April 17, 2003

U.S. Food & Drug Administration

Dockets Management Branch 

CDRH/OHIP/DSMICA (HFZ-220)

1350 Piccard Drive

Rockville, MD 20850-4307

Attn:  Bill Sutton

Re:
Docket No. 02N-0534
To Whom It May Concern:

The Medical Device Manufacturers Association (MDMA), representing over 160 independent manufacturers of medical devices, diagnostic products, and health care information systems, submits these comments to supplement its previous submission of February 7, 2003, which identified reprocessed single-use devices for which the exemption from premarket review under section 510(k) of the Federal Food, Drug and Cosmetic Act (FFDCA) should be terminated in accordance with Title III, Section 302(b) of the Medical Device User Fee and Modernization Act of 2002 (MDUFMA).  

Congress enacted Title III of MDUFMA in response to significant safety concerns regarding the reprocessing and reuse of medical devices that are cleared and approved by FDA for single-use only.  In enacting MDUFMA, Congress recognized that regulation of manufacturers who reprocess medical devices (Reprocessors) was inadequate to protect patients.  Whether due to lack or resources or otherwise, Congress believed that FDA was not meeting its statutory duty to protect the public health. 

Through MDUFMA, Congress changed the standard FDA must apply in reviewing and terminating the exemptions from premarket review for critical and semi-critical, single-use devices that are reprocessed and reused.  Prior to the enactment of MDUFMA, the FFDCA required FDA to presume that premarket review was not necessary to assure the safety and effectiveness of most reprocessed class I devices.  FDA therefore exempted reprocessed, single-use class I devices from premarket review unless they were “intended for a use which is of substantial importance in preventing the impairment of human health” or they “present[ed] a potential unreasonable risk of illness or injury.”
  FDA was not required to determine that exempt reprocessed devices were safe and effective for their intended use.  FDA therefore exempted such devices from 510(k) review unless they presented an “unreasonable risk” or were of “substantial importance.”

Congress recognized that this approach did not adequately ensure the safety and effectiveness of reprocessed devices.  Therefore, in enacting MDUFMA, Congress eliminated this presumption of safety and effectiveness.  MDUFMA requires FDA to identify those reprocessed, single-use devices for which the 510(k) exemption should be terminated in order to provide a reasonable assurance of safety and effectiveness on reprocessing and reuse.  In so doing, FDA need not conclude that such devices present a potential unreasonable risk of illness or injury.  Rather, FDA must identify those devices which, by virtue of their use, design, risks, quantity, variability, likelihood of reprocessing, or any other relevant characteristics, should be subject to premarket review to ensure their safety and effectiveness on reuse.  This mandate – viewed in light of Congress’ explicit concerns regarding the safety of reprocessed, single-use devices – changes the preexisting standard and effectively eliminates the presumption of the safety and effectiveness of reprocessed class I single-use devices.  Congress did not intend simply to reiterate the preexisting standard; rather it enacted MDUFMA to address concerns that FDA’s application of that preexisting authority was inadequate to protect the public health.

As discussed in our earlier submission, this is particularly true for reprocessed, critical, single-use devices such as non-electric biopsy forceps, ureteral stone dislodgers and disposable arthroscopic surgery blades and burrs, which pose serious risks of cross-infection, cross-contamination and impaired performance upon reprocessing and reuse.  Such devices are extremely difficult, if not impossible, to thoroughly clean and adequately sterilize for safe reuse in patients without adversely affecting the structural integrity of the device.

Moreover, any absence of information regarding device failure and/or injury associated with reprocessed, single-use devices does not necessarily mean that adverse events resulting from the use of such devices have not occurred or that such devices are, in fact, safe and effective.  As Congress has recognized, there was no reliable mechanism for identifying, tracking and reporting adverse event information prior to the enactment of MDUFMA.
  Therefore, Congress promulgated Sections 301 and 302 of MDUFMA, which will require labeling information on reprocessed devices sufficient to ensure that any reports about the device, including reports related to adverse events, will accurately identify the reprocessor.  As a result, the absence of adverse event data cannot be considered conclusive evidence that a particular reprocessed, single-use device is safe and effective upon reuse.

Congress has also recognized that post-market controls are inadequate to ensure the safety and effectiveness of reprocessed single-use devices.  Congress’ concerns reflect, in part, the failure of post-market controls to adequately ensure that Reprocessors comply with the Quality Systems Regulations (QSR).  Indeed, the House Committee on Energy and Commerce noted that the “sharp growth of the medical device industry, combined with resource constraints at the FDA, has made it difficult for the FDA to meet its statutory obligation of inspecting each medical device establishment at least once every two years.”
  In fact, FDA’s domestic inspections coverage was only 20 percent in fiscal year 2001 compared to the statutory requirement of 50 percent.
  FDA did not, and likely will not,
 have the resources to inspect Reprocessors in accordance with the Agency’s statutory mandate.  Despite this inspectional record, FDA issued several warning letters to Reprocessors in the years preceding the enactment of MDUFA.
  These records demonstrate that, when FDA did make inspections, even large Reprocessors were frequently found to be in violation of the QSR.  Therefore, any claim that FDA’s post-market review authority provides reasonable assurance that reprocessed, single-use devices are safe and effective is simply not true.

Indeed, the QSR was never intended to supplant FDA’s premarket review authority, which is the cornerstone of FDA’s mission to ensure that products are both safe and effective before they are used on patients.  Post-market enforcement of the QSR presumes that a device is both safe and effective to enter the market place.  That presumption does not apply to exempt reprocessed devices, which have not been reviewed to ensure their performance, integrity, cleanliness and sterility following reprocessing and reuse.  MDUFMA therefore requires FDA to actively and critically review such reprocessed, single-use devices and to identify those for which premarket review is needed to ensure their continued safety and effectiveness.   Given the realities – and given the Congressional mandate expressed in MDUFMA – FDA must identify for pre-market review those reprocessed, single-use devices for which the safety and effectiveness have not adequately been demonstrated.

MDMA appreciates this opportunity to provide these supplementary comments and looks forward to working with FDA in implementing these important provisions of MDUFMA.

Sincerely,

Mark B. Leahey

Executive Director

Medical Device Manufacturers Association

� 	See FFDCA § 510(l), 21 U.S.C. § 360(l).


� 	This conclusion is bolstered by the legislative history of MDUFMA, which makes clear that Congress viewed MDUFMA as reforming (not clarifying) FDA’s authority over Reprocessors.  See, e.g., H.R. Rep. No. 107-728, at 22 (2002) (stating that “this legislation enacts needed medical device reprocessing reforms . . .”).


� 	See id. at 45 (stating that “FDA has not been able to compile information regarding adverse events associated with reprocessed devices . . .”).


� 	Id. at 32.


� 	Id.


� 	The legislative history of MDUFMA also concludes that “the threat of bioterrorism . . . forces our Committee to conclude that it is highly likely that FDA will not be able to provide the requisite resources or priority to ensuring an adequate level of device inspections . . .”  Id. 


� 	See e.g. Letter from Douglas D. Tolen, Director, Florida District of the FDA, to Charles A. Masek, Jr., President & CEO, Vanguard Medical Concepts, Inc. (Oct. 14, 1999); Letter from Ballard H. Graham, Director, Atlanta District of the FDA, to Mark Ferreira, President, Alliance Medical Corporation (July 13, 2001); Letter from Douglas D. Tolen, Director, Florida District of the FDA, to Rick Ferreira, CEO, Alliance Medical Corporation (Dec. 23, 1999).  Copies of these warning letters are included as Attachment A to this submission.





