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§ 1.337 What information must nontransporters
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
following 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
romaine 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 (Ib) carton, 12 ounce (0z) 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 transported the food to you).
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§ 1.345 What information must nontransporters
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
following 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 subsequent
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
romaine 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 |b
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 transported the food from you); and

(b) Your records must include information reasonably available to you to
identify the specific source of each ingredient used to make every lot of
finished product.



§ 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 information 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 release the food.

(c) If you are a nontransporter, you must retain for 1 year after the dates
you receive and release the food all required records for any food for which a
significant risk of spoilage, loss of value, or loss of palatability occurs only
after a minimum of 60 days, but within 6 months, after the date you receive
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 required 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,
including foods preserved by freezing, dehydrating, or being placed in a
hermetically sealed container.

(e) If you are a nontransporter, you must retain for 1 year after the dates
you receive and release the food all required records for animal food,
including pet food.

(f) If you are a transporter or nontransporter 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 palatability within 60 days after the date
the transporter receives or releases the food. If you are a transporter, or
nontransporter retaining records on behalf of a transporter, you must retain
for 1 year after the dates you receive and release the food, all required
records for any food for which a significant risk of spoilage, loss of value, or
loss of palatability 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
activities described in the records occurred (onsite) or at a reasonably
accessible location.

(h) The maintenance of electronic records is acceptable. Electronic records
are considered to be onsite if they are accessible from an onsite location.



§ 1.361 What are the record availability requirements?
When FDA has a reasonable belief that an article of food, and any other
article of food that FDA reasonably believes is likely to be affected in a
similar manner, is adulterated and presents a threat of serious adverse
health consequences or death to humans or animals, or when FDA believes
that there is a reasonable probability that the use of or exposure to an
article of food, and any other article of food that FDA reasonably 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 Federal
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
reproduction. Such records and other information must be made available as
soon as possible, not to exceed 24 hours from the time of receipt of the
official request, from an officer or employee duly designated by the
Secretary of Health and Human Services who presents appropriate
credentials and a written notice.
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8§ 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 maintain 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 required
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
nontransporter immediate subsequent recipient who enters an agreement
under § 1.352(e) to establish, maintain, or establish and maintain, records
required under § 1.352(a), (b), (c), or (d), or the refusal to permit access to
or verification or copying of any such required record, is a prohibited act
under section 301 of the Federal Food, Drug, and Cosmetic Act.

(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.



