§7.40

(2) For foreign manufacturers:

(Name of manufacturer and agent) hereby
severally guarantee that all color additives
listed herein were manufactured by (name of
manufacturer), and (where color additive
regulations require certification) are from
batches certified in accordance with the ap-
plicable regulations promulgated under the
Federal Food, Drug, and Cosmetic Act.

(Signature and post-office address of man-
ufacturer.)

(Signature
agent.)

and post-office address of

(f) For the purpose of a guaranty or
undertaking under section 303(c)(3) of
the act the manufacturer of a shipment
or other delivery of a color additive is
the person who packaged such color.

(g) A guaranty or undertaking, if
signed by two or more persons, shall
state that such persons severally guar-
antee the article to which it applies.

(h) No representation or suggestion
that an article is guaranteed under the
act shall be made in labeling.

Subpart B [Reserved]

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

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

§7.40 Recall policy.

(a) Recall is an effective method of
removing or correcting consumer prod-
ucts that are in violation of laws ad-
ministered by the Food and Drug Ad-
ministration. Recall is a voluntary ac-
tion that takes place because manufac-
turers and distributors carry out their
responsibility to protect the public
health and well-being from products
that present a risk of injury or gross
deception or are otherwise defective.
This section and §§7.41 through 7.59 rec-
ognize the voluntary nature of recall
by providing guidance so that respon-
sible firms may effectively discharge
their recall responsibilities. These sec-
tions also recognize that recall is an al-
ternative to a Food and Drug Adminis-
tration-initiated court action for re-
moving or correcting violative, distrib-
uted products by setting forth specific
recall procedures for the Food and

21 CFR Ch. | (4-1-04 Edition)

Drug Administration to monitor re-
calls and assess the adequacy of a
firm’s efforts in recall.

(b) Recall may be undertaken volun-
tarily and at any time by manufactur-
ers and distributors, or at the request
of the Food and Drug Administration.
A request by the Food and Drug Ad-
ministration that a firm recall a prod-
uct is reserved for urgent situations
and is to be directed to the firm that
has primary responsibility for the man-
ufacture and marketing of the product
that is to be recalled.

(c¢) Recall is generally more appro-
priate and affords better protection for
consumers than seizure, when many
lots of product have been widely dis-
tributed. Seizure, multiple seizure, or
other court action is indicated when a
firm refuses to undertake a recall re-
quested by the Food and Drug Adminis-
tration, or where the agency has rea-
son to believe that a recall would not
be effective, determines that a recall is
ineffective, or discovers that a viola-
tion is continuing.

[43 FR 26218, June 16, 1978, as amended at 65
FR 56476, Sept. 19, 2000]

§7.41 Health hazard evaluation and
recall classification.

(a) An evaluation of the health haz-
ard presented by a product being re-
called or considered for recall will be
conducted by an ad hoc committee of
Food and Drug Administration sci-
entists and will take into account, but
need not be limited to, the following
factors:

(1) Whether any disease or injuries
have already occurred from the use of
the product.

(2) Whether any existing conditions
could contribute to a clinical situation
that could expose humans or animals
to a health hazard. Any conclusion
shall be supported as completely as
possible by scientific documentation
and/or statements that the conclusion
is the opinion of the individual(s) mak-
ing the health hazard determination.

(3) Assessment of hazard to various
segments of the population, e.g., chil-
dren, surgical patients, pets, livestock,
etc., who are expected to be exposed to
the product being considered, with par-
ticular attention paid to the hazard to
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