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COnter for Dedoies an
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offm aco Device &valnstioA

Dacember 03, 1998 51 Naw-d 20000

ZLEKTA INSTRVUT AS 1M)Num't K9U4328
C/O PATTERSON CONSULTING GROUP, ING Received; O-DBC-1998
18140 SHOKYSIGNAL DRIVE LKoduct: IKSBLL ;A6fIA KNlFE

SAN DIEGO, Ca 921.27 IAS.GE.T SYSTEK, MODFL-
ATTN: CAROL PATTFSOt! 24001

"hoe CeUter for Devices and R•diological Healeh (CODH), Office of DavLca
Evaluation (ODE), has received the Premarket Notification you submitted in

accordance with Section 510(k) of the Federal Food, Drug, and Cosmtic Act
(A•t) for tho ebove referenced product, we liavt assigned your su~bnmLston a
un1uo 5100() rumbar that ii cited above. Please refer prominently to this
510(k) nunbex in any future correspondence that relates to thi' submission.
We will notify you Waen the processtng of your prleaajckt noitftcalun bas been
complated or if cany additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU URCEIVE A LLtrTER FROM FDA
ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 910(k) sumitt•ers pzovid" on
a separate page and clearly marked "Indication Rqr Usa" the iudication for use
of their device. I1 you have not included this inLtormation on a saparate page
iun /;Alirebtiuio on, pleao complete the attached and amiend your 510(k) as soon
a. possible. Also if you have not included your 510(k) Summary or 510(k)
Statement. or your Truthful atd Accurate Statement, please do so as soou as
pOas•%i,. Thore may be othor rogul~aeons or requtreaents affettlng your device
such as Postmarket Surveillance (Section 522(a)(I) of tho Act) and rho Device
Tracking regulation (21 GFR Part 821). Please contact the Division of Small
ManUaoturerG AMsiraxca (DB9MA) at the telephone oa veb eite below for more
infonmation,

Ploase vemmmbar cbar all correspondence concerning your aubmiasion HUST be
sent to the bocument Mail CGeter (HFZ-401) at the alove lettrhebd address.
Correspondence sent to any address other thtan the Docv=ant Mall Cetear will
not be considered as part of your official premarker naoification submisston.
Because of equipment a-d persounol limitation-, wo cAnnot accept culefAxed
material as pore of your official ?remarkur tnotlficavion submission, unless
specifically requested of you by an FDA official. Any te.efa&d material
mu"t be followed by a hard copy to tha Documonti Mal. Center (QFZ-401).

You should be taxiliar with the manual antitled, "?remarket Notification
510(k) Regulatory Requirements for Medical Devire" available from DSMA.
If you h.ie other procedural or policy quee•tons, or want information on
how to check on the sBatus Of your st~mission (after 90 days from the
receipt dare), please contact DSNA at (301) 443-6597 or its toll-free
nwvxber (800) 638-2041, or at their IntQrnat nddreas -tcp;//uw.fda.aov/cdrh/dsmamawn,html
or me at (301) 594-1190.

fline•orely youxr,

!Mtemark t Nowdficae.iLuo Staff
Office of Device Evaluation


