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Food and Drug Administration, HHS § 7.42 

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 
those individuals who may be at great-
est risk. 

(4) Assessment of the degree of seri-
ousness of the health hazard to which 
the populations at risk would be ex-
posed. 

(5) Assessment of the likelihood of 
occurrence of the hazard. 

(6) Assessment of the consequences 
(immediate or long-range) of occur-
rence of the hazard. 

(b) On the basis of this determina-
tion, the Food and Drug Administra-
tion will assign the recall a classifica-
tion, i.e., Class I, Class II, or Class III, 
to indicate the relative degree of 
health hazard of the product being re-
called or considered for recall. 

§ 7.42 Recall strategy. 
(a) General. (1) A recall strategy that 

takes into account the following fac-
tors will be developed by the agency for 
a Food and Drug Administration-re-
quested recall and by the recalling firm 
for a firm-initiated recall to suit the 
individual circumstances of the par-
ticular recall: 

(i) Results of health hazard evalua-
tion. 

(ii) Ease in identifying the product. 
(iii) Degree to which the product’s 

deficiency is obvious to the consumer 
or user. 

(iv) Degree to which the product re-
mains unused in the market-place. 

(v) Continued availability of essen-
tial products. 

(2) The Food and Drug Administra-
tion will review the adequacy of a pro-
posed recall strategy developed by a re-
calling firm and recommend changes as 
appropriate. A recalling firm should 
conduct the recall in accordance with 
an approved recall strategy but need 
not delay initiation of a recall pending 
review of its recall strategy. 

(b) Elements of a recall strategy. A re-
call strategy will address the following 
elements regarding the conduct of the 
recall: 

(1) Depth of recall. Depending on the 
product’s degree of hazard and extent 
of distribution, the recall strategy will 
specify the level in the distribution 
chain to which the recall is to extend, 
as follows: 

(i) Consumer or user level, which 
may vary with product, including any 
intermediate wholesale or retail level; 
or 

(ii) Retail level, including any inter-
mediate wholesale level; or 

(iii) Wholesale level. 
(2) Public warning. The purpose of a 

public warning is to alert the public 
that a product being recalled presents 
a serious hazard to health. It is re-
served for urgent situations where 
other means for preventing use of the 
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