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Table 1. Regulation relevant to product tracing systems of FDA

Regulation(s) Subject Brief Description

21 CFR part 1, Establishment, Maintenance, Requires certain persons who manufacture, process, pack, transport,

subpart J and Availability of Records distribute, receive, hold, or import food to establish and maintain certain
records identifying the immediate previous source of all food received, as well
as the immediate subsequent recipient of all food released. The regulations
describe the information that must be established and maintained, how long it
must be maintained, and how quickly it must be available to FDA when FDA
has a reasonable belief that an article of food is adulterated and presents a
threat of serious adverse health consequences or death to humans or animals.
The regulations also describe persons (e.g., farms and restaurants) who are
excluded from some or all of the requirements.

21 CFR101.3 Identity labeling of food in Requires the principal display panel of a food in package form to bear a

21 CFR501.3 packaged form statement of the identity of the commodity.

21 CFR101.5 Food; name and place of business of Requires the label of a food in packaged form to specify conspicuously the

21 CFR501.5 manufacturer, packer, or distributor. name and place of business of the manufacturer, packer, or distributor.

21 CFR 106.90
21 CFRpart 111

21 CFR 113.60(c);
21 CFR 114.80(b)

Infant Formula Quality Control Procedures
Current Good Manufacturing Practice
in Manufacturing, Packaging, Labeling,
or Holding Operations for
Dietary Supplements

Thermally Processed Low-Acid
Foods Packaged In Hermetically
Sealed Containers;

Acidified Foods

Requires product coding for all infant formulas.

Requires, among other things, identification of each lot of received
components in a manner that allows tracing the lot to the supplier and the
date received; using this unique identifier when recording the disposition of
the lot of received components; establishing a batch, lot or control number
for each finished batch of dietary supplements; and being able to determine
the complete manufacturing history and control of the packaged
and labeled dietary supplement through distribution.

A product code must be established and included on the package of a food
that is a thermally processed low-acid food packaged in a hermetically
sealed container (§ 113.60(c)) or an acidified food (§ 114.80(b)).
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