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Contains Nonbinding Recommendations

Preface
Manufacturers of electronic products are required to include their full name and
address and place, month and year of manufacture on their product’s identification
tag or label (21 CFR 1010.3(a)(1) and (2)). CDRH recommends that, when feasible,
the manufacturer add its URL to its electronic product tag or label, in addition to the
identification information required under 21 CFR 1010.3(a)(1) and (2). CDRH does
not, however, recommend inclusion of the URL in instances where a manufacturer is
unable to place its URL, in addition to the required full name and address and place,
month and year of manufacture, on its current product label in a manner that is
legible and readily accessible to view when the product is fully assembled for use or
in such other manner as may be prescribed in the applicable performance standard.
When a manufacturer adds its URL to a product tag or label, the URL should point
directly to:

A web page where the manufacturer’s full name and current physical
address are posted, or
A web page which displays an easily identifiable link (e.g. “Contact Us”) that
connects to a web page where the manufacturer’s full name and current
physical address are posted.
In addition, the manufacturer’s physical address should be kept current on the
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manufacturer’s website by updating any change to its physical address no later
than 15 days following a change.
Under certain circumstances, FDA may determine that information about an
electronic product on a firm's website is "labeling" within the meaning of section
201(m) of the Federal Food, Drug, and Cosmetic Act. The presence of the URL on
the product label is one factor the Agency may consider in making such a
determination.
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