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We welcome the opportunity to comment on this Draft Guidance.
MDUFMA Section 301(a) provides that a device would be deemed misbranded:

Unless it, or an attachment thereto, prominently and conspicuously bears the
name of the manufacturer of the device, a generally recognized abbreviation of
such name, or a unique and generally recognized symbol identifying such
manufacturer, except that the Secretary may waive any requirement under this
paragraph for the device if the Secretary determines that compliance with the
requirement is not feasible for the device or would compromise the provision of
reasonable assurance of the safety or effectiveness of the device.

As MDUFMA stands, requiring the name of the manufacturer to appear on each device will adversely our

competitive position as an importer and distributor of a variety of medical devices. These requirements will
significantly increase our costs by requiring new lobeling for oll of our products on the devices themseives,
unless the requirement is specifically waived.

o For example, consider the implications of labeling each patient exam glove, gauze pad with the
name of the manufacturer.

e At atime of budgetary constraints, the cost related to enforcement of Section 301 would be
prohibitive.

e The additional costs of labeling all medical devices may exceed the cost of the devices themselves.

This action also jeopardizes the viability of our contract customers branded and private label strategies.

e Private labeling and contract manufacturing are widely recognized tools for keeping consumer costs
low.

e We also have a very reliable method of traceability with our lot numbering system.
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In order to address these issues, we concur with the HIDA proposals that FDA consider the following:

a. Adopting the position that the new labeling requirement of Section 301 should be applied only to
reprocessed medical devices, but waived as not feasible for all other medical devices.

b. For all other medical devices, continuing to enforce the definition of manufacturer as interpreted
in 21 CF.R. § 807.3 (d) and 21 C.F.R. § 801.1(c), as these requirements are believed adequate to
ensure the proper identification of a responsible party for the consumer. (In many cases, these
current regulations provide the name of a domestic contact for the consumer, whereas Section

301 could force the consumer to attempt to locate a contract manufacturer outside the United
States.)

c. Ifnecessary, in order to clarify the applicability of Section 301 in accordance with Paragraph a
above, (i) seeking an amendment to Section 301 that makes clear that the new labeling
requirement applies only to reprocessed devices, and (ii) in the interim, issuing a guidance
indicating that FDA will continue to exercise enforcement discretion until the law is amended.

We appreciate this opportunity to comment on the Draft Guidance and strongly urge the FDA to reevaluate

the underlying law to take into consideration how this section would impose tremendous regulatory burdens
on Industry and dramatically increase costs for consumers.

Best regards,

Antonio L. Giaccio, Director
Regulatory & Quality Affairs



