3

ATTACHMENT “A”




. DEPARTMENT OF HEALTH s AN SERVICES, . iﬂ;@«aégﬁhsmsce

R .ﬁma und Drug Adminiatation.
azoo szpurale Baulevard

Rockvills MD. 20850

OCT 093

LarryR.Pont.Esa e TR e
 McKenna & Cineo, L.L. P S
- Counsel tp Petitioner . =~~~ .
Medical Device Manufacmrers Assemanon
: 1900KStree't,NW <
; Waslungtan, D.C. 20006 ’

| © Re:DockerNo., 99P-1516/CP 1
Do .

"I‘hxs letter is in response to your ci irizen pentlnn on behalf of the Medical Device

Manufacturers Association (MDMA), dated May 20, 1999, ‘requesting tha.t the Food and
Drug Administration (FDA) issue a proposed regulation identifying reprocessed single -
use devices as banned devices and thar such proposed regulation be made effective upon
- its publication in the Federal Register. As stated, the petition applies to practitioners,
 institutions, and reprocessors. Thank you for the deta:led petition and the issues. you

- ‘raised. We regret the delay i in respondmg

‘Ihe peutmn z-equests that PDA issue a propcsed rcgulatxon to ban the MCe of
reprocessing singie use devices and to make the ban effective on the date of pubhcatmn

‘of the proposcd regulation in the Federal Register. The stated grounds for the petition -
- included 3 statcment that the “:ampicxlty of these dovices for their intended use severely

- constricts any. possszhty of cieamng and sterilizing the device in order to restere'it 1o its

‘original unused ccndxtzon’ " Your letter also stated that manufacturcrs are required to :
‘obtain PMA approval or § Iﬂ(k} clearance for their devices and that “FDA’ reqmred
labeling™ for such devices must state that they are for single use and are ot to be reused.
~ You stared that this requirement must be miet in the absence of information pmvxdcd ta
FDA demonstrating that repron:"ssmg will xwt adverseiy affect arcduct satery or
effectiveness. : ‘ ~

FDA has carc*’ully reviewed your petition to ban the reprocessing of single use devices,
and we are denying it. The Agency docs not belicve that banning is the a.ppmpnatc
action to address the many and vaned 1ssues tzed 1o this 1 pracncc Qur reasomng follows

There is no clear evzdcncc that rcproccssmg prcscnts “an’ unrcasonable and substmmal
risk of ulncss or inj ury, ‘which is one of‘ th: criteria for banmng a medical device. FDA-

,f."
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' has racaxved adverse event renorts where 3 reproccssed smgie use devxce was mvelved
‘however, in each of those cases, it was ot clear that reprocassing. caused the probiem

reported. In fact, FDA has been unable to find ¢iear evidence of adverse panent

‘outcomes associated with the reuse.of 2 smgle use device from any. source, ‘I‘herefore,

the* unreasonanie and substa.nnai risk” cntanon has nnt becn met

‘Accardmg 0 th: banmag provmon of thc chcral F ood Dtug and Cosmenc Act, Section

- 516, another criterion that can be used for taking such an action is substantial dec.,pnon.

- As your petition suggests, it would be difficult to establish whether deception with
respect toreprocessed. devices has oceurred and who was the' target of that deception.

Even if we did establish a. hasis to claim substantial dec‘*pnon, the statutory option: cf
banning does not seem to be an: approprmte response. Thers is no evidence to dats:

supporting any such dangcr to individual health from the reuse of products that have been

Iabcled for only g smgle use. T}ns burdcn has not been met.

‘While FDA will nnt suppon a bannxng actmn we believe that a'si gmﬁcant re-evaiuatmn
of FDA’s position with regard to the reuse of singls use devices is in order. During the .
May 1999 AAMI/FDA Reuse Canfcrcnce, FDA commitred to provide 2 formai response

to the conference in a Federal Register notice by October 1999. We plan to honor that
- commitment. Cur Federai Register statement will address the direction of FDA’s.

thinking with regard to key issues and concerns rhised at the May conference, such as.

- dara generatxon pre"narke: submissions, and labeling. - We encourage you and your client,

MDMA, 1o be active participants in reviewing and respondmg 10 the upcoming Federal
Reg:ster notxce and any other document that FDA- may issueon this: sub;ec

if yeu»' have any quesmns, please contact Lmy Spe_ars at 30 1-5944546,, Ext. 151
| Sincerely yours, o | "
-:Davxd W. Fexgal W M MPH
Director: :

‘Center for Devices ard
Radiological Health




