either is applicable, and the imple- menting regulations, and is producing the food in compliance with sections 402 and 403(w) (if applicable) of the Fed- eral Food, Drug, and Cosmetic Act.
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(ii) If your foreign supplier is a quali- fied  facility  as  defined  by  § 117.3  or
§ 507.3 of this chapter and you choose to comply with the requirements in this section, you must obtain written assur- ance before importing the food and at least every 2 years thereafter that the foreign supplier is producing the food in compliance with applicable FDA food safety regulations (or, when appli- cable, the relevant laws and regula- tions of a country whose food safety system FDA has officially  recognized as comparable or determined to be equivalent to that of the United States). The written assurance must include either:
(A) A brief description of the preven- tive controls that the supplier is imple- menting to control the applicable haz- ard in the food; or
(B) A statement that the supplier is in compliance with State, local, coun- ty, tribal, or other applicable non-Fed- eral food safety law, including relevant laws and regulations of foreign coun- tries.
(iii) If your foreign supplier is a farm that grows produce and is not a  cov- ered farm under part 112 of this chapter in accordance with § 112.4(a) of this chapter,     or     in     accordance     with
§§ 112.4(b) and 112.5 of this chapter, and you choose to comply with the require- ments in this section, you must obtain written assurance before importing the produce and at least every 2 years thereafter that the farm acknowledges that its food is subject to section 402 of the Federal Food, Drug, and Cosmetic Act (or, when  applicable,  that  its  food is subject to relevant laws and regula- tions of a country whose food safety system FDA has officially  recognized as comparable or determined to be equivalent to that  of  the  United States).
(iv) If your foreign supplier is a shell egg producer that is not subject to the requirements of part 118 of this chapter because it has fewer than 3,000 laying hens and you choose to  comply  with the requirements in this section, you must obtain written assurance before importing the shell eggs and at least every 2 years thereafter that the shell egg producer acknowledges  that  its food is subject to section 402 of the Federal Food, Drug, and Cosmetic Act


(or, when applicable, that  its food is subject to relevant laws and regula- tions of a country whose food safety system FDA has officially  recognized as comparable or determined to be equivalent to that of the United States) .
(4) Corrective actions. You must promptly take appropriate corrective actions if you determine that a foreign supplier of food you import does not produce the food consistent with the assurance provided in accordance with
§ 1.512(b)(3)(i) through (iv). The appro- priate corrective actions will  depend on the circumstances but could include discontinuing use of the foreign sup- plier until the cause or causes of non- compliance, adulteration, or mis- branding have been adequately ad- dressed. You must document any cor- rective actions you take in accordance with this paragraph (b)(4). This para- graph (b)(4) does not limit your obliga- tions with respect to other laws en- forced by FDA, such as those relating to product recalls.
(5) Records—(i) General requirements for records. (A) You must keep records as original records, true copies (such as photocopies, pictures, scanned copies, microfilm, microfiche, or other accu- rate reproductions of the original records), or electronic records.
(B) You must sign and date records concerning your FSVP upon initial completion and upon any modification of the FSVP.
(C) All records must be legible and stored to prevent deterioration or loss.
(ii) Availability. (A) You must  make all records required under this subpart available promptly to an authorized FDA representative, upon request, for inspection and copying. Upon FDA re- quest, you must provide within a rea- sonable time an English translation of records maintained in a language other than English.
(B) Offsite storage of records, includ- ing records retained by other entities in accordance with paragraph (c) of this section, is permitted if such records can be retrieved and provided onsite within 24 hours of request for of- ficial review. Electronic records are considered to be onsite if they are ac- cessible from an onsite location.
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(C) If requested in writing by FDA, you must send records to the Agency electronically or through another means that delivers the records promptly, rather than making the records available for review at your place of business.
(iii) Record retention. (A) Except as specified in paragraph (b)(5)(iii)(B) or
(C) of this section, you must retain records required under this subpart for a period of at least 2 years after you created or obtained the records.
(B) If you are subject to paragraph (c) of this section, you must retain records that relate to your processes and pro- cedures, including the results of eval- uations of foreign suppliers and proce- dures to ensure the use of approved suppliers, for at least 2 years after their use is discontinued (e.g., because you have reevaluated a foreign sup- plier’s compliance history or changed your procedures to ensure the use of approved suppliers).
(C) You must retain for at least 3 years records that you rely on during the 3-year period preceding the applica- ble calendar year to support your sta- tus as a very small importer.
(iv) Electronic records. Records that are established or maintained to sat- isfy the requirements of this subpart and that  meet the definition  of elec- tronic records in § 11.3(b)(6) of this chapter are exempt from the require- ments of part 11 of this chapter. Records that satisfy the requirements of this part, but that also are required under other applicable statutory provi- sions or regulations, remain subject to part 11.
(v) Use of existing records. (A) You do not need to duplicate existing records you have (e.g., records that you main- tain to comply with other Federal, State, or local regulations) if they con- tain all of the information required by this subpart. You may supplement any such existing records as necessary to include all of the information required by this subpart.
(B) You do not need to maintain the information required by this subpart in one set of records. If existing records you have contain some of the required information, you may maintain any new information required by this sub-


21 CFR Ch. I (4–1–16 Edition)

part  either  separately  or  combined with the existing records.
(vi) Public disclosure. Records ob- tained by FDA in accordance with this subpart are subject to the disclosure requirements under part 20 of this chapter.
(c) Requirements for importers of food from certain small foreign suppliers. The following additional requirements apply if you are importing food from certain small foreign suppliers as spec- ified in paragraph (a)(2) of this section and you are not a very small importer:
(1) Evaluation of foreign supplier com- pliance history—(i) Initial evaluation. In approving your foreign suppliers, you must evaluate the applicable FDA food safety regulations and information rel- evant to the foreign supplier’s compli- ance with those regulations, including whether the foreign supplier is the sub- ject of an FDA warning letter, import alert, or other FDA compliance action related to food safety, and document the evaluation. You may also consider other factors relevant to a foreign sup- plier’s performance, including those specified in § 1.505(a)(1)(iii)(A) and (C).
(ii) Reevaluation of foreign supplier compliance history. (A) Except as speci- fied in paragraph (c)(1)(iii) of this sec- tion, you must promptly reevaluate the concerns associated with the for- eign supplier’s compliance history when you become aware of new infor- mation about the matters in paragraph (c)(1)(i) of this section, and the reevalu- ation must be documented. If you de- termine that the concerns associated with importing a food from a foreign supplier have changed, you must promptly determine (and document) whether it is appropriate to continue to import the food from the foreign supplier.
(B) If at the end of any 3-year period you have not reevaluated the concerns associated with the foreign supplier’s compliance history in accordance with paragraph (c)(1)(ii)(A) of this  section, you must reevaluate those concerns and take other appropriate actions, if necessary, in accordance with para- graph (c)(1)(ii)(A). You must document your reevaluation and any subsequent actions you take in accordance with paragraph (c)(1)(ii)(A).
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(iii) Review of another entity’s evalua- tion or reevaluation of foreign supplier compliance history. If an entity other than the foreign supplier has, using a qualified individual, performed the evaluation described in paragraph (c)(1)(i) of this section or the reevalua- tion described in paragraph (c)(1)(ii), you may meet the requirements of the applicable paragraph by reviewing and assessing the evaluation or reevalua- tion conducted by that entity. You must document your review and assess- ment, including documenting that the evaluation or reevaluation was con- ducted by a qualified individual.
(2) Approval of foreign supplier. You must approve your foreign suppliers on the basis of the evaluation you con- ducted under paragraph (c)(1)(i) of this section or that you review and assess under paragraph (c)(1)(iii) of this sec- tion, and document your approval.
(3) Use of approved foreign suppliers. (i) You must establish and follow written procedures to ensure that you import foods only from foreign suppliers you have approved based on the evaluation conducted under paragraph (c)(1)(i) of this section (or, when necessary and appropriate, on a temporary basis from unapproved foreign suppliers whose foods you subject to adequate verification activities before importing the food). You must document your use of these procedures.
(ii) You may rely on an entity other than the foreign supplier to establish the procedures and perform and docu- ment the activities required under paragraph (c)(3)(i) of this section pro- vided that you review and assess that entity’s documentation of the proce- dures and activities, and you document your review and assessment.

§ 1.513 What FSVP may I have if I am importing certain food from a coun- try with an officially recognized or equivalent food safety system?
(a) General. (1) If you meet the condi- tions  and  requirements  of  paragraph
(b) of this section for a food of the type specified in paragraph (a)(2) of this sec- tion that you are importing, then you are not required to comply with the re- quirements in §§ 1.504 through 1.508. You would still be required to comply


with the requirements in §§ 1.503, 1.509, and 1.510.
(2) This section applies to food that is not intended for further manufac- turing/processing, including packaged food products and raw agricultural commodities that will not be commer- cially processed further before con- sumption.
(b) Conditions and requirements. (1) Be- fore importing a food from the foreign supplier and annually thereafter, you must document that the foreign sup- plier is in, and under the regulatory oversight of, a country whose food safe- ty system FDA has officially recog- nized as comparable or determined to be equivalent to that of the United States, and that the food is within the scope of that official recognition or equivalency determination.
(2) Before importing a food from the foreign supplier, you must determine and document whether the foreign sup- plier of the food is in good compliance standing with the food safety authority of the country in which the foreign supplier is located. You must continue to monitor whether the foreign sup- plier is in good compliance standing and promptly review any information obtained. If the information indicates that food safety hazards associated with the food are not being signifi- cantly minimized or prevented, you must take prompt corrective action. The appropriate corrective action will depend on the circumstances but could include discontinuing use of the foreign supplier. You must document any cor- rective actions that you undertake in accordance with this paragraph (b)(2).

§ 1.514 What are some consequences of failing to comply with the require- ments of this subpart?
(a) Refusal of admission. An article of food is subject to refusal of admission under section 801(a)(3) of the Federal Food, Drug, and Cosmetic Act if it ap- pears that the importer of that food fails to comply with this subpart with respect to that food. If there is no U.S. owner or consignee of an article of food at the time the food is offered for entry into the United States, the article of food may not be imported into the United States unless the foreign owner









§ 1.600

or consignee has appropriately des- ignated a U.S. agent or representative as  the  importer  in  accordance  with
§ 1.500.
(b) Prohibited act. The importation or offering for importation into  the United States of an article of food without the importer having an FSVP that meets the requirements of section 805 of the Federal Food, Drug, and Cos- metic Act, including  the  requirements of this subpart, is prohibited under sec- tion 301(zz) of the Federal Food, Drug, and Cosmetic Act.

Subpart M—Accreditation of Third-Party Certification Bod- ies To Conduct Food Safety Audits and To Issue Certifi- cations

SOURCE: 80 FR 74650, Nov. 27, 2015, unless
otherwise noted.

§ 1.600 What definitions apply to this subpart?
(a) The FD&C Act means the Federal Food, Drug, and Cosmetic Act.
(b) Except as otherwise defined in paragraph (c) of this section, the defi- nitions of terms in section 201 of the FD&C Act apply when the terms are used in this subpart.
(c) In addition, for the purposes of this subpart:
Accreditation means a determination by a recognized accreditation body (or, in the case of direct accreditation, by FDA) that a third-party certification body meets the applicable require- ments of this subpart.
Accreditation body means an author- ity that performs accreditation of third-party certification bodies.
Accredited   third-party    certification body means a third-party certification body that a recognized accreditation body (or, in the case of direct accredi- tation, FDA) has determined meets the applicable requirements of this subpart and is accredited to conduct food safe- ty audits and to issue food or facility certifications to eligible entities. An accredited third-party certification body has the same meaning as accred- ited third-party auditor as defined in section 808(a)(4) of the FD&C Act.
Assessment means:
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(i) With respect to an accreditation body, an evaluation by FDA of the competency and capacity of the accred- itation body under the applicable re- quirements of this subpart for the de- fined scope of recognition. An assess- ment of the competency and capacity of the accreditation body involves eval- uating the competency and capacity of the operations of the  accreditation body that are relevant to decisions on recognition and, if recognized, an eval- uation of its performance and the va- lidity of its accreditation decisions under the applicable requirements of this subpart.
(ii) With respect to a third-party cer- tification body, an evaluation by a rec- ognized accreditation body (or, in the case of direct accreditation, FDA) of the competency and capacity of a third-party certification body  under the applicable requirements of this subpart for the defined scope of accred- itation. An assessment of the com- petency and capacity of the third-party certification body involves evaluating the competency and capacity of the op- erations of the third-party certifi- cation body that are relevant to deci- sions on accreditation and, if accred- ited, an evaluation of its performance and the validity of its audit results and certification decisions under the appli- cable requirements of this subpart.
Audit means the systematic and func- tionally independent examination of an eligible entity under this subpart by an accredited third-party certification body or by FDA. An audit conducted under this subpart is not considered an inspection under section 704 of the FD&C Act.
Audit agent means an individual who is an employee or other agent of an ac- credited third-party certification body who, although not individually accred- ited, is qualified to conduct food safety audits on behalf of an accredited third- party   certification   body.   An   audit agent includes a contractor of the ac- credited third-party certification body but  excludes  subcontractors  or  other agents	under	outsourcing	arrange- ments  for  conducting  food  safety  au- dits without direct control by the ac- credited third-party certification body.
Consultative audit means an audit of an eligible entity:
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(i) To determine whether such entity is in compliance with the applicable food safety requirements of the FD&C Act, FDA regulations, and industry standards and practices;
(ii) The results of which are for inter- nal purposes only; and
(iii) That is conducted in preparation for a regulatory audit; only the results of a regulatory audit may form the basis for issuance of a food or facility certification under this subpart.
Direct accreditation means accredita- tion of a third-party certification body by FDA.
Eligible entity means a foreign entity in the import supply chain of food for consumption in the United States that chooses to be subject to a food safety audit under this subpart conducted by an accredited third-party certification body. Eligible entities include foreign facilities required to be registered under subpart H of this part.
Facility means any structure, or structures of an eligible entity under one ownership at one general physical location, or, in the case of a mobile fa- cility, traveling to multiple locations, that manufactures/processes, packs, holds, grows, harvests, or raises ani- mals for food for consumption in the United States. Transport vehicles are not facilities if they hold food only in the usual course of business as carriers. A facility may consist of one or more contiguous structures, and a single building may house more than one dis- tinct facility if the facilities are under separate ownership. The private resi- dence of an individual is not a facility. Non-bottled water drinking water col- lection and distribution establishments and their structures are not facilities. Facilities for the purposes of this sub- part are not limited to facilities re- quired to be registered under subpart H of this part.
Facility certification means an attesta- tion, issued for purposes of  section 801(q) or 806 of the FD&C Act by an ac- credited third-party certification body, after conducting  a  regulatory  audit and any other activities necessary to establish whether a facility complies with the applicable food safety require- ments of the FD&C Act and FDA regu- lations.


Food has the meaning given in sec- tion 201(f) of the FD&C Act, except that food does not include  pesticides (as defined in 7 U.S.C. 136(u)).
Food certification means an attesta- tion, issued for purposes of section 801(q) of the FD&C Act by an accred- ited third-party certification body, after conducting a regulatory audit and any other activities necessary to establish whether a food of an eligible entity complies with the applicable food safety requirements of the FD&C Act and FDA regulations.
Food safety audit means a regulatory audit or a consultative audit that is conducted to determine compliance with the applicable food safety require- ments of the FD&C Act, FDA regula- tions, and for consultative audits, also includes conformance with industry standards and practices. An eligible en- tity must declare that an audit is to be conducted as a regulatory audit or con- sultative audit at the time of audit planning and the audit will be con- ducted on an unannounced basis under this subpart.
Foreign cooperative means an autono- mous association of persons, identified as members, who are united through a jointly owned enterprise to aggregate food from member growers or proc- essors that is intended for export  to the United States.
Recognized accreditation  body  means an accreditation body that FDA has de- termined meets the applicable require- ments of this subpart and is authorized to accredit third-party certification bodies under this subpart.
Regulatory audit means an audit of an eligible entity:
(i) To determine whether such entity is in compliance with the applicable food safety requirements of the FD&C Act and FDA regulations; and
(ii) The results of which are used in determining eligibility for certification under section 801(q) or under section 806 of the FD&C Act.
Relinquishment means:
(i) With respect to an accreditation body, a decision to cede voluntarily its authority to accredit third-party cer- tification bodies as a recognized ac- creditation body prior to expiration of its recognition under this subpart; and
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(ii) With respect to a third-party cer- tification body, a decision to cede vol- untarily its authority to conduct food safety audits and to issue food and fa- cility certifications to eligible entities as an accredited third-party certifi- cation body prior to expiration of its accreditation under this subpart.
Self-assessment means an evaluation conducted by a recognized accredita- tion body or by an accredited third- party certification body of its com- petency and capacity under the appli- cable requirements of this subpart for the defined scope of recognition or ac- creditation. For recognized accredita- tion bodies this involves evaluating the competency and capacity of the entire operations of the accreditation body and the validity of its accreditation de- cisions under the applicable require- ments of this subpart. For accredited third-party certification bodies this in- volves evaluating the competency and capacity of the entire operations of the third-party certification body and the validity of its audit results under the applicable requirements of this sub- part.
Third-party certification body has the same meaning as third-party auditor as that term is defined in section 808(a)(3) of the FD&C Act and means a foreign government, agency of a foreign gov- ernment, foreign cooperative, or any other third party that is eligible to be considered for accreditation to conduct food safety audits and to certify that eligible entities meet the applicable food safety requirements of the FD&C Act and FDA regulations. A third- party certification body may be a sin- gle individual or an organization. Once accredited, a third-party certification body may use audit agents to conduct food safety audits.
§ 1.601   Who is subject to this subpart?
(a) Accreditation bodies. Any accredi- tation body seeking recognition from FDA to accredit third-party certifi- cation bodies to conduct food safety audits and to issue food and facility certifications under this subpart.
(b) Third-party certification  bodies. Any third-party certification body seeking accreditation from a recog- nized accreditation body or direct ac- creditation by FDA for:
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(1) Conducting food safety audits; and
(2) Issuing certifications that may be used in satisfying a condition of admis- sibility of an article of food under sec- tion 801(q) of the FD&C Act; or issuing a facility certification for meeting the eligibility requirements for the Vol- untary Qualified Importer Program under section 806 of the FD&C Act.
(c) Eligible entities. Any eligible entity seeking a food safety audit or a food or facility certification from an accred- ited third-party certification body under this subpart.
(d) Limited exemptions from section 801(q) of the FD&C Act—(1) Alcoholic beverages. (i) Any certification required under section 801(q) of the FD&C Act does not apply with respect to alco- holic beverages from an eligible entity that is a facility that meets the fol- lowing two conditions:
(A) Under the Federal Alcohol Ad- ministration Act (27 U.S.C. 201 et seq.) or chapter 51 of subtitle E of the Inter- nal Revenue Code of 1986 (26 U.S.C. 5001 et seq.), the facility is a foreign facility of a type that, if it were a domestic fa- cility, would require obtaining a per- mit from, registering with, or obtain- ing approval of a notice or application from the Secretary of the Treasury as a condition of doing business in the United States; and
(B) Under section 415 of the FD&C Act, the facility is required to register as a facility because it is engaged in manufacturing/processing one or more alcoholic beverages.
(ii) Any certification required under section 801(q) of the FD&C Act does not apply with respect to food that is not an alcoholic beverage that is received and distributed by a facility described in paragraph (d)(1)(i) of this section, provided such food:
(A) Is received and distributed in pre- packaged form that prevents any direct human contact with such food; and
(B) Constitutes not more than 5 per- cent of the overall sales of the facility, as determined by the Secretary of the Treasury.
(iii) Any certification required under section 801(q) of the FD&C Act does not apply with respect to raw materials or other ingredients that are imported for use in alcoholic beverages provided that:
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(A) The imported raw materials or other ingredients are used in the manu- facturing/processing, packing, or hold- ing of alcoholic beverages;
(B) Such manufacturing/processing, packing, or holding is performed by the importer;
(C) The importer is required to reg- ister under section 415 of the Federal Food, Drug, and Cosmetic Act; and
(D) The importer is exempt from the regulations in part 117 of this chapter in accordance with § 117.5(i).
(2) Certain meat, poultry, and egg prod- ucts. Any  certification  required under section 801(q) of the FD&C Act does not apply with respect to:
(i) Meat food products that at the time of importation are subject to the requirements of the United States De- partment of Agriculture (USDA) under the  Federal  Meat  Inspection  Act  (21
U.S.C. 601 et seq.);
(ii) Poultry products that at the time of importation are subject to the re- quirements of the USDA under the Poultry  Products  Inspection  Act  (21
U.S.C. 451 et seq.); and
(iii) Egg products that at the time of importation are subject to the require- ments of the USDA under the Egg Products Inspection Act (21 U.S.C. 1031 et  seq.).
RECOGNITION OF ACCREDITATION BODIES UNDER  THIS  SUBPART

§ 1.610 Who is eligible to seek recogni- tion?
An accreditation body is eligible to seek recognition by FDA if it can dem- onstrate that it meets the require- ments of §§ 1.611 through 1.615. The ac- creditation body may use documenta- tion of conformance with International Organization for Standardization/Inter- national Electrotechnical Commission (ISO/IEC) 17011:2004, supplemented as necessary, in meeting the applicable requirements of this subpart.

§ 1.611 What legal authority must an accreditation body have to  qualify for recognition?
(a) An accreditation body seeking recognition must demonstrate that it has the authority (as a governmental entity or as a legal entity with con- tractual rights) to perform assessments of  a  third-party  certification  body  as


are necessary to determine its capa- bility to conduct audits and certify food facilities and food, including au- thority to:
(1) Review any relevant records;
(2) Conduct onsite assessments of the performance of third-party  certifi- cation bodies, such as by witnessing the performance of a representative sample of its agents (or, in the case of a third-party certification body that is an individual, such individual) con- ducting a representative sample of au- dits;
(3) Perform any reassessments or sur- veillance necessary to monitor compli- ance of accredited third-party certifi- cation bodies; and
(4) Suspend, withdraw, or reduce the scope of accreditation for failure to comply with the requirements of ac- creditation.
(b) An accreditation body seeking recognition must demonstrate  that  it is capable of exerting the authority (as a governmental entity or as a legal en- tity with contractual rights) necessary to meet the applicable requirements of this subpart, if recognized.

§ 1.612 What competency and capacity must an accreditation body have to qualify for recognition?
An accreditation body seeking rec- ognition must demonstrate that it has:
(a) The resources required to ade- quately implement its accreditation program, including:
(1) Adequate numbers of employees and other agents with relevant knowl- edge, skills, and experience to effec- tively evaluate the qualifications of third-party certification bodies seeking accreditation and to effectively mon- itor the performance of accredited third-party certification bodies; and
(2) Adequate financial resources for its operations; and
(b) The capability to meet the appli- cable assessment and monitoring re- quirements, the reporting and notifica- tion requirements, and the procedures of this subpart, if recognized.

§ 1.613 What protections against con- flicts of interest must an accredita- tion body have to qualify for rec- ognition?
An accreditation body must dem- onstrate that it has:
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(a) Implemented written measures to protect against conflicts of interest be- tween the accreditation body (and its officers, employees, and other agents involved in accreditation  activities) and any third-party certification body (and its officers, employees, and other agents involved in auditing and certifi- cation activities) seeking accreditation from, or accredited by, such accredita- tion body; and
(b) The capability to meet the appli- cable conflict of interest requirements of this subpart, if recognized.

§ 1.614 What quality assurance proce- dures must an accreditation body have to qualify for recognition?
An accreditation body seeking rec- ognition must demonstrate that it has:
(a) Implemented a written program for monitoring and evaluating the per- formance of its officers, employees, and other agents and its accreditation pro- gram, including procedures to:
(1) Identify areas in its accreditation program or performance where defi- ciencies exist; and
(2) Quickly execute corrective ac- tions that effectively address defi- ciencies when identified; and
(b) The capability to meet the appli- cable quality assurance  requirements of this subpart, if recognized.

§ 1.615 What records procedures must an accreditation body have to qual- ify for recognition?
An accreditation body seeking rec- ognition must demonstrate that it has:
(a) Implemented written procedures to establish, control, and  retain records (including documents and data) for the period of time necessary to meet its contractual and legal obliga- tions pertaining to this subpart and to provide an adequate basis for evalu- ating its program and performance; and
(b) The capability to meet the appli- cable reporting and notification re- quirements of this subpart, if recog- nized.
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REQUIREMENTS FOR ACCREDITATION BOD- IES THAT HAVE BEEN RECOGNIZED UNDER  THIS  SUBPART

§ 1.620 How must a recognized accredi- tation body evaluate third-party certification bodies seeking accredi- tation?
(a) Prior to accrediting a third-party certification body under this subpart, a recognized accreditation body must perform, at a minimum, the following:
(1) In the case of a foreign govern- ment or an agency of a foreign govern- ment, such reviews and audits of the government’s or agency’s food safety programs, systems, and standards as are necessary to determine that it meets  the  eligibility  requirements  of
§ 1.640(b).
(2) In the case of a foreign coopera- tive or any other third-party seeking accreditation as a third-party certifi- cation body, such reviews and audits of the training and qualifications of agents conducting audits for such coop- erative or other third party (or in the case of a third-party certification body that is an individual, such individual) and such reviews of internal systems and any other investigation of the co- operative or other third party nec- essary to determine that it meets the eligibility requirements of § 1.640(c).
(3) In conducting a review and audit under paragraph (a)(1) or (2) of this sec- tion, an observation of a representative sample of onsite audits examining compliance with the applicable food safety requirements of the FD&C Act and FDA regulations as conducted by the third-party certification body  or its agents (or, in the case of a third- party certification body that is an indi- vidual, such individual).
(b) A recognized accreditation body must require a third-party certifi- cation body, as a condition of accredi- tation under this subpart, to comply with the reports and notification re- quirements of §§ 1.652 and 1.656 and to agree to submit to FDA, electronically and in English, any food or facility cer- tifications it issues for purposes of sec- tions 801(q) or 806 of the FD&C Act.
(c) A recognized accreditation body must maintain records on any denial of accreditation (in whole or in part) and








Food and Drug Administration, HHS	§ 1.622


on any withdrawal, suspension, or re- duction in scope of accreditation of a third-party certification body under this subpart. The records must include the name and contact information for the third-party certification body; the date of the action; the scope of accredi- tation denied, withdrawn, suspended, or reduced; and the basis for such ac- tion.
(d) A recognized accreditation body must notify any third-party certifi- cation body of an adverse decision as- sociated with its accreditation under this subpart, including denial of ac- creditation or the withdrawal, suspen- sion, or reduction in the scope of its ac- creditation. The recognized accredita- tion body must establish and imple- ment written procedures for receiving and addressing appeals from any third- party certification body challenging such an adverse decision and for inves- tigating and deciding on appeals in a fair and meaningful manner. The ap- peals procedures must provide similar protections to those offered by FDA under §§ 1.692 and 1.693, and include re- quirements to:
(1) Make the appeals procedures pub- licly available;
(2) Use competent persons, who may or may not be external to the recog- nized accreditation body, who are free from bias or prejudice and have not participated in the accreditation deci- sion or be subordinate to a person who has participated in the accreditation decision to investigate and decide ap- peals;
(3) Advise third-party certification bodies of the final decisions on their appeals; and
(4) Maintain records under § 1.625 of appeals, final decisions on appeals, and the bases for such decisions.

§ 1.621 How must a recognized accredi- tation body monitor the perform- ance of third-party certification bodies it accredited?
(a) A recognized accreditation body must annually conduct a comprehen- sive assessment of the performance of each third-party certification body it accredited under this subpart by re- viewing the accredited third-party cer- tification body’s self-assessments (in- cluding   information   on   compliance


with the conflict of interest require- ments of §§ 1.643 and 1.657); its regu- latory audit reports and notifications submitted to FDA under § 1.656; and any other information reasonably available to the recognized accredita- tion body regarding the compliance history of eligible entities the accred- ited third-party certification body cer- tified under this subpart; or that is otherwise relevant to a determination whether the accredited third-party cer- tification body is in compliance with this subpart.
(b) No later than 1 year after the ini- tial date of accreditation of the third- party certification body and every 2 years thereafter for duration of its ac- creditation under this subpart, a recog- nized accreditation body must conduct onsite observations of a representative sample of regulatory audits performed by the third-party certification body (or its audit agents) (or, in the case of a third-party certification body that is an individual, such individual) accred- ited under this subpart and must visit the accredited third-party certification body’s headquarters (or other location that manages audit agents conducting food safety audits under this subpart, if different than its headquarters). The recognized accreditation body will con- sider the results of such observations and visits in the annual assessment of the accredited third-party certification body required by paragraph (a) of this section.

§ 1.622 How must a recognized accredi- tation body monitor its own per- formance?
(a) A recognized accreditation body must annually, and as required under
§ 1.664(g), conduct a self-assessment that includes evaluation of compliance with this subpart, including:
(1) The performance of its officers, employees, or other agents involved in accreditation activities and the degree of consistency in conducting accredita- tion activities;
(2) The compliance of the recognized accreditation body and its officers, em- ployees, and other agents involved in accreditation activities, with the con- flict of interest requirements of § 1.624; and
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(3) If requested by FDA, any other as- pects of its performance relevant to a determination whether the recognized accreditation body is in compliance with this subpart.
(b) As a means to evaluate the recog- nized accreditation body’s  perform- ance, the self-assessment must include onsite observation of  regulatory  audits of a representative sample of third- party certification bodies it accredited under this subpart. In meeting this re- quirement, the recognized accredita- tion body may use the results of onsite observations performed under § 1.621(b).
(c) Based on the evaluations con- ducted under paragraphs (a) and (b) of this section, the recognized accredita- tion body must:
(1) Identify any area(s) where defi- ciencies exist;
(2) Quickly implement corrective ac- tion(s) that effectively address those deficiencies; and
(3) Establish and maintain records of any  such  corrective  action(s)  under
§ 1.625.
(d) The recognized accreditation body must   prepare,   and   as   required   by
§ 1.623(b) submit, a written report of the results of its self-assessment that in- cludes the following elements. Docu- mentation of conformance to ISO/IEC 17011:2004 may be used, supplemented as necessary, in meeting the require- ments of this paragraph.
(1) A description of any corrective ac- tions taken under paragraph (c) of this section;
(2) A statement disclosing the extent to which the recognized accreditation body, and its officers, employees, and other agents involved in accreditation activities, complied with  the  conflict of interest requirements in § 1.624; and
(3) A statement attesting to the ex- tent to which the recognized accredita- tion body complied with applicable re- quirements of this subpart.

§ 1.623 What reports and notifications must a recognized accreditation body submit to FDA?
(a) Reporting results of assessments of accredited third-party certification body performance. A recognized accreditation body must submit to FDA electroni- cally, in English, a report of the results of  any  assessment  conducted  under
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§ 1.621, no later than 45 days after com- pleting such assessment. The report must include an up-to-date list of any audit agents used by the accredited third-party certification body to con- duct food safety audits under this sub- part.
(b) Reporting results of recognized ac- creditation body self-assessments. A rec- ognized accreditation body must sub- mit to FDA electronically, in English:
(1) A report of the results of an an- nual  self-assessment  required  under
§ 1.622, no later than 45 days after com- pleting such self-assessment; and
(2) For a recognized accreditation body subject to § 1.664(g)(1), a report of such self-assessment to FDA within 60 days of the third-party certification body’s withdrawal. A recognized ac- creditation body may use a report pre- pared for conformance to ISO/IEC 17011:2004, supplemented as necessary, in meeting the requirements this sec- tion.
(c) Immediate notification to  FDA. A recognized accreditation body must no- tify FDA electronically, in English, immediately upon:
(1) Granting (including expanding the scope of) accreditation to a third-party certification body under this subpart, and include:
(i) The name, address, telephone number, and email address of the ac- credited third-party certification body;
(ii) The name of one or more officers of the accredited third-party certifi- cation body;
(iii) A list of the accredited third- party certification body’s audit agents; and
(iv) The scope of accreditation, the date on which it was granted, and its expiration date.
(2) Withdrawing, suspending, or re- ducing the scope of an accreditation under this subpart, and include:
(i) The basis for such action; and
(ii) Any additional changes to accred- itation information previously sub- mitted to FDA under paragraph (c)(1) of this section.
(3) Determining that a third-party certification body it  accredited  failed to comply with § 1.653 in issuing a food or facility certification under this sub- part, and include:
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(i) The basis for such determination; and
(ii) Any changes to accreditation in- formation previously submitted to FDA under paragraph (c)(1) of this sec- tion.
(d) Other notification to FDA. A recog- nized accreditation body must notify FDA electronically, in English, within 30 days after:
(1) Denying accreditation (in whole or in part) under this subpart and in- clude:
(i) The name, address, telephone number, and email address of the third- party certification body;
(ii) The name of one or more officers of the third-party certification body;
(iii) The scope of accreditation re- quested; and
(iv) The scope and basis for such de- nial.
(2) Making any significant change that would affect the manner in which it complies with the applicable require- ments of this subpart and include:
(i) A description of the change; and
(ii) An explanation for the purpose of the change.

§ 1.624 How must a recognized accredi- tation body protect against con- flicts of interest?
(a) A recognized accreditation body must implement a written program to protect against conflicts of interest be- tween the recognized accreditation body (and its officers, employees, and other agents involved in accreditation activities) and any third-party certifi- cation body (and its officers, employ- ees, and other agents involved in audit- ing and certification activities) seek- ing accreditation from, or accredited by, such recognized accreditation body, including the following:
(1) Ensuring that the recognized ac- creditation body (and its officers, em- ployees, or other agents involved in ac- creditation activities) does not own or have a financial interest in, manage, or otherwise control the third-party cer- tification body (or any affiliate, par- ent, or subsidiary); and
(2) Prohibiting officers, employees, or other agents involved in accreditation activities of the recognized accredita- tion body from accepting any money,


gift, gratuity, or item of value from the third-party certification body.
(3) The items specified in paragraph (a)(2) of this section do not include:
(i) Money representing payment of fees for accreditation services and re- imbursement of direct costs associated with an onsite assessment of the third- party certification body; or
(ii) Lunch of de minimis value pro- vided during the course of an assess- ment and on the premises where the as- sessment is conducted, if necessary to facilitate the efficient conduct of the assessment.
(b) A recognized accreditation body may accept the payment of fees for ac- creditation services and the reimburse- ment of direct costs associated with as- sessment of a certification body only after the date on which the report of such assessment was completed or the date of which the accreditation was issued, whichever comes later. Such payment is not considered a conflict of interest for purposes of paragraph (a) of this section.
(c) The financial interests of the spouses and children younger than 18 years of age of a recognized accredita- tion body’s officers, employees, and other agents involved in accreditation activities will be considered the finan- cial interests of such officers, employ- ees, and other agents involved in ac- creditation activities.
(d) A recognized accreditation body must maintain on its Web site an up- to-date list of the third-party certifi- cation bodies it accredited under this subpart and must identify the duration and scope of each accreditation and the date(s) on which the accredited third- party certification body paid any fee or reimbursement associated with such accreditation. If the accreditation of a certification body is suspended, with- drawn, or reduced in scope, this list must also include the date of suspen- sion, withdrawal, or reduction in scope and maintain that information for the duration of accreditation or until the suspension is lifted, the certification body is reaccredited, or the scope of ac- creditation is reinstated, whichever comes first.
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§ 1.625 What  records  requirements must an accreditation body that has been recognized meet?
(a) An accreditation body that has been recognized must maintain elec- tronically for 5 years records created while it is recognized (including docu- ments and data) demonstrating its compliance with this subpart, includ- ing records relating to:
(1) Applications for accreditation and renewal of accreditation under § 1.660;
(2) Decisions to grant, deny, suspend, withdraw, or expand or reduce the scope of an accreditation;
(3) Challenges to adverse accredita- tion decisions under § 1.620(c);
(4) Its monitoring of accredited third- party certification bodies under § 1.621;
(5) Self-assessments and corrective actions under § 1.622;
(6) Regulatory audit reports, includ- ing any supporting information,  that an accredited third-party certification body may have submitted;
(7) Any reports or notifications  to FDA under § 1.623, including any sup- porting information; and
(8) Records of fee payments and reim- bursement of direct costs.
(b) An accreditation body that has been recognized must make records re- quired by paragraph (a) of this section available for inspection and copying promptly upon written  request of  an authorized FDA officer or employee at the place of business of the accredita- tion body or at a reasonably accessible location. If the records required by paragraph (a) of this section are re- quested by FDA electronically, the records must be submitted to FDA electronically not later than 10 busi- ness days after the date of the request. Additionally, if the requested records are maintained in a language other than English, the accreditation body must electronically submit an English translation within a reasonable time.
(c) An accreditation body that has been recognized must not prevent or interfere with FDA’s access to its ac- credited third-party certification bod- ies and the accredited third-party cer- tification   body   records   required   by
§ 1.658.
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PROCEDURES FOR RECOGNITION OF AC- CREDITATION BODIES UNDER THIS SUB- PART

§ 1.630 How do I apply to FDA for rec- ognition or renewal of recognition?
(a) Applicant for recognition. An ac- creditation body seeking recognition must submit an application dem- onstrating that it meets the eligibility requirements in § 1.610.
(b) Applicant for renewal  of  recogni- tion. An accreditation body seeking re- newal of its accreditation must submit a renewal application demonstrating that it continues to meet the require- ments of this subpart.
(c) Submission. Recognition and re- newal applications and any documents provided as part of the application process must be submitted electroni- cally, in English. An applicant must provide any translation and interpreta- tion services needed by FDA during the processing of the application, including during onsite assessments of the appli- cant by FDA.
(d) Signature. Recognition and re- newal applications must be signed in the manner designated by FDA, by an individual authorized to act on behalf of the applicant for purposes of seeking recognition or renewal of recognition.

§ 1.631 How will FDA review my appli- cation for recognition or renewal of recognition and what happens once FDA decides on my application?
(a) Review of recognition or renewal ap- plication. FDA will examine an accredi- tation body’s recognition or renewal application for completeness and no- tify the applicant of any deficiencies. FDA will review an accreditation body’s recognition or renewal applica- tion on a first in, first out basis accord- ing to the date on which the completed application was submitted; however, FDA may prioritize the review of spe- cific applications to meet the needs of the program.
(b) Evaluation of recognition or re- newal. FDA will evaluate any com- pleted recognition or renewal applica- tion to determine whether the  appli- cant meets the applicable requirements of this subpart. Such evaluation may include an onsite assessment of the ac- creditation body. FDA will notify the
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applicant, in writing, regarding wheth- er the application has been approved or denied. FDA may make such notifica- tion electronically. If FDA does not reach a final decision on a renewal ap- plication before an accreditation body’s recognition terminates by expi- ration, FDA may extend such recogni- tion for a specified period of time or until the Agency reaches a final deci- sion on the renewal application.
(c) Issuance of recognition. FDA will notify an applicant that its recognition or renewal application has been ap- proved through issuance of recognition that will list any limitations associ- ated with the recognition.
(d) Issuance of denial of recognition or renewal application. FDA will notify an applicant that its recognition or re- newal application has been denied through issuance of a denial of recogni- tion or denial of a renewal application that will state the basis for such denial and provide the procedures for request- ing reconsideration of the application under § 1.691.
(e) Notice of records custodian after de- nial of  an application  for  renewal of  rec- ognition. An applicant whose renewal application was denied must notify FDA electronically, in English, within 10 business days of the date of issuance of a denial of a renewal application, of the name and contact information of the custodian who will maintain the records required by § 1.625(a) and make them available to FDA as required by
§ 1.625(b). The contact information for the custodian must include, at a min- imum, an email address and the phys- ical address where the records required by § 1.625(a) will be located.
(f) Effect of denial of an application for renewal of recognition of an accreditation body on accredited third-party certifi- cation bodies. (1) FDA will issue a no- tice of the denial of a recognition re- newal to any third-party certification bodies accredited by the accreditation body whose renewal application was de- nied. The third-party certification body’s accreditation will remain in ef- fect so long as the third-party certifi- cation body:
(i) No later than 60 days after FDA’s issuance of  the notice  of  the denial  of recognition renewal, conducts a self-as- sessment under § 1.655 and reports the


results  of  the  self-assessment  to  FDA under § 1.656(b); and
(ii) No later than 1 year after issuance of the notice of denial of rec- ognition renewal or the original date of the expiration of the accreditation, whichever comes first, becomes accred- ited by another recognized accredita- tion body or by FDA through direct ac- creditation.
(2) FDA may withdraw the accredita- tion of a third-party certification body whenever FDA determines there is good cause for withdrawal of accredita- tion under § 1.664(c).
(g) Effect of denial of an application for renewal of recognition of an accreditation body on food or facility  certifications issued to eligible entities. A food or facil- ity certification issued by a third-party certification body accredited by a rec- ognized accreditation body prior to issuance of a denial of the renewal ap- plication will remain in effect until the certification expires. If FDA has reason to believe that a certification  issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certifi- cation in determining the admissibility of the article of food for which the cer- tification was offered or in determining the importer’s eligibility for participa- tion in the voluntary qualified im- porter program (VQIP).
(h) Public notice of denial of an appli- cation for renewal of recognition of an ac- creditation body. FDA will provide no- tice on the Web site described in § 1.690 of the date of issuance of a denial of a renewal application and will describe the basis for the denial.

§ 1.632   What is the duration of recogni- tion?
FDA may grant recognition of an ac- creditation body for a period not to ex- ceed 5 years from the date of recogni- tion.

§ 1.633   How  will  FDA  monitor  recog- nized accreditation bodies?
(a) FDA will evaluate the perform- ance of each recognized accreditation body to determine its compliance with the applicable requirements of this subpart. Such assessment must occur
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by at least 4 years after the date of rec- ognition for a 5-year recognition pe- riod, or by no later than the mid-term point for a recognition period of less than 5 years. FDA may conduct addi- tional assessments of a recognized ac- creditation body at any time.
(b) An FDA assessment of a recog- nized accreditation body may include onsite assessments of a representative sample of third-party certification bod- ies the recognized accreditation body accredited and onsite audits of a rep- resentative sample of eligible entities certified by such third-party certifi- cation bodies under this subpart. These may be conducted at any time and, as FDA determines necessary or appro- priate, may occur without the recog- nized accreditation body or, in the case of an audit of an eligible entity, the ac- credited third-party certification body present.

§ 1.634   When will FDA revoke recogni- tion?
(a) Grounds for revocation of recogni- tion. FDA will revoke the recognition of an accreditation body found not to be in compliance with the require- ments of this subpart, including for any one or more of the following:
(1) Refusal by the accreditation body to allow FDA to access records re- quired by § 1.625, or to conduct an as- sessment or investigation of the ac- creditation body or of a third-party certification body it accredited to en- sure the accreditation body’s continued compliance with the requirements of this subpart.
(2) Failure to take timely and nec- essary corrective action when:
(i) The accreditation of a third-party certification body it accredited is with- drawn by FDA under § 1.664(a);
(ii) A significant deficiency is identi- fied   through   self-assessment   under
§ 1.622, monitoring under § 1.621, or self- assessment by one or more of its ac- credited third-party  certification  bod- ies under § 1.655; or
(iii) Directed to do so by FDA to en- sure compliance with this subpart.
(3) A determination by FDA that the accreditation body has  committed fraud or has submitted material false statements to the Agency.
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(4) A determination by FDA that there is otherwise good cause for rev- ocation, including:
(i) Demonstrated bias or lack of ob- jectivity when conducting activities under this subpart; or
(ii) Failure to adequately support one or more decisions to grant accredita- tion under this subpart.
(b) Records request associated with rev- ocation. To assist in determining whether revocation is warranted under paragraph (a) of this section, FDA may request records of the accreditation body required by § 1.625 or the records, required by § 1.658, of one or more of the third-party certification bodies it accredited under this subpart.
(c) Issuance of revocation of recogni- tion. (1) FDA will notify an accredita- tion body that its recognition has been revoked through issuance of a revoca- tion that will state the grounds for rev- ocation, the procedures for requesting a regulatory hearing under § 1.693 on the revocation, and the procedures for requesting reinstatement of recogni- tion under § 1.636.
(2) Within 10 business  days of the date of issuance of the revocation, the accreditation body must notify FDA electronically, in English, of the name of the custodian who will maintain the records and make them available to FDA as required by § 1.625. The contact information for the custodian must provide, at a minimum, an email ad- dress and the physical address where the records will be located.
(d) Effect of revocation of recognition of an accreditation body on accredited third- party certification bodies. (1) FDA will issue a notice of the revocation of rec- ognition to any accredited third-party certification body accredited by the ac- creditation body whose recognition was revoked. The third-party certification body’s accreditation will remain in ef- fect if the third-party certification body:
(i) No later than 60 days after FDA’s issuance of the notice of revocation, conducts a self-assessment under § 1.655 and reports the results of the self-as- sessment to FDA under § 1.656(b); and
(ii) No later than 1 year after issuance of the notice of the revoca- tion, or the original date of expiration of the accreditation, whichever comes
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first, becomes accredited by another recognized accreditation body or by FDA through direct accreditation.
(2) FDA may withdraw the accredita- tion of a third-party certification body whenever FDA determines there is good cause for withdrawal of accredita- tion under § 1.664(c).
(e) Effect of revocation of recognition of an accreditation body on food or facility certifications issued to eligible entities. A food or facility certification issued by a third-party certification body accred- ited by a recognized accreditation body prior to issuance of the revocation of recognition will remain in effect until the certificate terminates by expira- tion. If FDA has reason to believe that a certification issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certification in deter- mining the admissibility of the article of food for which the certification was offered or in determining the import- er’s eligibility for participation in VQIP.
(f) Public notice of revocation of rec- ognition. FDA will provide notice on the Web site described in § 1.690 of the issuance of the revocation of recogni- tion of an accreditation body and will describe the basis for revocation.

§ 1.635 What if I want to voluntarily relinquish recognition or  do  not want to renew recognition?
(a) Notice to FDA of intent to relinquish or not to renew recognition. A recognized accreditation body must notify FDA electronically, in English, at least 60 days before voluntarily relinquishing recognition or before allowing recogni- tion to expire without seeking renewal. The recognized accreditation body must provide the name and contact in- formation of the custodian who will maintain the records required under
§ 1.625(a) after the date of relinquish- ment or the date recognition expires, as applicable, and make them available to FDA as required by § 1.625(b). The contact information for the custodian must include, at a minimum, an email address and the physical address where the records required by § 1.625(a) will be located.
(b) Notice to accredited third-party cer- tification bodies of intent to relinquish or


not to renew recognition. No later than
15 business days after notifying FDA under paragraph (a) of this section, the recognized accreditation body must no- tify any currently accredited third- party certification body that it intends to relinquish recognition or  to  allow its recognition to expire, specifying the date on which relinquishment or expi- ration will occur. The recognized ac- creditation body must establish and maintain records of such notification under § 1.625.
(c)(1) Effect of voluntary  relinquish- ment or expiration of recognition on third- party certification bodies. The accredita- tion of a third-party certification body issued prior to the relinquishment or expiration of its accreditation body’s recognition will remain in effect, so long as the third-party certification body:
(i) No later than 60 days after the date of relinquishment or the date of expiration of  the  recognition,  conducts a self-assessment under § 1.655 and re- ports the results of the self-assessment to FDA under § 1.656(b); and
(ii) No later than 1 year after the date of relinquishment or the date of expiration of recognition, or the origi- nal date of the expiration of the ac- creditation, whichever comes first, be- comes accredited by another recog- nized accreditation body or by FDA through direct accreditation.
(2) FDA may withdraw the accredita- tion of a third-party certification body whenever FDA determines there is good cause for withdrawal of accredita- tion under § 1.664(c).
(d) Effect  of  voluntary  relinquishment or expiration of recognition of an accredi- tation body on food or facility  certifi- cations issued to eligible  entities.  A food or facility certification issued by a third-party certification body accred- ited by a recognized accreditation body prior to relinquishment or expiration of its recognition will remain in effect until the certification expires. If FDA has reason to believe that a certifi- cation issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certification in deter- mining the admissibility of the article of food for which the certification was
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offered or in determining the import- er’s eligibility for participation in VQIP.
(e) Public notice of voluntary relin- quishment or expiration of recognition. FDA will provide notice on the  Web site described in § 1.690 of the voluntary relinquishment or expiration of rec- ognition of an accreditation body under this subpart.

§ 1.636   How do I request reinstatement of recognition?
(a) Application following  revocation. An accreditation body that has had its recognition revoked may seek rein- statement by submitting a new appli- cation for recognition under § 1.630. The accreditation body must submit evi- dence that the grounds for revocation have been resolved, including evidence addressing the cause or conditions that were the basis for revocation and iden- tifying measures that have been imple- mented to help ensure that such cause(s) or condition(s) are unlikely to recur.
(b) Application following relinquish- ment. An accreditation body that pre- viously relinquished its recognition under § 1.635 may seek recognition by submitting a new application for rec- ognition under § 1.630.
ACCREDITATION OF THIRD-PARTY CER- TIFICATION BODIES UNDER THIS SUB- PART

§ 1.640   Who is eligible to seek accredi- tation?
(a) A foreign government, agency of a foreign government, foreign coopera- tive, or any other third party may seek accreditation from a recognized accred- itation body (or, where direct accredi- tation is appropriate, FDA) to conduct food safety audits and to issue food and facility certifications  to  eligible  enti- ties under this subpart. An accredited third-party certification body may use documentation of conformance with ISO/IEC 17021: 2011 or ISO/IEC 17065: 2012, supplemented as necessary, in meeting the applicable requirements of this subpart.
(b) A foreign government or an agen- cy of a foreign government is eligible for accreditation if it can demonstrate that its food safety programs, systems,
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and  standards  meet  the  requirements of §§ 1.641 through 1.645.
(c) A foreign cooperative or other third party is eligible for accreditation if it can demonstrate that the training and qualifications of its agents used to conduct audits (or, in the case of a third-party certification body that  is an individual, such individual) and its internal systems and standards meet the requirements of §§ 1.641 through 1.645.

§ 1.641 What legal authority must a third-party certification body have to qualify for accreditation?
(a) A third-party certification body seeking accreditation from a recog- nized accreditation body or from FDA must demonstrate that it has the au- thority (as a governmental entity or as a legal entity with contractual rights) to perform such examinations of facili- ties, their process(es), and food(s) as are necessary to determine compliance with the applicable food safety require- ments of the FD&C Act and FDA regu- lations, and conformance with applica- ble industry standards and practices and to issue certifications where appro- priate based on a review of the findings of such examinations. This includes au- thority to:
(1) Review any relevant records;
(2) Conduct onsite audits of an eligi- ble entity; and
(3) Suspend or withdraw certification for failure to comply with applicable requirements.
(b) A third-party certification body seeking accreditation must dem- onstrate that it is capable of exerting the authority (as a governmental enti- ty or as legal entity with contractual rights) necessary to meet the applica- ble requirements of accreditation under this subpart if accredited.

§ 1.642 What competency and capacity must a third-party  certification body have to qualify for accredita- tion?
A third-party certification body seeking accreditation must dem- onstrate that it has:
(a) The resources necessary to fully implement its certification program, including:
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(1) Adequate numbers of employees and other agents with relevant knowl- edge, skills, and experience to effec- tively examine for compliance with ap- plicable FDA food safety requirements of the FD&C Act and FDA regulations, conformance with applicable industry standards and practices, and issuance of valid and reliable certifications; and
(2) Adequate financial resources for its operations; and
(b) The competency and capacity to meet the applicable requirements of this subpart, if accredited.

§ 1.643 What protections against con- flicts of interest must a third-party certification body have to qualify for accreditation?
A third-party certification body must demonstrate that it has:
(a) Implemented written measures to protect against conflicts of interest be- tween the third-party certification body (and its officers, employees, and other agents involved in auditing and certification activities) and clients seeking examinations or certification from, or audited or certified by, such third-party certification body; and
(b) The capability to meet the con- flict of interest requirements in § 1.657, if accredited.

§ 1.644 What quality assurance proce- dures must a third-party certifi- cation body have to qualify for ac- creditation?
A third-party certification body seeking accreditation must dem- onstrate that it has:
(a) Implemented a written program for monitoring and evaluating the per- formance of its officers, employees, and other agents involved in auditing and certification activities, including pro- cedures to:
(1) Identify deficiencies in its audit- ing and certification program or per- formance; and
(2) Quickly execute corrective ac- tions that effectively address any iden- tified deficiencies; and
(b) The capability to meet the qual- ity assurance requirements of § 1.655, if accredited.


§ 1.645 What records procedures must a third-party certification  body have to qualify for accreditation?
A third-party certification body seeking accreditation must dem- onstrate that it:
(a) Implemented written procedures to establish, control, and  retain records (including documents and data) for a period of time necessary to meet its contractual and legal obligations and to provide an adequate basis for evaluating its program and perform- ance; and
(b) Is capable of meeting the report- ing, notification, and records require- ments of this subpart, if accredited.
REQUIREMENTS FOR THIRD-PARTY CER- TIFICATION BODIES THAT HAVE BEEN ACCREDITED UNDER THIS SUBPART

§ 1.650 How must an accredited third- party certification body ensure its audit agents are competent and ob- jective?
(a) An accredited third-party certifi- cation body that uses audit agents to conduct food safety audits must ensure that each such audit agent meets the following requirements with respect to the scope of its accreditation under this subpart. If the accredited third- party certification body is an indi- vidual, that individual is also subject to the following requirements, as appli- cable:
(1) Has relevant knowledge and expe- rience that provides an adequate basis for the audit agent to evaluate compli- ance with applicable food safety re- quirements of the FD&C Act and FDA regulations and, for consultative au- dits, also includes conformance with applicable industry standards and prac- tices;
(2) Has been determined by the ac- credited third-party certification body, through observations of a representa- tive sample of audits, to be competent to conduct food safety audits under this subpart relevant to the audits they will be assigned to perform;
(3) Has completed annual food safety training that is relevant to activities conducted under this subpart;
(4) Is in compliance with the conflict of interest requirements of § 1.657 and has no other conflicts of interest with
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the eligible entity to be audited that might impair the audit agent’s objec- tivity; and
(5) Agrees to notify its accredited third-party certification body imme- diately upon discovering, during a food safety audit, any condition that could cause or contribute to a serious risk to the public health.
(b) In assigning an audit agent to conduct a food safety audit at a par- ticular eligible entity, an accredited third-party certification body must de- termine that the audit agent is quali- fied to conduct such audit under the criteria established in paragraph (a) of this section and based on the scope and purpose of the audit and the type of fa- cility, its process(es), and food.
(c) An accredited third-party certifi- cation body cannot use an audit agent to conduct a regulatory audit at an eli- gible entity if such audit agent con- ducted a consultative audit or regu- latory audit for the same eligible enti- ty in the preceding 13 months, except that such limitation may be waived if the accredited third-party certification body   demonstrates   to   FDA,   under
§ 1.663, there is insufficient access to audit agents in the country or region where the eligible entity is located. If the accredited third-party certification body is an individual, that individual is also subject to such limitations.

§ 1.651 How must an accredited third- party certification body conduct a food safety audit of an eligible enti- ty?
(a) Audit planning. Before  beginning to conduct a food safety audit under this subpart, an accredited third-party certification body must:
(1) Require the eligible entity seek- ing a food safety audit to:
(i) Identify the scope and purpose of the food safety audit, including the fa- cility, process(es), or food to be au- dited; whether the food safety audit is to be conducted as a consultative or regulatory audit subject to the require- ments of this subpart, and if a regu- latory audit, the type(s) of certifi- cation(s) sought; and
(ii) Provide a 30-day operating sched- ule for such facility that includes in- formation relevant to the scope and purpose of the audit; and
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(2) Determine whether the requested audit is within its scope of accredita- tion.
(b) Authority to audit. In arranging a food safety audit with an eligible enti- ty under this subpart, an accredited third-party certification body must en- sure it has authority, whether contrac- tual or otherwise, to:
(1) Conduct an unannounced audit to determine whether the facility, proc- ess(es), and food of the eligible entity (within the scope of the audit) comply with the applicable food safety require- ments of the FD&C Act and FDA regu- lations and, for consultative audits, also includes conformance with appli- cable industry standards and practices;
(2) Access any records and any area of the facility, process(es), and food of the eligible entity relevant  to  the scope and purpose of such audit;
(3) When, for a regulatory audit, sam- pling and analysis is conducted, the ac- credited third-party certification body must use a laboratory that is accred- ited in accordance with:
(i) ISO/IEC 17025:2005; or
(ii) Another laboratory accreditation standard that provides at least a simi- lar level of assurance in the validity and reliability of sampling methodolo- gies, analytical methodologies, and an- alytical results.
(4) Notify FDA immediately if, at any time during a food safety  audit, the accredited third-party certification body (or its audit agent, where applica- ble) discovers a condition that could cause or contribute to a serious risk to the public health and provide informa- tion required by § 1.656(c);
(5) Prepare reports of audits con- ducted under this subpart as follows:
(i) For consultative audits, prepare reports that contain the elements spec- ified in § 1.652(a) and maintain such records, subject to FDA access in ac- cordance with section 414 of the FD&C Act; and
(ii) For regulatory audits, prepare re- ports that contain the elements speci- fied in § 1.652(b) and submit them to FDA and to its recognized accredita- tion  body  (where  applicable)  under
§ 1.656(a); and
(6) Allow FDA and the recognized ac- creditation body that accredited such third-party  certification  body,  if  any,
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to observe any food safety audit con- ducted under this subpart for purposes of evaluating the accredited third- party certification body’s performance under §§ 1.621 and 1.662 or, where appro- priate, the recognized accreditation body’s performance under §§ 1.622 and 1.633.
(c) Audit protocols. An accredited third-party certification body (or its audit agent, where applicable) must conduct a food safety audit in a man- ner consistent with the identified scope and purpose of the audit and within the scope of its accreditation.
(1) With the exception of records re- view, which may be scheduled, the audit must be conducted without an- nouncement during the 30-day time- frame identified under paragraph (a)(1)(ii) of this section and must be fo- cused on determining whether the fa- cility, its process(es), and food are in compliance with applicable food safety requirements of the FD&C Act and FDA regulations, and, for consultative audits, also includes conformance with applicable industry standards and prac- tices that are within the scope of the audit.
(2) The audit must include records re- view prior to the onsite examination; an onsite examination of the facility, its process(es), and the food that re- sults from such process(es); and where appropriate or when required by FDA, environmental or product sampling and analysis. When, for a regulatory audit, sampling and analysis is conducted, the accredited third-party certification body must use a laboratory that is ac- credited in accordance with paragraph (b)(3) of this section. The audit may in- clude any other activities necessary to determine compliance with applicable food safety requirements of the FD&C Act and FDA regulations, and, for con- sultative audits, also includes conform- ance with applicable industry stand- ards and practices.
(3) The audit must be sufficiently rig- orous to allow the accredited third- party certification body to determine whether the eligible entity is in com- pliance with the applicable food safety requirements of the FD&C Act and FDA regulations, and for consultative audits, also includes conformance with applicable industry standards and prac-


tices, at the time of the audit; and for a regulatory audit, whether the eligible entity, given its food safety system and practices would be likely to remain in compliance with the applicable food safety requirements of the FD&C Act and FDA regulations for the duration of any certification issued under this subpart. An accredited third-party cer- tification body (or its audit agent, where applicable) that identifies a defi- ciency requiring corrective action may verify the effectiveness of a corrective action once implemented by the eligi- ble entity but must not recommend or provide input to the eligible entity in identifying, selecting, or implementing the corrective action.
(4) Audit observations and other data and information from the examination, including information on corrective ac- tions, must be documented and must be used to support the findings contained in the audit report required by § 1.652 and  maintained  as  a  record  under
§ 1.658.

§ 1.652 What must an accredited third- party certification body include in food safety audit reports?
(a) Consultative audits. An accredited third-party certification body must prepare a report of a consultative audit not later than 45 days after completing such audit and must provide a copy of such report to the eligible entity and must   maintain   such   report   under
§ 1.658, subject to FDA access in accord- ance with the requirements of section
414 of the FD&C Act. A consultative audit report must include:
(1) The identity of the site or loca- tion where the consultative audit was conducted, including:
(i) The name, address and the FDA Establishment Identifier of the facility subject to the consultative audit and a unique facility identifier, if designated by FDA; and
(ii) Where applicable, the FDA reg- istration number assigned to the facil- ity under subpart H of this part;
(2) The identity of the eligible entity, if different from the facility, including the name, address, the FDA Establish- ment Identifier and unique facility identifier, if designated by FDA, and, where applicable, registration number under subpart H of this part;
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(3) The name(s) and telephone num- ber(s) of the person(s) responsible for compliance with the applicable food safety requirements of the FD&C Act and FDA regulations
(4) The dates and scope of the con- sultative audit;
(5) The process(es) and food(s) ob- served during such consultative audit; and
(6) Any deficiencies observed that re- late to or may influence a determina- tion of compliance with the applicable food safety requirements of the FD&C Act and FDA regulations that require corrective action, the corrective action plan, and the date on which such cor- rective actions were completed. Such consultative audit report must be maintained as a record under § 1.658 and must be made available to FDA in ac- cordance with section 414 of the FD&C Act.
(b) Regulatory audits. An accredited third-party certification body must, no later than 45 days after completing a regulatory audit, prepare and submit electronically, in English, to FDA and to its recognized accreditation body (or, in the case of direct accreditation, only to FDA) and must provide to the eligible entity a report of such regu- latory audit that includes the fol- lowing information:
(1) The identity of the site or loca- tion where the regulatory audit was conducted, including:
(i) The name, address, and FDA Es- tablishment Identifier of the facility subject to the regulatory audit and a unique facility identifier, if designated by FDA; and
(ii) Where applicable, the FDA reg- istration number assigned to the facil- ity under subpart H of this part;
(2) The identity of the eligible entity, if different from the facility, including the name, address, FDA Establishment Identifier, and unique facility identi- fier, if designated by FDA, and, where applicable, registration number under subpart H of this part;
(3) The dates and scope of the regu- latory audit;
(4) The process(es) and food(s) ob- served during such regulatory audit;
(5) The name(s) and telephone num- ber(s) of the person(s) responsible for the facility’s compliance with the ap-
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plicable  food  safety  requirements  of the FD&C Act and FDA regulations;
(6) Any deficiencies observed during the regulatory audit that present a reasonable probability that the use of or exposure to a violative product:
(i) Will cause serious adverse health consequences or death to humans and animals; or
(ii) May cause temporary or medi- cally reversible adverse health con- sequences or where the probability of serious adverse health consequences or death to humans or animals is remote;
(7) The corrective action plan for ad- dressing each deficiency identified under paragraph (b)(6) of this section, unless corrective action was imple- mented immediately and verified on- site by the accredited third-party cer- tification body (or its audit agent, where applicable);
(8) Whether any sampling and labora- tory analysis (e.g., under a micro- biological sampling plan) is performed in or used by the facility; and
(9) Whether the eligible entity has made significant changes to the facil- ity, its process(es), or food products during the 2 years preceding the regu- latory audit.
(c) Submission of regulatory audit re- port. An accredited third-party certifi- cation body must submit a completed regulatory audit report as required by paragraph (b) of this section, regardless of whether the certification body issued a food or facility certification to the eligible entity.
(d) Notice and appeals of adverse regu- latory audit results. An accredited third- party certification body must notify an eligible entity of a denial of certifi- cation and must establish and imple- ment written procedures for receiving and addressing appeals from eligible entities challenging such adverse regu- latory audit results and for inves- tigating and deciding on appeals in a fair and meaningful manner. The ap- peals procedures must provide similar protections to those offered by FDA under §§ 1.692 and 1.693, including re- quirements to:
(1) Make the appeals procedures pub- licly available;
(2) Use competent persons, who may or may not be external to the accred- ited third-party certification body, who
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are free from bias or prejudice and have not participated in the certification de- cision or be subordinate to a person who has participated in the certifi- cation decision, to investigate and de- cide appeals;
(3) Advise the eligible entity of the final decision on its appeal; and
(4) Maintain records under § 1.658 of the appeal, the final decision, and the basis for such decision.

§ 1.653 What must an accredited third- party certification body do when issuing food or facility certifi- cations?
(a) Basis for issuance of a food or facil- ity certification. (1) Prior to issuing a food or facility certification to an eli- gible entity, an accredited third-party certification body (or, where applica- ble, an audit agent on its behalf) must complete a regulatory audit that meets the requirements of § 1.651 and any other activities that may be necessary to determine compliance with the ap- plicable food safety requirements of the FD&C Act and FDA regulations.
(2) If, as a result of an observation during a regulatory audit, an eligible entity must implement a corrective ac- tion plan to address a deficiency, an ac- credited third-party certification body may not issue a food or facility certifi- cation to such entity until after the ac- credited third-party certification body verifies that eligible entity has imple- mented the corrective action plan through methods that reliably verify the corrective action was taken and as a result the identified deficiency is un- likely to recur, except onsite verification is required for corrective actions required to address deficiencies that are the subject of a notification under § 1.656(c).
(3) An accredited third-party certifi- cation body must consider each obser- vation and the data and other informa- tion from a regulatory audit and other activities conducted under § 1.651 to de- termine whether the entity was in compliance with the applicable food safety requirements of the FD&C Act and FDA regulations at the time of the audit and whether the eligible entity, given its food safety system and prac- tices,  would  be  likely  to  remain  in


compliance for the duration of any cer- tification issued under this subpart.
(4) A single regulatory audit may re- sult in issuance of one or more food or facility certifications under this sub- part, provided that the requirements of issuance are met as to each such cer- tification.
(5) Where an accredited third-party certification body uses an audit agent to conduct a regulatory audit of an eli- gible entity under this subpart, the ac- credited third-party certification body (and not the audit agent) must make the determination whether to issue a food or facility certification based on the results of such regulatory audit.
(b) Issuance of a food or facility certifi- cation and submission to FDA. (1) Any food or facility certification issued under this subpart must be submitted to FDA electronically and in English. The accredited third-party certifi- cation body may issue a food or facility certification under this subpart for a term of up to 12 months.
(2) A food or facility certification must contain, at a minimum, the fol- lowing elements:
(i) The name and address of the ac- credited third-party certification body and the scope and date of its accredita- tion under this subpart;
(ii) The name, address, FDA Estab- lishment Identifier, and unique facility identifier, if designated by FDA, of the eligible entity to which the food or fa- cility certification was issued;
(iii) The name, address, FDA Estab- lishment Identifier, and unique facility identifier, if designated by FDA, of the facility where the regulatory audit was conducted, if different than the eligible entity;
(iv) The scope and date(s) of the regu- latory audit and the certification num- ber;
(v) The name of the audit agent(s) (where applicable) conducting the regu- latory audit; and
(vi) The scope of the food or facility certification, date of issuance, and date of expiration.
(3) FDA may refuse to accept any certification for purposes of section 801(q) or 806 of the FD&C Act, if FDA determines, that such food or facility certification is not valid or reliable be- cause, for example:
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(i) The certification is offered in sup- port of the admissibility of a food that was not within the scope of the certifi- cation;
(ii) The certification was issued by an accredited third-party certification body acting outside the scope of its ac- creditation under this subpart; or
(iii) The certification was issued without reliable demonstration that the requirements of  paragraph (a) of this section were met.

§ 1.654 When must an accredited third- party certification body monitor an eligible entity that it has issued a food or facility certification?
If an accredited third-party certifi- cation body has reason to believe that an eligible entity to which it issued a food or facility certification may no longer be in compliance with the appli- cable food safety requirements of the FD&C Act and FDA regulations, the accredited third-party certification body must conduct any monitoring (in- cluding an onsite audit) of such eligible entity necessary to determine whether the entity is in compliance with such requirements. The  accredited third- party certification body must imme- diately notify FDA, under § 1.656(d), if it withdraws or suspends a food or fa- cility certification because it deter- mines that the entity is no longer in compliance with the applicable food safety requirements of the FD&C Act and FDA regulations. The accredited third-party certification body must maintain records of such monitoring under § 1.658.

§ 1.655 How must an accredited third- party certification body monitor its own performance?
(a) An accredited third-party certifi- cation body  must annually,  upon FDA request made for cause, or as required under  § 1.631(f)(1)(i),  § 1.634(d)(1)(i),  or
§ 1.635(c)(1)(i), conduct a self-assess- ment that includes evaluation of com- pliance with this subpart, including:
(1) The performance of its officers, employees, or other agents involved in auditing and certification activities, including the performance of audit agents in examining facilities, proc- ess(es), and food using the applicable food safety requirements of the FD&C Act and FDA regulations;
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(2) The degree of consistency among its officers, employees, or other agents involved in auditing and certification activities, including evaluating wheth- er its audit agents interpreted audit protocols in a consistent manner;
(3) The compliance of the accredited third-party certification body and its officers, employees, and other agents involved in auditing and certification activities, with the conflict of interest requirements of § 1.657;
(4) Actions taken in response to the results of any assessments conducted by FDA or, where applicable, the recog- nized accreditation body under § 1.621; and
(5) As requested by FDA, any other aspects of its performance relevant to a determination of whether the accred- ited third-party certification body is in compliance with this subpart.
(b) As a means to assess its perform- ance, the accredited third-party certifi- cation body may evaluate the compli- ance of one or more of eligible entities to which a food or facility certification was issued under this subpart.
(c) Based on the assessments and evaluations conducted under para- graphs (a) and (b) of this section, the accredited third-party certification body must:
(1) Identify any deficiencies in com- plying with the requirements of this subpart;
(2) Quickly implement corrective ac- tion(s) that effectively address the identified deficiencies; and
(3) Under § 1.658, establish and main- tain records of such corrective ac- tion(s).
(d) The accredited third-party certifi- cation body must prepare a written re- port of the results of its self-assess- ment that includes:
(1) A description of any corrective ac- tion(s) taken under paragraph (c) of this section;
(2) A statement disclosing the extent to which the accredited third-party certification body, and its officers, em- ployees, and other agents involved in auditing and certification activities, complied with the conflict of interest requirements in § 1.657; and
(3) A statement attesting to the ex- tent to which the accredited third- party certification body complied with
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the applicable requirements of this subpart.
(e) An accredited third-party certifi- cation body may use a report, supple- mented as necessary, on its conform- ance to ISO/IEC 17021: 2011 or ISO/IEC 17065: 2012 in meeting the requirements of this section.

§ 1.656 What reports and notifications must an accredited third-party cer- tification body submit?
(a) Reporting results of regulatory au- dits. An accredited third-party certifi- cation body must submit a regulatory audit report, as described in § 1.652(b), electronically, in English, to FDA and to the recognized accreditation body that granted its accreditation (where applicable), no later than 45 days after completing such audit.
(b) Reporting results of accredited third- party certification  body  self-assessments. An accredited third-party certification body must submit the report of its an- nual self-assessment required by § 1.655 electronically to its recognized accred- itation body (or, in the case of direct accreditation, electronically and in English, to FDA), within 45 days of the anniversary date of its accreditation under this subpart. For an accredited third-party certification body  subject to   an   FDA   request   for   cause,   or
§ 1.631(f)(1)(i),         § 1.634(d)(1)(i),         or
§ 1.635(c)(1)(i), the report of its self-as- sessment must be submitted to FDA electronically, in English, within 60 days of the FDA request, denial of re- newal, revocation, or relinquishment of recognition of the accreditation body that granted its accreditation. Such re- port must include an up-to-date list of any audit agents it uses to conduct au- dits under this subpart.
(c) Notification to FDA of a serious risk to public health. An accredited third- party certification body must imme- diately notify FDA electronically, in English, if during a regulatory or con- sultative audit, any of its audit agents or the accredited third-party certifi- cation body itself discovers a condition that could cause or contribute to a se- rious risk to the public health, pro- viding the following information:
(1) The name, physical address, and unique facility identifier, if designated by FDA, of the eligible entity subject


to the audit, and, where applicable, the registration number under subpart H of this part;
(2) The name, physical address, and unique facility identifier, if designated by FDA, of the facility where the con- dition was discovered (if different from that of the eligible entity) and, where applicable, the registration number as- signed to the facility under subpart H of this part; and
(3) The condition for which notifica- tion is submitted.
(d) Immediate notification to FDA of withdrawal or suspension of a food or fa- cility certification. An accredited third- party certification body must notify FDA electronically, in English, imme- diately upon withdrawing or sus- pending any food or facility certifi- cation of an eligible entity and the basis for such action.
(e) Notification to its recognized accred- itation body or an eligible entity. (1) After notifying FDA under paragraph
(c) of this section, an accredited third- party certification body must imme- diately notify the eligible entity of such condition and must immediately thereafter notify the recognized ac- creditation body that granted its ac- creditation, except for third-party cer- tification bodies directly accredited by FDA. Where feasible and reliable, the accredited third-party certification body may contemporaneously notify its recognized accreditation body and/ or the eligible entity when notifying FDA.
(2) An accredited third-party certifi- cation body must notify its recognized accreditation body (or, in the case of direct accreditation, FDA) electroni- cally, in English, within 30 days after making any significant change that would affect the manner in which it complies with the requirements of this subpart and must include with such no- tification the following information:
(i) A description of the change; and
(ii) An explanation for the purpose of the change.

§ 1.657 How must an accredited third- party certification body protect against conflicts of interest?
(a) An accredited third-party certifi- cation body must implement a written program to protect against conflicts of
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interest between the accredited third- party certification body (and its offi- cers, employees, and other agents in- volved in auditing and certification ac- tivities) and an eligible entity seeking a food safety audit or food or facility certification from, or audited or cer- tified by, such accredited third-party certification body, including the fol- lowing:
(1) Ensuring that the accredited third-party certification body and its officers, employees, or other agents in- volved in auditing and certification ac- tivities do not own, operate, have a fi- nancial interest in, manage, or other- wise control an eligible entity to be certified, or any affiliate, parent, or subsidiary of the entity;
(2) Ensuring that the accredited third-party certification body and, its officers, employees, or other agents in- volved in auditing and certification ac- tivities are not owned, managed, or controlled by any person that owns or operates an eligible entity to be cer- tified;
(3) Ensuring that an audit agent of the accredited third-party certification body does not own, operate, have a fi- nancial interest in, manage, or other- wise control an eligible entity or any affiliate, parent, or subsidiary of the entity that is subject to a consultative or regulatory audit by the audit agent; and
(4) Prohibiting an accredited third- party certification body’s officer, em- ployee, or other agent involved in au- diting and certification activities from accepting any money, gift, gratuity, or other item of value from the eligible entity to be audited or certified under this subpart.
(5) The items specified in paragraph (a)(4) of this section do not include:
(i) Money representing payment of fees for auditing and certification serv- ices and reimbursement of direct costs associated with an onsite audit by the third-party certification body; or
(ii) Lunch of de minimis value pro- vided during the course of an audit and on the premises where the audit is con- ducted, if necessary to facilitate the ef- ficient conduct of the audit.
(b) An accredited third-party certifi- cation body may accept the payment of fees for auditing and certification serv-
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ices and the reimbursement of direct costs associated with an audit of an eli- gible entity only after the date on which the report of such audit was completed or the date a food or facility certification was issued, whichever is later. Such payment is not considered a conflict of interest for purposes of paragraph (a) of this section.
(c) The financial interests of the spouses and children younger than 18 years of age of accredited third-party certification body’s officers, employ- ees, and other agents involved in audit- ing and certification activities will be considered the financial interests of such officers, employees, and other agents involved in auditing and certifi- cation activities.
(d) An accredited third-party certifi- cation body must maintain on its Web site an up-to-date list of the eligible entities to which it has issued food or facility certifications under this sub- part. For each such eligible entity, the Web site also must identify the dura- tion and scope of the food or facility certification and date(s) on which the eligible entity paid the accredited third-party certification body any  fee or reimbursement associated with such audit or certification.

§ 1.658 What  records  requirements must a third-party  certification body that has been accredited meet?
(a) A third-party certification body that has been accredited must main- tain electronically for 4 years records created during its period of accredita- tion (including documents and data) that document compliance with this subpart, including:
(1) Any audit report and other docu- ments resulting from a consultative audit conducted under this subpart, in- cluding the audit agent’s observations, correspondence with the eligible enti- ty, verification of any corrective ac- tion(s) taken to address deficiencies identified during the audit;
(2) Any request for a regulatory audit from an eligible entity;
(3) Any audit report and other docu- ments resulting from a regulatory audit conducted under this subpart, in- cluding the audit agent’s observations,
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correspondence with the eligible enti- ty, verification of any corrective ac- tion(s) taken to address deficiencies identified during the audit, and, when sampling and analysis is conducted, laboratory testing records and results from a laboratory that is accredited in accordance with § 1.651(b)(3), and docu- mentation demonstrating such labora- tory is accredited in accordance with
§ 1.651(b)(3);
(4) Any notification submitted by an audit agent to the accredited third- party certification body in accordance with § 1.650(a)(5);
(5) Any challenge to an adverse regu- latory audit decision and the disposi- tion of the challenge;
(6) Any monitoring it conducted of an eligible entity to which food or facility certification was issued;
(7) Its self-assessments and corrective actions taken to address any defi- ciencies identified during a self-assess- ment; and
(8) Significant changes to its audit- ing or certification program that might affect compliance with this sub- part.
(b) An accredited third-party certifi- cation body must make the records of a consultative audit required by para- graph (a)(1) of this section available to FDA in accordance with section 414 of the FD&C Act.
(c) An accredited third-party certifi- cation body must make the records re- quired by paragraphs (a)(2) through (8) of this section available for inspection and copying promptly upon written re- quest of an authorized FDA officer or employee at the place of business  of the accredited third-party certification body or at a reasonably accessible loca- tion. If such records are requested by FDA electronically, the records  must be submitted electronically not later than 10 business days after the date of the request. Additionally, if  the records are maintained in a language other than English, an accredited third-party certification body must electronically submit an English trans- lation within a reasonable time.


PROCEDURES FOR ACCREDITATION OF THIRD-PARTY CERTIFICATION BODIES UNDER THIS SUBPART

§ 1.660 Where do I apply for accredita- tion or renewal of accreditation by a recognized accreditation body and what happens once the recog- nized accreditation body decides on my application?
(a) Submission of accreditation or re- newal application to a recognized accredi- tation body. A third-party certification body seeking accreditation must sub- mit its request for accreditation or re- newal of accreditation by a recognized accreditation body identified on the Web site described in § 1.690.
(b) Notice of records custodian after de- nial of application for renewal of accredi- tation. An applicant whose renewal ap- plication was denied by  a recognized accreditation body must notify FDA electronically, in English, within 10 business days of the date of issuance of a denial of accreditation or denial of the renewal application, of the name and contact information of the custo- dian who will maintain the records re- quired by § 1.658(a) and make them available   to   FDA   as   required   by
§ 1.658(b) and (c). The contact informa- tion for the custodian must include, at a minimum, an email address and the physical address where the records re- quired by § 1.658(a) will be located.
(c) Effect of denial of an application for renewal of accreditation on  food  or  facil- ity certifications issued to eligible entities. A food or facility  certification  issued by an accredited third-party certifi- cation body prior to issuance of the de- nial of its renewal application l will re- main in effect until the certification expires. If FDA has reason to believe that a certification issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certification in determining the admissibility of the article of food for which the certifi- cation was offered or in determining the importer’s eligibility for participa- tion in VQIP.
(d) Public notice of denial of an appli- cation for renewal of accreditation. FDA will provide notice on the Web site de- scribed in § 1.690 of the date of issuance of a denial of renewal of accreditation
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of a third-party certification body that had previous been accredited.

§ 1.661 What is the duration of accredi- tation by a recognized accreditation body?
A recognized accreditation body may grant accreditation to a third-party certification body under this subpart for a period not to exceed 4 years.

§ 1.662 How will FDA monitor accred- ited third-party certification bod- ies?
(a) FDA will periodically evaluate the performance of each accredited third-party certification body to deter- mine whether the accredited third- party certification body continues to comply with the applicable require- ments of this subpart and whether there are deficiencies in the perform- ance of the accredited third-party cer- tification body that, if not corrected, would warrant withdrawal of its ac- creditation under § 1.664. FDA will evaluate each directly accredited third-party certification body annu- ally. For a third-party certification body accredited by a recognized accred- itation body, FDA will evaluate an ac- credited third-party certification body not later than 3 years after the date of accreditation for a 4-year term of ac- creditation, or by no later than the mid-term point for accreditation granted for less than 4 years. FDA may conduct additional performance assess- ments of an accredited third-party cer- tification body at any time.
(b) In evaluating the performance of an accredited third-party certification body under paragraph (a) of this sec- tion, FDA may review any one or more of the following:
(1) Regulatory audit reports and food and facility certifications;
(2) The accredited third-party certifi- cation  body’s  self-assessments  under
§ 1.655;
(3) Reports of assessments by a recog- nized accreditation body under § 1.621;
(4) Documents and other information relevant to a determination of the ac- credited third-party certification body’s compliance with the applicable requirements of this subpart; and
(5) Information obtained by FDA, in- cluding during inspections, audits, on-
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site observations, or investigations, of one or more eligible entities to which a food or facility certification was issued by such accredited third-party certifi- cation body.
(c) FDA may conduct its evaluation of an accredited third-party certifi- cation body through a site visit to an accredited third-party certification body’s headquarters (or other location that manages audit agents conducting food safety audits under this subpart, if different than its headquarters), through onsite observation of an ac- credited third party certification body’s performance during a food safe- ty audit of an eligible entity, or through document review.

§ 1.663 How do I request an FDA waiv- er or waiver extension for the 13- month limit for audit agents con- ducting regulatory audits?
(a) An accredited third-party certifi- cation body may submit a request to FDA  to  waive  the  requirements  of
§ 1.650(c) preventing an audit agent from conducting a regulatory audit of an eligible entity if the audit agent (or, in the case that the third-party certifi- cation body is an individual, the third- party certification body) has conducted a food safety audit of such entity dur- ing the previous 13 months. The accred- ited third-party certification body seeking a waiver or waiver extension must demonstrate there is insufficient access to audit agents and any third- party certification bodies that are comprised of an individual in the coun- try or region where the eligible entity is located.
(b) Requests for a waiver or waiver extension and all documents provided in support of the request must be sub- mitted to FDA electronically, in English. The requestor must provide such translation and interpretation services as are needed by FDA to proc- ess the request.
(c) The request must be signed by the requestor or by any individual author- ized to act on behalf of the requestor for purposes of seeking such waiver or waiver extension.
(d) FDA will review requests for waivers and waiver extensions on a first in, first out basis according to the
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date on which the completed submis- sion is received; however, FDA may prioritize the review of specific re- quests to meet the needs of the pro- gram. FDA will evaluate any com- pleted waiver request to determine whether the criteria for waiver have been met.
(e) FDA will notify the requestor whether the request for a waiver or waiver extension is approved or denied.
(f) If FDA approves the request, issuance of the waiver will state the duration of the waiver and list any lim- itations associated with it. If FDA de- nies the request, the issuance of a de- nial of a waiver request will state the basis for denial and will provide the ad- dress and procedures for requesting re- consideration   of   the   request   under
§ 1.691.
(g) Unless FDA notifies a requestor that its waiver request has been ap- proved, an accredited third-party cer- tification body must not use the audit agent to conduct a regulatory audit of such eligible entity until the 13-month limit in § 1.650(c) has elapsed.

§ 1.664   When would FDA withdraw ac- creditation?
(a) Mandatory withdrawal. FDA will withdraw accreditation from a third- party certification body:
(1) Except  as  provided  in  paragraph
(b) of this section, if the food or facil- ity certified under this subpart is linked to an outbreak of foodborne ill- ness or chemical or physical hazard that has a reasonable probability of causing serious adverse health con- sequences or death in humans or ani- mals;
(2) Following an evaluation and find- ing by FDA that the third-party cer- tification body no longer complies with the applicable requirements of this subpart; or
(3) Following its refusal to  allow FDA to access records under § 1.658 or to conduct an audit, assessment, or in- vestigation necessary to ensure contin- ued compliance with this subpart.
(b) Exception. FDA may waive manda- tory withdrawal under paragraph (a)(1) of this section, if FDA:
(1) Conducts an investigation of the material facts related to the outbreak of human or animal illness;


(2) Reviews the relevant audit records and the actions taken by the accredited third-party certification body in support of its decision to cer- tify; and
(3) Determines that the accredited third-party certification body satisfied the requirements for issuance of cer- tification under this subpart.
(c) Discretionary withdrawal.  FDA may withdraw accreditation, in whole or in part, from a third-party certifi- cation body when such third-party cer- tification body is accredited by an ac- creditation body for which recognition is revoked under § 1.634, if FDA deter- mines there is good cause for with- drawal, including:
(1) Demonstrated bias or lack of ob- jectivity when conducting activities under this subpart; or
(2) Performance that calls into ques- tion the validity or reliability of its food safety audits or certifications.
(d) Records access. FDA may request records of the accredited third-party certification body under § 1.658 and, where applicable, may request records under § 1.625 of an accreditation body that has been recognized under § 1.625, when considering withdrawal under paragraph (a)(1), (a)(2), or (c) of this section.
(e) Notice to the third-party certifi- cation body of withdrawal of accredita- tion. (1) FDA will notify a third-party certification body of the withdrawal of its accreditation through issuance of a withdrawal that will state the grounds for withdrawal, the procedures for re- questing  a  regulatory  hearing  under
§ 1.693 on the withdrawal, and the pro- cedures for requesting reaccreditation under § 1.666.
(2) Within 10 business  days of the date of issuance of the withdrawal, the third-party certification body must no- tify FDA electronically, in English, of the name of the custodian who will maintain   the   records   required   by
§ 1.658, and provide contact information for the custodian, which will at least include an email address, and the street address where the records will be located.
(f) Effect of withdrawal of accreditation on eligible entities. A food or facility certification issued by a third-party certification body prior to withdrawal
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will remain in effect until the certifi- cation terminates by expiration.  If FDA has reason to believe that a cer- tification issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certification in deter- mining the admissibility of the article of food for which the certification was offered or in determining the import- er’s eligibility for participation in VQIP.
(g) Effect of withdrawal of accredita- tion  on  recognized  accreditation  bodies.
(1) FDA will notify a recognized accred- itation body if the accreditation of a third-party certification body it ac- credited is withdrawn by FDA. Such accreditation body’s recognition will remain in effect if, no later than 60 days after withdrawal, the accredita- tion body conducts a self-assessment under § 1.622 and reports the results of the self-assessment to FDA as required by § 1.623(b).
(2) FDA may revoke the recognition of an accreditation body whenever FDA determines there is good cause for rev- ocation of recognition under § 1.634.
(h) Public notice of withdrawal accredi- tation. FDA will provide notice on the Web site described in § 1.690 of its with- drawal of accreditation of a third-party certification body and provide a de- scription of the basis for withdrawal.

§ 1.665 What if I want to voluntarily relinquish accreditation or do not want to renew accreditation?
(a) Notice to FDA of intent to relinquish or not to renew accreditation. A third- party certification body must notify FDA electronically, in English, at least
60 days before voluntarily  relin- quishing accreditation or before allow- ing accreditation  to  expire  without seeking renewal.  The  certification body must provide the name and con- tact information of the custodian who will maintain the records required under § 1.658(a) after the date of relin- quishment or the date accreditation expires, as applicable, and make them available   to   FDA   as   required   by
§ 1.658(b) and (c). The contact informa- tion for the custodian must include, at a minimum, an email address and the physical address where the records re- quired by § 1.658(a) will be located.
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(b) Notice to recognized accreditation body and eligible entities of intent to re- linquish or not to renew accreditation. No later than 15 business days after noti- fying FDA under paragraph (a) of this section, the certification body must notify its  recognized  accreditation body and any eligible entity with cur- rent certifications that it intends to relinquish accreditation or to allow its accreditation to expire, specifying the date on which relinquishment or expi- ration will occur. The recognized ac- creditation body must establish and maintain records of such notification under § 1.625(a).
(c) Effect  of  voluntary  relinquishment or expiration of accreditation on food or facility certifications issued to eligible en- tities. A food or facility certification issued by a third-party certification body prior to relinquishment or expira- tion of its accreditation will remain in effect until the certification expires. If FDA has reason to believe that a cer- tification issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certification in deter- mining the admissibility of the article of food for which the certification was offered or in determining the import- er’s eligibility for participation in VQIP.
(d) Public notice of voluntary relin- quishment or expiration of accreditation. FDA will provide notice on the  Web site described in § 1.690 of the voluntary relinquishment or expiration of accred- itation of a certification body under this subpart.

§ 1.666   How  do  I  request  reaccredita- tion?
(a) Application following withdrawal. FDA will reinstate the accreditation of a third-party certification body for which it has withdrawn accreditation:
(1) If, in the case of direct accredita- tion, FDA determines, based on evi- dence presented by the third-party cer- tification body, that the third-party certification body satisfies the applica- ble requirements of this subpart and adequate grounds for withdrawal no longer exist; or
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(2) In the case of a third-party certifi- cation body accredited by an accredita- tion body for which recognition has been revoked under § 1.634:
(i) If the third-party certification body becomes accredited by another recognized accreditation body or by FDA through direct accreditation no later than 1 year after withdrawal of accreditation, or the original date  of the expiration of accreditation, which- ever comes first; or
(ii) Under such conditions as FDA may impose in withdrawing accredita- tion.
(b) Application following voluntary re- linquishment. A third-party certifi- cation body that previously relin- quished its accreditation under § 1.665 may seek accreditation by submitting a new application for accreditation under  § 1.660  or,  where  applicable,
§ 1.670.

ADDITIONAL PROCEDURES FOR DIRECT ACCREDITATION OF THIRD-PARTY CER- TIFICATION BODIES UNDER THIS SUB- PART

§ 1.670 How do I apply to FDA for di- rect accreditation or renewal of di- rect accreditation?
(a) Eligibility. (1) FDA will accept ap- plications from third-party certifi- cation bodies for  direct  accreditation or renewal of direct accreditation only if FDA determines that it has not iden- tified and recognized an accreditation body to meet the requirements of sec- tion 808 of the FD&C Act within 2 years after establishing the accredited third- party audits and certification program. Such FDA determination may apply, as appropriate, to specific types of third- party certification bodies, types of ex- pertise, or geographic location; or through identification by FDA of any requirements of section 808 of the FD&C Act not otherwise met by pre- viously recognized accreditation bod- ies. FDA will only accept applications for direct accreditation and renewal applications that are within the scope of the determination.
(2) FDA may revoke or modify a de- termination under paragraph (a)(1) of this section if FDA subsequently iden- tifies and recognizes an accreditation body that affects such determination.


(3) FDA will provide notice on the Web site described in § 1.690 of a deter- mination under paragraph (a)(1) of this section and of a revocation or modi- fication of the determination under paragraph (a)(1) of this section, as de- scribed in paragraph (a)(2) of this sec- tion.
(b) Application for direct accreditation or renewal of direct accreditation. (1) A third-party certification body seeking direct accreditation or renewal of di- rect accreditation must submit an ap- plication to FDA, demonstrating that it is within the scope of the determina- tion issued under paragraph (a)(1) of this section, and it meets the eligi- bility requirements of § 1.640.
(2) Applications and all documents provided as part of the application process must be submitted electroni- cally, in English. An applicant must provide such translation and interpre- tation services as are needed by FDA to process the application, including during an onsite audit of the applicant.
(3) The application must be signed in the manner designated by FDA by an individual authorized to act on behalf of the applicant for purposes of seeking or renewing direct accreditation.

§ 1.671 How will FDA review my appli- cation for direct accreditation or renewal of direct accreditation and what happens once FDA decides on my application?
(a) Review of a direct accreditation or renewal application. FDA will examine a third-party certification body’s direct accreditation or renewal application for completeness and notify the appli- cant of any deficiencies. FDA will re- view applications for direct accredita- tion and for renewal of direct accredi- tation on a first in, first out basis ac- cording to the date the completed sub- mission is received; however, FDA may prioritize the review of specific appli- cations to meet the needs of the pro- gram.
(b) Evaluation of a  direct  accreditation or renewal application. FDA will evalu- ate any completed application to deter- mine whether the applicant meets the requirements for direct accreditation under this subpart. If FDA does not reach a final decision on a renewal ap- plication before the expiration of the direct accreditation, FDA may extend








 (
100
)

§ 1.672

the duration of such direct accredita- tion for a specified period of time or until the Agency reaches a final deci- sion on the renewal application.
(c) Notice of approval or denial. FDA will notify the applicant that its direct accreditation or renewal application has been approved through issuance of or denied.
(d) Issuance of direct accreditation. If an application has been approved, the issuance of the direct accreditation that will list any limitations associ- ated with the accreditation.
(e) Issuance of denial of direct accredi- tation. If FDA issues a denial of direct accreditation or denial of a renewal ap- plication, the issuance of the denial of direct accreditation will state the basis for such denial and provide the proce- dures for requesting reconsideration of the application under § 1.691.
(f) Notice of records custodian after de- nial of application for renewal of direct accreditation. An applicant whose re- newal application was denied must no- tify FDA electronically, in English, within 10 business days of the date of issuance of a denial of a renewal appli- cation, of the name and contact infor- mation of the custodian who will main- tain the records required by § 1.658(a) and make them available to FDA as re- quired by § 1.658(b) and (c). The contact information for the custodian must in- clude, at a minimum, an email address and the physical address where the records required by § 1.658(b) will be lo- cated.
(g) Effect of denial of renewal of direct accreditation on food or facility certifi- cations issued to eligible  entities.  A food or facility certification issued by an accredited third-party certification body prior to issuance of the denial of its renewal application will remain in effect until the certification expires. If FDA has reason to believe that a cer- tification issued for purposes of section 801(q) or 806 of the FD&C Act is not valid or reliable, FDA may refuse to consider the certification in deter- mining the admissibility of the article of food for which the certification was offered or in determining the import- er’s eligibility for participation in VQIP.
(h) Public notice of denial of renewal of direct  accreditation.  FDA will provide
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notice  on  the  Web  site  described  in
§ 1.690 of the issuance of a denial of re- newal application for direct accredita- tion under this subpart.

§ 1.672 What is the duration of direct accreditation?
FDA will grant direct accreditation of a third-party certification body for a period not to exceed 4 years.

REQUIREMENTS FOR ELIGIBLE ENTITIES UNDER THIS SUBPART

§ 1.680 How and when will FDA mon- itor eligible entities?
FDA may, at any time, conduct an onsite audit of an eligible entity that has received food or facility certifi- cation from an accredited third-party certification body under this subpart. Where FDA determines necessary or appropriate, the unannounced audit may be conducted with or without the accredited third-party certification body or the recognized accreditation body (where applicable) present. An FDA audit conducted under this sec- tion will be conducted on an unan- nounced basis and may be preceded by a request for a 30-day operating sched- ule.

§ 1.681 How frequently must eligible entities be recertified?
An eligible entity seeking recertifi- cation of a food or facility certification under this subpart must apply for re- certification prior to the expiration of its certification. For certifications used in meeting the requirements of section 801(q) or 806 of the FD&C Act, FDA may require an eligible entity to apply for recertification at any time FDA determines appropriate under such section.

GENERAL REQUIREMENTS OF THIS SUBPART

§ 1.690 How will FDA make informa- tion about recognized accreditation bodies and accredited third-party certification bodies available to the public?
FDA will place on its Web site a reg- istry of recognized accreditation bodies
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and accredited third-party certifi- cation bodies, including the name, con- tact information, and scope and dura- tion of recognition or accreditation. The registry may provide information on third-party certification bodies ac- credited by recognized accreditation bodies through links to the Web sites of such recognized accreditation bod- ies. FDA will also place on its Web site a list of accreditation bodies for which it has denied renewal of  recognition, for which FDA has revoked recogni- tion, and that have relinquished their recognition or have allowed their rec- ognition to expire. FDA will also place in its Web site a list of certification bodies whose renewal of accreditation has been denied, for which FDA has withdrawn accreditation, and that have relinquished their accreditations or have allowed their accreditations to expire. FDA will place on its Web site determinations under § 1.670(a)(1) and modifications of such determinations under § 1.670(a)(2).

§ 1.691 How do I request reconsider- ation of a denial by FDA of an ap- plication or a waiver request?
(a) An accreditation body may seek reconsideration of the denial of an ap- plication for recognition, renewal of recognition, or reinstatement of rec- ognition no later than 10 business days after the date of the issuance of such denial.
(b) A third-party certification body may seek reconsideration of the denial of an application for direct accredita- tion, renewal of direct accreditation, reaccreditation of directly accredited third-party certification body, a re- quest for a waiver of the conflict of in- terest requirement in § 1.650(b), or a waiver extension no later than 10 busi- ness days after the date of the issuance of such denial.
(c) A request to reconsider an appli- cation or waiver request under para- graph (a) or (b) of this section must be signed by the requestor or by an indi- vidual authorized to act on its behalf in submitting the request for reconsid- eration. The request must be submitted electronically in English and must comply with the procedures described in the notice.


(d) After completing its review and evaluation of the request for reconsid- eration, FDA will notify the requestor through the issuance of the recogni- tion, direct accreditation, or waiver upon reconsideration or through the issuance of a denial of the application or waiver request under paragraph (a) or (b) of this section upon reconsider- ation.

§ 1.692 How do I request internal agen- cy review of a denial of an applica- tion or waiver request upon recon- sideration?
(a) No later than 10 business days after the date of issuance of a denial of an application or waiver request upon reconsideration under § 1.691, the re- questor may seek internal agency re- view of such denial under § 10.75(c)(1) of this chapter.
(b) The request for internal agency review under paragraph (a) of this sec- tion must be signed by the requestor or by an individual authorized to act on its behalf in submitting the request for internal review. The request must be submitted electronically in English to the address specified in the denial upon reconsideration and must comply with procedures it describes.
(c) Under § 10.75(d) of this chapter, in- ternal agency review of such denial must be based on the information in the administrative file, which will in- clude any supporting information sub- mitted under § 1.691(c).
(d) After completing the review and evaluation of the administrative file, FDA will notify the requestor of its de- cision to overturn the denial and grant the application or waiver request through issuance of an application or waiver request upon reconsideration or to affirm the denial of the application or waiver request upon reconsideration through issuance of a denial of an ap- plication or waiver request upon recon- sideration.
(e) Issuance by FDA of a denial of an application or waiver request upon re- consideration constitutes final agency action under 5 U.S.C. 702.
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§ 1.693 How do I request a regulatory hearing on a revocation of recogni- tion or withdrawal of accredita- tion?
(a) Request for hearing on revocation. No later than 10 business days after the date of issuance of a revocation of rec- ognition of an accreditation body under § 1.634, an individual authorized to act on the accreditation body’s be- half may submit a request for a regu- latory hearing on the revocation under part 16 of this chapter. The issuance of revocation issued under § 1.634 will con- tain  all  of  the  elements  required  by
§ 16.22 of this chapter and will thereby constitute the notice of an opportunity for hearing under part 16 of this chap- ter.
(b) Request for hearing on withdrawal. No later than 10 business days after the date of issuance of a withdrawal of ac- creditation of a third-party certifi- cation body under § 1.664, an individual authorized to act on the third-party certification body’s behalf may submit a request for a regulatory hearing on the withdrawal under part 16 of this chapter. The issuance of withdrawal under § 1.664 will contain all of the ele- ments required by § 16.22 of this chapter and will thereby constitute the notice of opportunity of hearing under part 16 of this chapter.
(c) Submission of request for regulatory hearing. The request for a regulatory hearing under paragraph (a) or (b) of this section must be submitted with a written appeal that responds to the basis for the FDA decision, as described in the issuance of revocation or with- drawal, as appropriate, and includes any supporting information upon which the requestor is relying. The re- quest, appeal, and supporting informa- tion must be submitted in English to the address specified in the notice and must comply with the procedures it de- scribes.
(d) Effect of submission of request on FDA decision. The submission of a re- quest for a regulatory hearing under paragraph (a) or (b) of this section will not operate to delay or stay the effect of a decision by FDA to revoke recogni- tion of an accreditation body or to withdraw accreditation of a third-party certification  body  unless  FDA  deter-
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mines that a delay or a stay is in the public interest.
(e) Presiding officer. The presiding of- ficer for a regulatory hearing for a rev- ocation or withdrawal under this sub- part will be designated after a request for a regulatory hearing is submitted to FDA.
(f) Denial of a request for regulatory hearing. The presiding officer may deny a request for regulatory hearing for a revocation     or     withdrawal     under
§ 16.26(a) of this chapter when no gen- uine or substantial issue of fact has been raised.
(g) Conduct of regulatory hearing. (1) If the presiding officer grants a  request for a regulatory hearing for a revoca- tion or withdrawal, the hearing will be held within 10 business days after the date the request was filed or, if applica- ble, within a timeframe agreed upon in writing by requestor, the presiding offi- cer, and FDA.
(2) The presiding officer must con- duct the regulatory hearing for revoca- tion or withdrawal under part 16 of this chapter, except that, under § 16.5(b) of this chapter, such procedures apply only to the extent that the procedures are supplementary and do not conflict with the procedures specified for regu- latory hearings under this subpart. Ac- cordingly, the following  requirements of part 16 are inapplicable to regu- latory  hearings  under  this  subpart:
§ 16.22 (Initiation of a regulatory hear- ing); § 16.24(e) (timing) and (f) (contents of    notice);    § 16.40    (Commissioner);
§ 16.60(a) (public process); § 16.95(b) (ad- ministrative decision and record for de- cision); and  § 16.119  (Reconsideration and stay of action).
(3) A decision by the presiding officer to affirm the revocation of recognition or the withdrawal of accreditation  is considered a final agency action under 5 U.S.C. 702.

§ 1.694 Are electronic records created under this subpart subject to the electronic records requirements of part 11 of this chapter?
Records that are established or main- tained to satisfy the requirements of this subpart and that meet the defini- tion of electronic records in § 11.3(b)(6) of this chapter are exempt from the re- quirements of part 11 of this chapter.
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Records that satisfy the requirements of this subpart, but that also are re- quired under other applicable statutory provisions or regulations, remain sub- ject to part 11 of this chapter.

§ 1.695 Are the records obtained by FDA under this subpart subject to public disclosure?
Records obtained by FDA under this subpart are subject to the disclosure requirements under part 20 of this chapter.

Subparts N–P [Reserved]

Subpart Q—Administrative Deten- tion of Drugs Intended for Human or Animal Use
§ 1.980 Administrative detention of drugs.
(a) General. This section sets forth the procedures for detention of drugs believed to be adulterated or mis- branded. Administrative detention is intended to protect the public by pre- venting distribution or use of drugs en- countered during inspections that may be adulterated or misbranded, until the Food and Drug Administration (FDA) has had time to consider what action it should take concerning the drugs, and to initiate legal action, if appropriate. Drugs that FDA orders detained may not be used, moved, altered, or tam- pered with in any manner by any per- son during the detention period, except as authorized under paragraph (h) of this section, until FDA terminates the detention order under paragraph (j) of this section, or the detention period ex- pires, whichever occurs first.
(b) Criteria for ordering detention. Ad- ministrative detention of drugs may be ordered in accordance with this section when an authorized FDA representa- tive, during an inspection under sec- tion 704 of the Federal Food, Drug, and Cosmetic Act, has reason to  believe that a drug, as defined in section 201(g) of the Federal Food, Drug, and Cos- metic Act, is adulterated or mis- branded.
(c) Detention period. The detention  is to be for a reasonable period that may not exceed 20 calendar days after the detention order is issued, unless the FDA District Director in whose district


the drugs are located determines that a greater period is required to seize the drugs, to institute injunction pro- ceedings, or to evaluate the need for legal action, in which case the District Director  may  authorize  detention  for
10 additional calendar days. The addi- tional 10-calendar-day detention period may be ordered at the time the deten- tion order is issued or at any time thereafter. The entire detention period may not exceed 30 calendar days, ex- cept when the detention period is ex- tended under paragraph (g)(6) of this section. An authorized FDA represent- ative may, in accordance with para- graph (j) of this section, terminate a detention before the expiration of the detention  period.
(d) Issuance of detention order. (1) The detention order must be issued in writ- ing, in the form of a detention notice, signed by the authorized FDA rep- resentative who has reason to believe that the drugs are adulterated or mis- branded, and issued to the owner, oper- ator, or agent in charge of the place where the drugs are located. If the owner or the user of the drugs is dif- ferent from the owner, operator, or agent in charge of the place where the drugs are detained, a copy of the deten- tion order must be provided to the owner or user of the drugs if the own- er’s or user’s identity can be readily determined.
(2) If detention of drugs in a vehicle or other carrier is ordered, a copy of the detention order must be provided to the shipper of record and the owner of the vehicle or other carrier, if their identities can be readily determined.
(3) The detention order must include the following information:
(i) A statement that the drugs identi- fied in the order are detained for the period shown;
(ii) A brief, general statement of the reasons for the detention;
(iii) The location of the drugs;
(iv) A statement that these drugs are not to be used, moved, altered, or tam- pered with in any manner during that period, except as permitted under para- graph (h) of this section, without the written permission of an authorized FDA representative;
(v) Identification of the detained drugs;
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(vi) The detention order number;
(vii) The date and hour of the deten- tion order;
(viii) The period of the detention;
(ix) The text of section 304(g) of the Federal Food, Drug, and Cosmetic Act and paragraphs (g)(1) and (g)(2) of this section;
(x) A statement that any informal hearing on an appeal of a detention order must be conducted as a regu- latory hearing under part 16 of this chapter, with certain exceptions de- scribed in paragraph (g)(3) of this sec- tion; and
(xi) The location and telephone num- ber of the FDA district office and the name of the FDA District Director.
(e) Approval of detention order. A de- tention order, before issuance, must be approved by the FDA District Director in whose district the drugs are located. If prior written approval is not fea- sible, prior oral approval must be ob- tained and confirmed by written memorandum within FDA as soon as possible.
(f) Labeling or marking a detained drug. An FDA representative issuing a detention order under paragraph (d) of this section must label or mark the drugs with official FDA tags that in- clude the following information:
(1) A statement that the drugs are detained by the U.S. Government in ac- cordance with section 304(g) of the Fed- eral Food, Drug, and Cosmetic Act (21
U.S.C. 334(g)).
(2) A statement that the drugs must not be used, moved, altered, or tam- pered with in any manner for the pe- riod shown, without the written per- mission of an authorized FDA rep- resentative, except as authorized in paragraph (h) of this section.
(3) A statement  that  the  violation  of a detention order or the removal or al- teration of the tag is punishable  by fine or imprisonment or both (section 303 of the Federal Food, Drug, and Cos- metic Act (21 U.S.C. 333)).
(4) The detention order number, the date and hour of the detention order, the detention period, and the name of the FDA representative who issued the detention order.
(g) Appeal of a detention order. (1) A person who would be entitled to claim the drugs, if seized, may appeal a de-
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tention order. Any appeal must be sub- mitted in writing to the FDA District Director in whose district the drugs are located within 5 working days of re- ceipt of a detention order. If the appeal includes a request for an informal hear- ing, as defined in section 201(x) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321(x)), the appellant must request either that a hearing be held within 5 working days after the appeal is filed or that the hearing be held at a later date, which must not be later than 20 calendar days after receipt of a detention order.
(2) The appellant of a detention order must state the ownership or propri- etary interest the appellant has in the detained drugs. If the detained drugs are located at a place other than an es- tablishment owned or operated by the appellant, the appellant must include documents showing that the appellant would have legitimate authority to claim the drugs if seized.
(3) Any informal hearing on an ap- peal of a detention order must be con- ducted as a regulatory hearing under regulation in accordance with part 16 of this chapter, except that:
(i) The detention order under para- graph (d) of this section, rather than the notice under § 16.22(a) of this chap- ter, provides notice of opportunity for a hearing under this section and is part of the administrative record of the reg- ulatory hearing under § 16.80(a) of this chapter;
(ii) A request for a hearing under this section should be addressed to the FDA District Director;
(iii) The last sentence of § 16.24(e) of this chapter, stating that a hearing may not be required to be held at a time less than 2 working days after re- ceipt of the request for a hearing, does not apply to a hearing under this sec- tion;
(iv) Paragraph (g)(4) of this section, rather than § 16.42(a) of this chapter, describes the FDA employees, i.e., re- gional food and drug directors, who preside at hearings under this section.
(4) The presiding officer of a regu- latory hearing on an appeal of a deten- tion order, who also must decide the appeal, must be a regional food and drug director (i.e., a director of an FDA regional office listed in part 5, subpart
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M of this chapter) who is permitted by
§ 16.42(a) of this chapter to preside over the hearing.
(5) If the appellant requests a regu- latory hearing and requests that the hearing be held within 5 working days after the appeal is filed, the presiding officer must, within 5 working days, hold the hearing and render a decision affirming or revoking the detention.
(6) If the appellant requests a regu- latory hearing and requests that the hearing be held at a date later than within 5 working days after the appeal is filed, but not later than 20 calendar days after receipt of a detention order, the presiding officer must hold the hearing at a date agreed upon by FDA and the appellant. The presiding officer must decide whether to affirm or re- voke the detention within 5 working days after the conclusion of the  hear- ing. The detention period extends  to the date of the decision even if the 5- working-day period for making the de- cision extends beyond the otherwise applicable 20-calendar-day or 30-cal- endar-day detention period.
(7) If the appellant appeals the deten- tion order but does not request a regu- latory hearing, the presiding officer must render a decision on the appeal, affirming or revoking the detention within 5 working days after the filing of the appeal.
(8) If the presiding officer affirms a detention order, the drugs continue to be detained until FDA terminates the detention under paragraph (j) of this section or the detention period expires, whichever occurs first.
(9) If the presiding officer revokes a detention order, FDA must terminate the detention under paragraph (j) of this section.
(h) Movement of detained drugs. (1) Ex- cept as provided in this paragraph, no person may move detained drugs with- in or from the place where they have been ordered detained until FDA termi- nates the detention under paragraph (j) of this section or the detention period expires, whichever occurs first.
(2) If detained drugs are not in final form for  shipment, the  manufacturer may move them within the establish- ment where they are detained to com- plete the work needed to put them in final form. As soon as the drugs are


moved for this purpose, the individual responsible for their movement must orally notify the FDA representative who issued the detention order, or an- other responsible district office offi- cial, of the movement of the drugs. As soon as the drugs are put in final form, they must be segregated from other drugs, and the individual responsible for their movement must orally notify the FDA representative who issued the detention order, or another responsible district office official, of their new lo- cation. The drugs put in final form must not be moved further without FDA approval.
(3) The FDA representative who issued the detention order, or another responsible district office official, may approve, in writing, the movement of detained drugs for any of the following purposes:
(i) To prevent interference with an establishment’s operations or harm to the drugs;
(ii) To destroy the drugs;
(iii) To bring the drugs into compli- ance;
(iv) For any other purpose that the FDA representative who issued the de- tention order, or other responsible dis- trict office official, believes is appro- priate in the case.
(4) If an FDA representative approves the movement of detained drugs under paragraph (h)(3) of this section, the de- tained drugs must remain segregated from other drugs and the person re- sponsible for their movement must im- mediately orally notify  the  official who approved the movement of the drugs, or another responsible FDA dis- trict office official, of the new location of the detained drugs.
(5) Unless otherwise permitted by the FDA representative who is notified of, or who approves, the movement of drugs under this paragraph, the re- quired tags must accompany the drugs during and after movement and must remain with the drugs until FDA ter- minates the detention or the detention period expires, whichever occurs first.
(i) Actions involving adulterated or mis- branded drugs. If FDA determines that the detained drugs, including any that have been put in final form, are adul- terated or misbranded, or both, it may initiate  legal  action  against  the  drugs
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or the responsible individuals, or both, or request that the drugs be destroyed or otherwise brought into compliance with the Federal Food, Drug, and Cos- metic Act under FDA’s supervision.
(j) Detention termination. If FDA de- cides to terminate a detention or when the detention period expires, whichever occurs first, an FDA representative au- thorized to terminate a detention will issue a detention termination notice releasing the drugs to any person who received the original detention order or that person’s representative and will remove, or authorize in writing the re- moval of, the required labels or tags.
(k) Recordkeeping requirements. (1) After issuance of a detention order under paragraph (d) of this section, the owner, operator, or agent in charge of any factory, warehouse, other estab- lishment, or consulting laboratory where detained drugs are manufac- tured, processed, packed, or held, must have, or establish, and maintain ade- quate records relating to how the de- tained drugs may have become adulter- ated or misbranded, records on any dis- tribution of the drugs before and after the detention period, records on the correlation of any in-process detained drugs that are put in final form under paragraph (h) of this section to the completed drugs, records of any changes in, or processing of, the drugs permitted under the detention order, and records of any other movement under paragraph (h) of this section. Records required under this paragraph must be provided to FDA on request for review and copying. Any FDA request for access to records required under this paragraph must be made at a rea- sonable time, must state the reason or purpose for the request, and must iden- tify to the fullest extent  practicable the information or type of information sought in the records to which access is requested.
(2) Records required under this para- graph must be maintained for a max- imum period of 2 years after the issuance of the detention order or for such other shorter period as FDA di- rects. When FDA terminates the deten- tion or when the detention period ex- pires, whichever occurs first, FDA will advise all persons required under this paragraph to keep records concerning
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that detention whether further record- keeping is required for the remainder of the 2-year, or shorter, period. FDA ordinarily will not require further rec- ordkeeping if the Agency determines that the drugs are not adulterated or misbranded or that recordkeeping is not necessary to protect the public health, unless the records are required under other regulations in this chapter (e.g., the good manufacturing practice regulation in part 211 of this chapter).
[79 FR 30719, May 29, 2014]

PART 2—GENERAL ADMINISTRATIVE RULINGS AND DECISIONS
Subpart A—General Provisions
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Subpart A—General Provisions
§ 2.5 Imminent hazard to the public health.
(a) Within the meaning of the Fed- eral Food, Drug, and Cosmetic Act an imminent hazard to the public health
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