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AMDK' TAKES ISSUE WITH FDA OVER DEVICE REUSE PROMOTIONAL STATEMENTS

The Association for Medical Device Reprocessors (AMDR) is taking issue with a recent FDA letter it received,
asking the group to stop making claims about the safety and effectiveness of reprocessed sipgle-use devices and
saying that certain statements AMDR made were false and misleading. AMDR says its characterization of the status
of reprocessed single-use devices has always been appropriately characterized, and cites passages from previous

FDA correspondence ta support its argument,

In the FDA letter, reprinted below, FDA says that an AMDR lener misleads readers by implying that
reprocessors’ use of the Quality Systems Regulation (QSR) assures safety and effectiveness. “The safety and effective-
ness of a deviee is not derermined through 2 Quality Systems inspection.” But, FDA says, adherence w QSR offers a Jevel
of assurance that the firm has controls in plece to make a product that meets established specifications.

AMDR arpues that FDA’s response to & device wade group’s petition last year shows that FDA believes the
regulation provides reasonable assurance that QSR ensures that the firm is following standards to guaranice a
device’s safety and performaace. It is unclear whether AMDR has decided ta stop using the claims,

EDA Letter to AMDR on Reprocessed Device Promotion

Stephen D, Terman, Esq.
Olsson, Frank and Weeda, P.C.
Suite 400

1400 Sixteenth Strect, N.W.
Washington, D.C. 20036-2220

Dear Mr. Termean:

This Ietier is writien to eipress concern regarding false end/or
misleading staternents stributad to representatives of the Assosiation
of Medical Device Reprocessors (AMDR) with respect o the safety
of reprocessing medlael devices labeled a8 “single use only.” As you
scrve in the capacity of Jegal counsel for AMDR, Lurge you to euisure
that AMDR representatives and its affiliate members and representa-
tives immediately cesse making Such unfounded representations. This
lemer fallows telcphone conversations  recently has with you Rnd M.
Pamecla Purman, Execurive Director of AMDR, regarding this marex,
Specific cxamples of false and/or misleading swtements follow.

The December 1998 OR Manager Vol. 14, No. 12, referenced
FDA's October 19, 1998 leter, signed by me, to you with the head-
line, “Third party reprocessing is lawful, FDA says” la the OR
Maneger atticle, AMDR “called the jetter(s) 2 victory," referring
1o FDA’s response to the 1997 HIMA Citizen Petition snd the
Ocrober 19, 1998 lextcr, and were quoted as saying [the letiars),
“confirmed the safety and regulatory soundness of medical device
ropracessing.” The statement regarding safery is false in that the
FDA leters addressed the regulatory status and legrlity of repro-
cessing. Neither leter stated that FDA has determined that repro-
cessing is safe; whereas, the AMDR starement of “regulatory sound-
ness” is misleading in that it implies that third party teprocessing
in gencral is somewhat actively regulated and that there are po
significant regulatory problems in the industry. The reslity is that
relatively fow inspections have been conducted of third party
reprocessors (approximately helf of the known reprosessors have
been inspecred) while several Warning Leters bave been issued,
Also, in the November 1998 issue of Materinls Management in
Health Care, the headline reads, “Reproscssing ie OK, says FDA"
referring to the October 19, 1998, lotter.

Likewise, in 8 March 1, 1999, Jetier from Pamels Furman 10
Tames McGee, M.D., Chairman and Medical Director of Radia-
tlon Oncology of the St. Francis Mcdlcal Center, Peortia, Iinois,
Ms. Furman made ar Jeast two statements thaz arc false or mislead-
ing with respect to the safety of reprocessing. That lemer was writ-
ten s the AMDR response to Written and Oral Testimony taken 8t
the December 10, 1998, Nllinois State Board of Health Board Mect-
ing and Public Hearing regarding the reprocessing of devices la-

beled for single usc. The most glaring falsc statement was made
an page 6 of that letter and is 85 follows, Significanty, FDA's
stgted position regarding the safery of third-party reprocessing is
that, when done properly, third-party reprocessing is safe.” The
latser gocs on to say that this FDA policy was included inthe FDA
letter denying the HIMA Citizen Pezdtion. However, the letter 1o
HIMA states that, “FDA potes the gencral absence of evidence of
adverse patient outcomes antributed 10 the reusc of single-use de-
vices." This iz in no way & statement that FDA considers repro-
cessing safe. On the contrary, FDA has not revicwed sufficient
data to make a determination regarding the safety of the practice.
On page 19 of Ms. Forman's letcr, she makes a setement “In order
to comply With the QSR. a third party reprogessor must cgmblish and
maintain gysiems 1o ensure that its reprocessed devices are safe and
effective end in full compliance with applicable FDA law and regula-
tions.” This implies devices reprosassed by third party reprocessors
are, in facr, safe and cffective ifthe firm complies with the QSR (Quality
System Regulation). This is misleading. The safery and effectiveness
of a device is nol detcrmined through 2 Quality System inspection.
Rather, adherence to that regulation provides same level of assurance
that the firm has sufficient contrals to consistently producc a product
that meers established spacifications.

After careful evaluation of the issucs raised by AMDR’s
actions end thelr misuse of my October 19, 1998, letler, L hove,
In conjunction with the Office of Chief Counssl, re-examincd
the Jetter and decided 1a rescind it The statcment. “Third-party
reprocessing of devices labcled for single use is lawful m the
United Statcs provided that the reprocessing firm complies fully
with all regulatory requircments currently imposed on them.”
Is ap error. In the revised lener, I am hereby tescinding that
statement and replacing it with, “Third-party reprocessing of
devices labeled for single use is unlawful uniess those sngaged
in this practice comply wlith all regulatory requiremcnts for
manufacturers, including premarket notification reguirements.
However, FDA has excrcised and will continue 0 gxereise regu-
latory discretion for all premarket notiflcation requirements,
until a pew FDA reprocessing position is adopted.” Pleasc de-
stroy all copics of the Ocrober 19, 1998, letter and cease the
distribution of and reference to that letter.

If you have any questions regerding the 155ues raised in thig
letter, 1 can be reached at 301-594-4645.

Sincercly yours,
Larry Spenrs

Director, Division of Enforcement 111, Office of Caompliance
Center for Devices and Radiological Health
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