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Dear Chairman Cochran:

The American Hoepital Asscciation (AF ‘-‘-)';whicu repredents r.eaﬂy :,GOO ;.osmtals

" health cars systems, networks, and other providars of cars, wants o raise qur sericus
concsmms about an amendment that ’*enntcr Richerd Duwrtin (D-IL) is preparing o offer to
the Agriculture Appropriations bill wn:n it cemes w the Senate foor this wesk. Tae
.

| o ammem would resmict “nroc.smf-* af; *"4*c31 devicss, and could *e-zm.slv aII’C.
- both the quannty and, cuah-v of aealth uar- we cmow pan*" : :

The clinical use of reprocsssed meazcab devicas z's saf, aifec eetive, and 75ici et I-:ﬂsmta.s‘ '
have reprocassed devices lageied. “single use” ot “disposabie” for yesrs with excailant
suczzss. In our view, the real issue is zot ‘whether reuse is appropriate, hut whether the
single use label is & complets and. acsirate representation of the device. Withthisin
mind, it is the general practics or hespitals it rely on physicians, nurses, stezile.
processing professienals and infecdon congol specialists to deliberat carefuily befors
deciding o reprocsss ay devics ind amsurs that sroper safeguards existinthe
SRR - reprocsssing procedure. In-ucspxtal.w:cc.samg iz also subject v J’cmf C”ﬁ:m.ssxcp
P - con Accreditation of Healthcars Or‘an.z aticns cve:szgm. - | o - |

 For hospitals, proper regrocsssing is ‘a‘ safe and laf‘acﬁve ,way'to detiver the highest

' quality patient cars. There is an sxtemsive body of {research demenswating that =
reprocassing of certain medical devices is apprepriata and poses no significant risk to
patients. If the Durbin amendment is adopred, it would zesult in devices being dispesed
of after only ome use, aven if the devics could still be used safely and sifectvely,
centributing unnecessarily o the wasiz sweams gemerated by heakh cars facilities.

Finally, the Food and Drug ‘%.dri‘xl’s‘n'ariénGDA}, whese jun'sdic‘ticn z'nc.uc'.s 'cversfgl.t
- of reprocessed devicas, has indicated :::s.i it shares some of our concsrms regarding Sen.
Durbin’s amendment. Tae FDA agrees Lb.a. mere research ageds to e done to determine

L
the prevalencs of reprocassing and the ability of :ecr-c.ssors ' maintain quality. -
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standard medical pracsics. The whole issuz deserves a much mors thoughtful review -
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censidering cffznu, a0 :mc*cm:nt to the Agriculnire, Rorsl Developmezt, and Relared
Agencies Apgropriations bill that weuld severely restrict the use of rcprocs&.d medical
devicss. On bekalf of more thar 24,000 ca:dwvascum spe:uzhss I wish 1o cxpress the ACC’

deep cpposmcn 10 your mcaﬁmeut

thn it comes 1o treating p:ztn-nrs our mmwer Ope concczn is sa.cq The n.‘or*cessczi medical
davicesused in dzagncsm.g and treqting eardizc patizsits are in fact safe and cFective. In ’
particuize, the ACC is conceracd abeut the effect your amendmest will aave oo thicuseof
reprocessed catheters, such as thosc used in clecephysiclogy.  Solid, rigid catheters are used - -
cardiovascalar spesialists I elscwophysiclogy for the piamzent and removal of paccmakers

by
and implamtable defibriliators. | Generally, betwoen two and six catheters arc used during a

single procedure, but it is not uneomrmda for as many as eight to be uscd. New, these catheiess
mbmSISUmdSIOGOg:H R:procssad::t&.:crsmuotou!ysaf’cande"mvc,mcy'

Thsazm:s used i elémpn ysic ’ogy = be used zfcly, foﬂcmng s‘.c:x’h:::zxoa, zs maqy as
five timcs, thereby zreatly reducing costs. Conczmms that reprocessed cathoters could cause
scrious injury to paticats are compietely unfounded. There are cardiovascalar spc:.al.srs who

have besa tmngrcpm:ssaiwh:tﬂs i their labs for mere than 20 years 2nd carmot cite 2

_ singlc instance where . :
" amendraeat will umnecessarily inceese han:h car= costs and cculd potc.-”a]ly result in the-

sed catheter has broke or caused infection. Simply siztad, yeur

clos:ng of electcyhysmiogy lws

Gcamlly spakmg your concsez for pzrzc::t safz:y 5 zppmared. ’I'he ACC snnplv quesncns
the claims that reprocess=d medical deviess, partiulardy those osed in cardicvascnlzr medicize
posc 3 danger to patients. Therafere, the ACC. mpst -ppcsc your amenadment, as it will

vnjustifiably Increasc costs, a4 urgesyOu 2ot -3 sc-\ fts passagc wadla mere dctz.u-d
d’xscussmn akout the issue can cczur. , ;

Sm_::...cly,‘ s

Arrhur Gzrsan, I, M.D P.A.C C.

President - _
- Sex, Willam Frist
Sen.Tm‘fLIzﬂm
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The: Honorab e Rlchardil urﬁm :

Room 364

Dear S,ehatcf Durbixi': _

The ‘Iorth Amerlcan Socxety of Pacmg and Elecurophysw!ogv (NASPE) is very

~ concerned with your proposed amendment to Senate Bill 1233, titled ’
: “Repro::°ssed Medical Devices”  This amendment would restrict the re-

processmg of medical devices labeled for single-use  The current medical -
practice of re~sterxhzmz medical devzces such as cardiac catheters, is not Onlv
common, but has bee proven: safe and effectwe in-the care and treatment of'
panemc mth cardxac rhythm pmbiems also knovm as arrhvthmlas

NASPE isan- orgaruzatxon of physic'ians‘ ’sc‘ientists a’nd alliéd hea'lth‘prof‘e&s'ionals- -

dedicated to the study and management of cardiac arrhythmias and to xmpmme
the care of patients by promoung research, éducation and. training. NASPE.
members diagnose and treat patTms with cardiac r‘nvthm problems

There has been consnderable pe:r-rcvrewed pubhshed research mnto the eﬁec; on.

patient care using re-sterilized c%rdlac catheters. A brief list of references is
attached. After studying thousands of patients wha have undergone cardxoloszy

 procedures with re-sterilized cat! het:‘:'s findings indicate there is no mcreased nsk

of infection fot patients. Ressterilization of cardxat. x.atheters fox

electrophysiology studies has beenan. ongoing practice for over twenty years with : "

no known adverse patient outcomes. In'addition. the Food and Drug

* Administration’ permits. re-sterilization of catheters provided that a meticu fous. ’
" quality assurance program ‘doturhents the stmctura! mtegntv of the cathetcrs and .

that stenlxty and chcmxcal remduals are momtored

NASPE members. foremost pnorxty is to pmvxde quality medxcal care to pancrxts
Appropriate medical device re-processing is a safe and effective way to achieve

directed towards 1mprovmu pan Tt access and medxcal care.

.Legxslatzon which would add new and unnecessary regulatory requxrements for
‘the reprocessing ofimedical devices, would hinder the practice of cardiac - ‘

electrophysiolgy in this country. [NASPE. €RCouUrages you to tesearch this topic

“further before passing a legxslatxvle mandate that would. in‘essence. ban a

medxcailv acceptable and ;afe pmctxce Heanngs on thxs tcpxc could include

Natrck Executive Park.» 2 ‘J‘vszon %ﬂve Natrck MaA 0!760 2059 USA

P!"‘one $08-847.3100 - Fax: 508-647. O}’d -Ermail; info@naspe org ¢ htrp Hwww. naspe org

.omprcmxsmz patient care. These savmgs can be -




Gerald Nac::arellx MD e

" President. - e |

- North Amcncan Soc:cty of Pacmg and Eleztrophyswiogy
S T

. cxperts in the ﬁc!d of medxcai devxc: reprocessmg, reprgsgmam,cs ° f the Food‘i- ST

and Dmg Admxmstrwcm physxclans, as weil as patxent representat:ves

| NASPE would bc pleased to provuie ycu thh addmona! mformatxon onthis -
critical issue. ‘Please fect free tu call me at the Hershey Medical Centerat 717-
53 I~3907 or Amy Melmck Dlrector Govemment Re(atxons at NASPE. Thank o

. you for your attention.

_Smcerely,

DT T "

R Tt
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O’Donoghue S. Piaua EV Reuse of Pacmg Catheters 'A Survev af‘
Safety and Efficacy. PACE 1983;11:1279-1280: © - T
* ‘Dunnigan A, Roberts C, McNamara M, Benson DW Bendut DG Success e e
- of Re-Use of Cardxac Elmde Catheters Amencarrjoumal of M
" Cardiology 1987:60 :307-810. - o
- Avitall B. Khan, KrumD Iazzzym M, HareH Repeated Usc of Abianon'
. Catheters: A Prospecnve Smrly Amencan Joumal of Cardxology 19% 22:

1367-1372. +

4)  AtonEA, Mm'ray P, I"rase v, Conaway L. Caxn I\AE Safety of Reusmz
e _~‘~“Cardxac Elec:rophysw!ogy Catheters Amencan qumal of (‘ardmlogy
1994 74:1173-1 175 ST :
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