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Dea r  D r  . Ca r e  , 

T h e  F o o d  a n d  D r ug  A d m  in ist rat ion ( FDA )  i nspec ted  you r  med i ca l  p r ac  t ice l oca ted  a t th e  
a b ove  add r ess  o n  Ap r i I 2 3  ,1 9 9 7  , a n d  d e te rm i n edth a t y ou  h ave  a n  u n app r o v ed  exc ime r  l ase r  

r i da  a n d  a ssemb l e d  
cons i de r edto  b e  

ic A  ct ( the A  ct). 
E  xcim e r  l ase r  system  s a r e  C lass  III dev ices  wh i ch  a r e  r equ i r ed  to  h ave  in  e  ffec t a n  a pp r o ved  
app l i ca t i on  fo r  p r ema r ke tapp r ova l  ( P M A )  o r  a n  a pp r o ved  Inves  tig a  tio na l  Dev ice  E  x e m p  tio n  
O D E )  . 

O n  Janua r y  2 4  , 1 9 9 7  , y ou  s ubm i  tte d  a n  app l i ca t i on  fo r  a n  IDE  fo r  you r  exc ime r  l ase r  system  
fo r  u se  in  r e  f ract ive eye  surgery .  O n  Feb rua r y  1 4  , 1 9 9 7  , th e  O  ff ice o f Dev ice  E  va l ua  tio n  
( O D E )  a t F D A  ’s C e n te r  fo r  Dev ices  a n d  Rad io l og i ca l  Hea l th  (CDRH)  sen t y ou  a  letter 
d i sapp rov i ng  you r  IDE  app l ica t ion.  Y o u  m a y  n o t u se  you r  exc ime r  l ase r  system  to  treat 
h u m a n  sub jects  u n  til y ou  h ave  r ece i ved  e i the r  a n  a pp r o ved  P M A  unde r  sect ion  515 ( a )  o f th e  
A  ct, o r  a n  a pp r o ved  IDE  u nde r  sect ion  520 ( g )  . 

Y o u r  exc ime r  l ase r  system  is adu l te r a te d  u n de r  sect ion  5 01 (  f)( l ) (B ) o f th e  A  ct b ecause  it is a  
C lass  III dev i ce  u n de r  sect ion  S lS  (fJ, wh i ch  is r equ i r ed  to  h ave  in  e  ffec t a n  a pp r o ved  P M A  o r  
a n  a pp r o ved  IDE, a n d  n o  such  P M A  o r  IDE  is i n  e  ffec t fo r  it. Med i ca l  dev ices  u sed  by  
phys ic ians  in  th e  cou rse  o f the i r  p r ac  t ice to  t reat p a  tie n  ts a r e  “ma r k e te d  ” a n d  “he l d  fo r  sa l e  ” 
wi th in  th e  m e a n i n g  o f th e  A  ct. Fu r th e r  , you r  c on  tin u e d  use  o f th is  dev i ce  to  t reat p a  tie n  ts is 
a l so  a  v io la t ion o f th e  A  ct. 

In  add i  tio n  , you r  exc ime r  l ase r  system  m u s t comp l y  wi th th e  r e qu i r emen  ts o f Fede ra l  
P e r fo rmance  S tanda r dsfo r  l ase rs  wh i ch  a r e  fo u n d  in  2 1  CFR  Tit le 2 1  o f th e  C o d e  o f Fede ra l  
Regu l a  tio ns  , P a r t 1 0 4 0  . W e  acknow l edge  rece ip t  o f a  Lase r  P  r oduc t Repo r t f rom  you  fo r  th is  
exc ime r  l ase r  system  . Howeve r  , F D A  fo u n d  th is  Repo r t to  b e  d e  f icient. The r e fo r e  , you r  
exc ime r  l ase r  system  is i n  v io la t ion o f th e  Fede ra l  P e r fo rmance  S tanda r dsfo r  lasers.  

P  l ease  n o te th a t F D A  does  n o t cons i de r  you r  exc ime r  l ase r  to  b e  a  cus tom dev ice.  S e c  tio n  
520 ( b )  o f th e  A  ct es tab l i shes  f ive cond i  tio ns  , e a ch  o f wh i ch  m u s t b e  m e t by  a  dev i ce  to  b e  a  
cus tom dev ice.  T h e  A  ct’s cus tom dev ice  d e  fin i t ion r equ i r es  th a t th e  dev i ce  b e  m a d e  to  m e e t 
e i the r  th e  speci f ic  a n a to m  ica l  r e q u i r emen  ts o f a n  i nd iv idua l  p a  tie n t o r  th e  spec ia l  n e e ds  o f a n  
i nd iv idua l  p r ac  titio n e r ; a  p r ac  titio n e r  ’s spec ia l  n e e ds  m a y  b e  e i the r  a n  i nd iv idua l  a n a to m  ica l  
n e e d  o r  a  spec ia l  p r ac  t ice n e e d  th a t is n o t s ha r ed  by  o the r  phys ic ians.  
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We do not believe the requirements of your medical practice are unique because they are 
shared by numerous other health professionals. In addition, we do not believe your device is 
designed ti meetany special anatomical needs that you or an individual patient of yours may 
have. Accordingly, your laser is not a custom device and is not exempt from the requirement 
under the Act that this device must have an approved PMA or IDE in effect. 

PIease notify this office within 15 working days of your receipt of this letter as to what, if any, 
actions you are taking or plan to take to bring your device into compliance with the Act. Your 
response should also clearly state whether or not you have ceased using the device to treat 
patients. Failure to immediately and completely cease clinical use of the device upon receipt 
of this k&r, and failure to bring your device into compliance with the Act, may result in 
regulatory action by FDA without further notice. These actions include, but are not limited 
to, seixure, injunction, and/or civil penalties. Please note that no extensions of the 15 day 
response period will be given. 

Your response should be sent to the attention of Mary-Lou Davis, Dent& ENT and 
Ophthalmic Devices Branch (HFZ-331) at the ,letterhead address. In addition, please send a 
copy of your response to Mr. Stephen D. Eijl, Compliance Officer, Food and Drug 
Administration, 300 S. Riverside Plaza, 5”’ Floor, Suite 550 South, Chicago, Illinois 60606. 
If you have further questions, please contact Mary-Lnu Davis at (301) 594-4613 extension 127 
or FAX: (301) 5944638. 

SincereIy yours, 

Director 
Office of Compliance 
Center for Devices and 

Radiological Health 


