
This guidance was written prior to the February 27, 1997 implementation of FDA's 
Good Guidance Practices, GGP's. It does not create or confer rights for or on any person 
and does not operate to bind FDA or the public. An alternative approach may be used if 
such approach satisfies the requirements of the applicable statute, regulations, or both. 

This guidance will be up dated in the next revision to include the standard elemnt s of GGP 's . 



subject: ENIMSCOZ)Y AND UWAROSCOPY ACCESSORXPS 

The Food and. Drug ~aalnistsation~s (Fa) Center for Dcvices 
and Radiological Health (CDRK) has recently learned that same 
mcdioal dwlco ii- comerciall~ marke-ting accessoriee to 
andoscopes/laparoacopes without ~ u b r t t i n g  a premarket 
notifiaation for the accessory, as required by - t i o n  510 (k) 
at' the Faod Drug and Cosmetic A c t  (Ute A c t ) .  Endoscopes/ 
laparoscopes have been classified by FDA 65 class Z$ p d i o a l  
devices - 
~ i t l e  21, Code of Federal Regulatiom (21 CFR 876-1500), 
identifie& and classifie~ en86scope9/laparoscopc8 and' 
accessories as clafis I1 devices. FDA has detedned, in 
accordance with our ragulations, t h a t  w h e h  an accqssory to a 
devica is intended to be used w i t h  a class lZ device, then 
that accessory becomas a class I1 device nad is subyeot: Co 
premarkst not i f icat ion  requfuements. Examples of devices 
which are consL&ered accessories to endoscope8/lapa~aecopes 
include, bu6 are not l i m i t e d  CQ clsanlng accessories, 
photographic accessories, binocular attachments, pocket 
battery boxes, fiberoptiu illuminators, lamps, cytology 
brushec, lubricating jelly for transurethral surgical 
j.n=trum&its, and lagaroscopic sampling acconsories (including 
probcs, scissors, Eorceps, graspers, and dissectors) . 
Failure to submit a pramarket notiffcation at l eaa t  nincty 
( g o )  days before you prupoae to inkod\t6& -0 device. in 
intoretake commerce is a prohibited act under section 301(p) 
of the A c t ,  and results  in the device baing misbranded w i t h i n  
the neqn.$ng of sect ion  5 0 2 ( 0 )  of the A c t .  Firma that are  
currently commercially marketing, promting , and/or 
dietributing andwcq$cflaparoscapic accessor5es vithout 
having submitted a 510(k) notification should take prompt 
action to wrrect this violation. Premarket notif jcation 
submissions (510 (k) ) ' 6  should be submitted ta CDRRCs Office of 
Device Evaluation (HFZ-404)  at the  abave address. Continued 
marketing of accessories  for ehdoscopea/lapqroseopes w i t h o u t  
suhniasion of a 510 (k) may result in regulatory action without 
f - ~ r  notice. These actiona include, but are n o t  limited to 
-izure, hjunc t ion ,  and/or c i v i i  penal t i e s .  
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YOU are requeeted to notify this off ice  in writing w i t h i n  
rh l r ty  (30) woxklng days of receipt of this letter, advfshg 
ua o f  the sgeoific atepa you have taken to corrcot: kkis 
violation. Xf cerre0t;ive aotion, including the submission or 
a 510 (k) gre339arkct not5 Picatian cannot be completed 
within thirty ( 3 0 )  w a r X i n g  clays, state t h e  reason for the 
delay and the ti& within M c i h  aorreationa will bc aoragleted. 
A copy of t h i s  let- has been aant to the FDA district off'iaa 
in u h i ~ h  yout fim is located. You should also report; any 
action y w  take to currect this violatian to y o u  local PM 
dietrict . 
Your response t o  this leb- should be sent to PDA, CDRH, 
G e n e z a l  Surgery Branch, at Cbe above address. Any questions 
you may have regarding this latter should be direokcd t o  I&. 
carol Shirk a% 301-437-3116. 

Adrlanne G a l a  
Acting Dixector 
Oivision of EnirWcemant I 
Office of Compliance 
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and RaQl~Z~gLcal Health 




