
.November 3,2003 

Division of Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Re: Docket No. 2003N-0422 

Dear Sir/Madam: 

I am writing to register for the December 3,2003 Annual Stakeholders Meeting on the 
Implementation of the Medical Device User Fee and Modernization Act (MDUFMA). I also 
request to make an oral presentation as part of the Panel 5 discussion on the reuse of single use 
medical devices. Per the instructions provided in the Federal Register notice of September 29, 
2003, an abstract of the presentation and my contact information are below. 

Neil Kahanovitz, M.D. 
Founder 
Center for Patient Advocacy 
1350 Beverly Road, Suite 207 
McLean, VA 22101 
Phone: (703) 748-0400 
Fax: (703) 748-0402 
E-Mail: patrickwildman@patientadvocacy.org 

Abstract of Presentation (Docket No. 2003N-0422) 

The Center for Patient Advocacy is a private, non-profit grassroots organization representing the 
interests of patients nationwide. With a membership of more than 100,000 individuals from all 
walks of life, the Center is dedicated to ensuring that American patients have timely access to 



.  
e  

qual i ty  a n d  sa fe  med ica l  ca re . T h e  C e n te r  is ex trem e ly conce rned  a b o u t th e  sa fe ty a n d  e fficacy o f 
r eused  s ing le  use  med ica l  dev ices  ( S U D S ) ; w h e the r  cer ta in S U D S  can  b e  sa fe ly  rep rocessed ; a n d  
th e  approp r ia te  regu la tio n  o f med ica l  dev ice  reprocessors  by  th e  F o o d  a n d  D rug  A d m inistrat ion. 

In fo r m a tio n  -  M D U F M A  Labe l i ng  R e q u i r e m e n ts: 

A s a n  o rgan iza tio n  ded ica te d  to  p a tie n t e m p o w e r m e n t, th e  C e n te r  be l ieves  th a t p a tie n ts have  a  r ight  
to  k n o w  w h e the r  a  rep rocessed  S U D  wil l  b e  used  in  th e  course  o f the i r  t reatment.  W e  have  
conduc te d  research  th a t d e m o n s trates th e  vast m a jority o f p a tie n ts a re  n o t a w a r e  o f th e  p rac tice o f 
reprocess ing  S U D S , no r  d o  they  k n o w  w h e the r  those  dev ices  a re  be ing  used  du r ing  the i r  surger ies.  
B e c a u s e  o f this, w e  suppo r te d  prov is ions o f M D U F M A  th a t requ i red  rep rocessed  S U D S  to  b e  
c lear ly  a n d  p r o m i n e n tly l abe led  wi th th e  n a m e  o f th e  reprocessor .  W e  be l ieve  th is  labe l ing  
r equ i r emen t is a n  impo r ta n t fac to r  th a t m a y  he lp  hea l th  ca re  prov iders  to  d is t inguish b e tween  a  
rep rocessed  S U D  a n d  a n  or ig ina l  o n e . Howeve r , it m a y  on ly  he lp  hea l th  ca re  prov iders,  n o t 
p a tie n ts. The re fo re , th e  i m p l e m e n ta tio n  o f th is  r equ i r emen t by  F D A  is o n e  a rea  w e  in tend to  
address  in  fu r the r  d e tai l  du r ing  ou r  p resen ta tio n . 

S a fe ty a n d  E fjcacy -  M D U F M A  R e q u i r e m e n ts fo r  Cri t ical a n d  S e m i-Cri t ical Reprocessed  S U D S : 

A s prev ious ly  m e n tio n e d , th e  C e n te r  is ex trem e ly conce rned  a b o u t th e  sa fe ty a n d  e fficacy o f 
rep rocessed  S U D S . T h e  p o te n tia l  r isks to  p a tie n t hea l th  p o s e d  by  th e  use  o f rep rocessed  S U D S  m a y  
inc lude  infect ion, t ransmiss ion o f d isease , d im in ished  dev ice  pe r fo r m a n c e  a n d  m a lfunc tio n , O u r  
research  has  fo u n d  th a t b o th  p a tie n ts a n d  hea l th  ca re  prov iders  a re  conce rned  a b o u t th e  sa fe ty o f 
rep rocessed  S U D S  a n d  m a jori t ies o f b o th  a re  o p p o s e d  to  th e  p rac tice because  o f these  concerns . In  
a n  e ffo r t to  m inim ize th e  r isks o f rep rocessed  S U D S , th e  C e n te r  suppo r te d  M D U F M A ’s 
requ i r emen ts ca l l ing fo r  stricter F D A  regu la tio n  o f reprocessors  to  ensu re  th e  sa fe ty a n d  e fficacy o f 
rep rocessed  S U D S  a n d  the i r  subs ta n tia l  equ iva lence  to  p red ica te  devices.  Howeve r , w e  a re  
conce rned  a b o u t F D A ’s i m p l e m e n ta tio n  o f these  provis ions.  For  e x a m p l e , w e  a re  conce rned  th a t 
F D A  m a y  n o t have  ful ly i den tifie d  those  crit ical rep rocessed  S U D S , w h o s e  e x e m p tio n  from  
p remarke t n o tif ication r equ i r emen ts wi l l  b e  te rm ina te d  a n d  fo r  wh ich  reprocessors  m u s t submi t 
va l idat ion d a ta  a n d  o the r  requ i red  e l e m e n ts o f 5  1  O (k)s to  ensu re  the i r  subs ta n tia l  equ iva lence  to  
p red ica te  devices.  S imi lar  concerns  exist wi th th e  i den tif ication o f rep rocessed  S U D S  a l ready  
subject  to  5  10(k)  submiss ion  requ i r emen ts. W e  a lso  wou ld  l ike to  submi t ou r  c o m m e n ts a n d  
concerns  as  F D A  works  to  i den tify, by  Apr i l  2 6 ,2 0 0 4 , those  semi-cr i t ical  rep rocessed  S U D S  w h o s e  
5  10(k)  e x e m p tions  wil l  b e  te rm ina te d . 

In  ou r  ora l  p resen ta tio n , th e  C e n te r  a lso  in tends to  d iscuss concerns  w e  have  a b o u t th e  
i m p l e m e n ta tio n  o f r equ i r emen ts fo r  reprocessors  to  submi t va l idat ion d a ta  rega rd ing  c lean ing , 
steri l izat ion, a n d  func tiona l  pe r fo r m a n c e  o f rep rocessed  S U D S . Spec i fically, w e  a re  conce rned  th a t 
th e  va l idat ion d a ta  m a y  n o t p rov ide  su fficient ev idence  th a t rep rocessed  S U D S  a re  subs ta n tia l ly 
equ iva len t to  the i r  p red ica te  devices.  

T h e  concerns  o u t l ined a b o v e  rep resen t s o m e  o f th e  issues w e  in tend to  address  in  ou r  p resen ta tio n . 
A lth o u g h  th e  C e n te r  fo r  P a tie n t Advocacy  be l ieves  th a t th e  reprocess ing  o f S U D S  inhe ren tly poses  
hea l th  r isks to  p a tie n ts, strict F D A  overs ight  o f th e  p rac tice is necessary  to  m inim ize those  r isks a n d  



help ensure patient safety. We hope that by working with concerned stakeholders, including 
patients, providers and manufacturers, the Agency will exercise its statutory authority to ensure that 
reprocessors are regulated in the same manner and with the same vigor as original equipment 
manufacturers, 

Should you have any questions or require additional information regarding this registration, please 
do not hesitate to contact me or Pat Wildman of the Center at (703) 748-0400, ext. 28, or 
patrickwildman@patientadvocacy.org. 

Sincerely, 

Neil Kahanovitz, M.D. 
Founder 


