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Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, Maryland  20852


RE: Draft Guidance for Industry and FDA staff; Compliance with


Section 301, Medical Device User Fee and Modernization Act 2002


[Docket Number 03D-02261]
Dear Sir or Madam:

On behalf of McKesson Corporation and our Medical-Surgical business unit (hereafter McKesson), I am submitting these comments concerning the agency’s Draft Guidance for Compliance with Section 301 of the Medical Device User Fee and Modernization Act 2002 (MDUFMA) relating to the labeling of medical devices.  We commend the agency for seeking industry input as it develops an appropriate framework to ensure that medical devices are appropriately labeled to provide end users with proper identification of the responsible party distributing the medical devices.

McKesson Medical-Surgical offers a full range of medical-surgical supplies, equipment, logistics and information management services to more than 80,000 customers, including integrated delivery networks (IDNs), hospitals, surgery centers, physician offices, long term care and home health customers.

Overview

The Food and Drug Administration and the Center for Devices and Radiological Health (CDRH) face complex challenges in fostering innovation in health care delivery while protecting patient safety and not unduly burdening the distribution of medical devices.  We understand that the labeling provisions included in §301 MDUFMA are intended to ensure that the end users are able to accurately identify the manufacturer of the product. However, we do not believe these requirements will improve patient safety or adverse event reporting.  Rather, they will increase costs to patients as well as add an unnecessary level of production complexity and costs to the industry. 

Accountability
The device tracking regulation under the Food, Drug & Cosmetic Act (FDCA) makes it clear that the public health purpose of the Act should supercede unduly narrow and literal understandings of terms like manufacturer.  The act of manufacturing a device is absolutely critical, but the entity responsible for placing the device into interstate commerce, whether a manufacturer or distributor, is more likely to 
respond to end user complaints or adverse event reporting.  To that end, the agency should ensure that the name of the person or entity that places the device into interstate commerce should be included on the device.  We believe that the general labeling requirements for medical devices are effective as currently written in 21CFR§801.1(c).

By requiring the manufacturer’s name on the product’s label, §301(a) will add excessive costs to the consumer and to patient care without increasing the level of safety that currently exists.  Products branded by the distributor or retail seller are substantially lower in price; the addition of the manufacturer’s name to the label will discourage private label branding by the distributor and/or retail store and increase the cost to the consumer.  By maintaining the current labeling structure, the consumer is able to obtain lower cost alternatives to those of the national brand manufacturer.  The safety of such products is not in question as the consumer knows how to contact the distributor or retail company where the product was purchased.  

Labeling Impracticalities
As CDRH officials know, medical devices vary significantly by type, size and degree of intricacy.  In many instances, it is physically impractical and may well compromise the integrity of medical devices to apply the name, abbreviation, or symbol of the manufacturer to the product, in addition to meeting the broadly defined labeling requirements of 21CFR §801.1(c) and §807.3(d).  We encourage the agency to consider exempting all one-time use devices from the MDUFMA manufacturer labeling requirements of §301 and instead focus on reprocessed devices.

Application to Reprocessed Devices
It is our understanding that the original intent of the MDUFMA was to provide consumers with clear information as to the original manufacturer of a medical device designed for reuse or a single use device subject to reprocessing.   Prior to enactment, the language in the bill was broadened to include all medical devices, including single use devices. 

Most single use devices are never reprocessed, and in fact would not survive reprocessing (e.g., bandages, dressings, gloves, disposable apparel, masks, specimen collection devices, disposable draping, urological catheters, suction catheters).  These products are normally rendered ineffective after their initial use. These are not the products that are "subject to reprocessing”, and therefore the labeling mandate for these products should be waived.

McKesson supports the original intent of the legislation.  We recommend that the FDA apply the device labeling requirements only to devices that are reusable and/or reprocessed and waive the labeling mandate for all other medical devices, such as single use devices.   For all waived medical devices, FDA should continue to enforce the current labeling requirements of 21USC352(b)(1) and 21CFR§801.1(c).  These requirements are an appropriate standard to ensure proper identification of a responsible party, thereby enhancing consumer protection.

Conclusion

We commend the FDA and CDRH for working collaboratively with the medical device industry as the agency crafts an appropriate regulatory framework that will ensure adequate safeguards for the processing and tracking of devices while continuing to protect patient safety.  We look forward to ongoing dialogue and would welcome the opportunity to participate in future meetings.

Sincerely,


Ann Richardson Berkey

