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November 16,200O 

Dockets Management Branch 

Food and Drug Administration 

Room 1061 

5630 Fishers Lane 

Rockville, MD 20852 

RE: Citizen Petition OOP-0498KP 1 and OOP-049WEXP 1 

Request for Exemption for the Swan-Ganz Pacing Catheters and Probes 

On May 10,2000, the FDA granted a four-month variance from the requirements of the 

Performance Standard for Electrode Lead Wires and Patient Cables (21 CFR 898) for the 

following products manufactured by Edwards Lifesciences (formerly known as Baxter Healthcare 

Corporation, Cardiovascular Group): 

es a venous 

Due to issues related to our component supplier’s inability to meet our timelines for completing the 

tooling fabrication activities and providing compliant lead components, Edwards requested an 

extension to this variance and was granted a 120day extension on September 5,200O. 

Edwards Lifesciences LLC 
One Edwards Way Irvine, CA USA 92614 

Phone: 949.250.2500 Fax: 949.250.2525 w.vw.edwards.com 



Edwards has received components and has completed the required qualification/design verification 

activities for the impacted devices. However, receipt of a sufficient supply of these components to 

complete manufacturing all models listed in the variance will not occur within the deadline of 

January 9,200 1. The Swan-Ganz Pacing-TD Catheters will not be manufactured by the 

termination of the variance on January 9,200 1. 

Edwards is hereby submitting a request to extend the variance an additional 60 days for the Swan- 

Ganz Pacing-TD Catheters, Models 200F7 and 2OOHF7, to allow sufficient time to manufacture 

compliant product for commercial distribution. Edwards continues to hold the majority of the 

market share (> 5O”h) for these types of devices. Given the critical care setting in which these 

catheters are used and lack of sufficient numbers of alternative compliant devices, restricting the 

availability of these type devices to the clinical community could pose a serious risk to the public 

health. 

Thus, Edwards Lifesciences requests that a 6Oday extension of the variance be granted to these 

catheters. 

Should you have any questions, please feel free to call me at (949) 250-2418 or Diane Peterson at 

(949) 250-3514. 

Sincerely, 

Paula A. Torrianm 

Manager, Regulatory Affairs 



. 

. . . ..e. 

i 
“I’ ----=“Bes ,, ), _ 

I 
* 
1 
; 

i 

~~~~~~s$BfFBE68~c~~RP, -cvc 

II E 
4 2 RLTON PRRKWAY 

~~~pdT8t;id%9!v00 
I 

R IN , CR 92606 RCTURL l&T: 1 LBS SCRLE / 
(714258-2588 m t 
TO : Dockets Manasement Branch 

I Food & Drus Administration 
Room 1861 
6638 Fishers Lane 

f 
Rockville MO 28862 

4702 1891 0721 -. 

4702 1991 0721 
, 

REF: RA 1861394972 Peterson 3514 

PRIORITY OVERNIGHT FRI c,j 
cad # 0016372 IGNOUBB Deliver by: E 

TRK# 4702 1891 0721 L::: 17NOU00 z 

20852 -MD-US 
IAD FM ; 

XFIGAIA ” 


