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Dockets Management Branch

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re:
Medical Device User Fee and Modernization Act of 2002 Docket Number 02N-0534 (MDUFMA)

Dear Sir/Madam:

The Medical Device Manufacturers Association (MDMA) submits these comments in response to the above referenced Federal Register Notice dated February 4, 2003.  See 68 F.R. at 5643.  MDMA is a national trade association based in Washington, D.C., that represents more than 160 independent manufacturers of medical devices, diagnostic products, and health care information systems.  MDMA seeks to improve the quality of patient care by encouraging the development of new medical technology and fostering the availability of innovative products in the marketplace.  On behalf of MDMA, I am submitting these comments regarding MDUFMA Section 301 and the branding of medical devices.  

Section 301 (a) of MDUFMA provides that a device will be deemed unbranded: 

“If it is a device, 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.”

The current labeling regime is adequate for single-use devices; requiring original equipment manufacturers to label all devices would have no added health benefit.  This provision will impose formidable financial burdens on device manufacturers and cause substantial delays in product development that could hinder patient access to devices.  We believe that Congress originally intended this new requirement only to apply to reprocessed single-use devices.  Consequently, we urge the Agency to enforce Section 301 only for reprocessed medical devices and to grant an exemption to all other devices.  

Section 301’s blanket labeling requirement is burdensome, impractical, and unnecessary.  The design and manufacturing changes required to incorporate such labels would be time-consuming and resource-intensive, imposing a substantial cost burden on manufacturers that could cause delays or halts in normal production, delayed product availability and, as a result, could harm public health.  

Requiring universal device labeling also will increase the cost of manufacturing and ultimately will inflate overall health care costs for hospitals, insurers, and consumers.  The financial burdens of this provision could have particularly dire consequences for small manufacturers, and manufacturers selling products under fixed contracts will be left to shoulder these costs alone.  In order to add labeling, manufacturers will have to take several costly and time-consuming steps for every device they make, including:

· Determining whether a product would qualify for a waiver, and organizing the necessary paperwork to support that position to the Secretary;

· If a label is required, considering where and how to include the manufacturer’s name or logo, including assessments of cost-effectiveness;

· Researching and testing how a new label could affect the safety and/or effectiveness of a product, including biocompatibility and functionality testing; and

· Allowing adequate time for manufacturers and providers to exhaust their current inventories of unlabeled products before they are considered misbranded.  

In addition to cost concerns, for many categories of devices, it simply would be impossible to affix a label, abbreviation, or logo.  For example, some products are too small or have too complex a geometry or surface material to accommodate a legible label.  There also are many cases in which an attachment would hinder the use of a device.  Ultimately, manufacturers will be responsible for ensuring that new labeling does not compromise the biocompatibility, integrity, or functionality of a device.  

While section 301 does provide for a waiver if labeling is “not feasible,” this provision would force the Agency to maintain an unwieldy list of exempt products.  Instead, we recommend that the Agency embrace the Least Burdensome Practices set forth in FDAMA and grant exemptions by product type, rather than by individual product.  FDA should identify categories of products that for practical reasons should be exempt from Section 301, such as anesthesia needles, guidewires, and IV catheters.  

The FDA must act to prevent this harmful policy from going into effect.  MDMA specifically recommends that the FDA apply Section 301 only to reprocessed single-use devices and seek legislative amendment to clarify this interpretation.  In the meantime, the Agency should extend the effective date to at least one year beyond the current April 2004 deadline.  

The unintended consequence of Section 301’s language will be a drastic expansion of device labeling requirements to include all medical devices, which will result in little if any health benefit.  We encourage the FDA to act quickly as the deadline is only a year ahead.  Clarifying Section 301’s meaning will allow manufacturers to plan and budget confidently for the coming years – failing to do so will add unnecessary uncertainty to an industry that is vibrant, strong, and competitive, and that provides critical services to patients.  We hope the Agency will take into account our position when reviewing this provision.  

Respectfully,

Mark B. Leahey, Esq.

Executive Director

Medical Device Manufacturers Association

