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(a) The recalling firm’s distributors 
have failed to retrieve the recalled in-
fant formula; or 

(b) Stocks of the recalled infant for-
mula remain in distribution channels 
that are not in direct control of the re-
calling firm. 

[54 FR 4008, Jan. 27, 1989, as amended at 61 
FR 14479, Apr. 2, 1996; 66 FR 17359, Mar. 30, 
2001]

§ 107.260 Revision of an infant formula 
recall. 

If after a review of the recalling 
firm’s recall strategy or periodic re-
ports or other monitoring of the recall, 
the Food and Drug Administration con-
cludes that the actions of the recalling 
firm are deficient, the agency shall no-
tify the recalling firm of any serious 
deficiency. The agency may require the 
firm to: 

(a) Change the extent of the recall, if 
the agency concludes on the basis of 
available data that the depth of the re-
call is not adequate in light of the risk 
to human health presented by the in-
fant formula. 

(b) Carry out additional effectiveness 
checks, if the agency’s audits, or other 
information, demonstrate that the re-
call has not been effective. 

(c) Issue additional notifications to 
the firm’s direct accounts, if the agen-
cy’s audits, or other information dem-
onstrate that the original notifications 
were not received, or were disregarded 
in a significant number of cases.

§ 107.270 Compliance with this sub-
part. 

A recalling firm may satisfy the re-
quirements of this subpart by any 
means reasonable calculated to meet 
the obligations set forth in this Sub-
part E. The recall guidance in subpart 
C of part 7 of this chapter specify pro-
cedures that may be useful to a recall-
ing firm in determining how to comply 
with these regulations. 

[54 FR 4008, Jan. 27, 1989, as amended at 65 
FR 56479, Sept. 19, 2000]

§ 107.280 Records retention. 
Each manufacturer of an infant for-

mula shall make and retain such 
records respecting the distribution of 
the infant formula through any estab-
lishment owned or operated by such 

manufacturer as may be necessary to 
effect and monitor recalls of the for-
mula. Such records shall be retained 
for at least 1 year after the expiration 
of the shelf life of the infant formula. 

[54 FR 4008, Jan. 27, 1989, as amended at 67 
FR 9585, Mar. 4, 2002]
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Subpart A—General Provisions

§ 108.3 Definitions. 

(a) The definitions contained in sec-
tion 201 of the Federal Food, Drug, and 
Cosmetic Act are applicable to such 
terms when used in this part. 

(b) Commissioner means the Commis-
sioner of Food and Drugs. 

(c) Act means the Federal Food, 
Drug, and Cosmetic Act, as amended. 

(d) Permit means an emergency per-
mit issued by the Commissioner pursu-
ant to section 404 of the act for such 
temporary period of time as may be 
necessary to protect the public health. 

(e) Manufacture, processing, or packing 
of food in any locality means activities 

VerDate jul<14>2003 15:01 May 14, 2004 Jkt 203065 PO 00000 Frm 00204 Fmt 8010 Sfmt 8010 Y:\SGML\203065T.XXX 203065T


