——

Dats: Februsry 28, 1985
Chenist/Consumer Safety 0fficer, 0C/DOE3/Orthopedic,

From:
Restorative, znd Anesthesiology Devices Braqch g\f’
343) g m
Subject: Amendmeat to K894435 VAT-TECH, Inc. Vertabral il SO
Traction ¢(VaAX-T) Table ™
To: ¥arie &. Schroedsr, ¥.S., P.T., Chief, Restﬁ;atrve <l
Devices Branch, DGRD S re T

Through: Joyce Moultry, Premarkst Notification Sectifh, Docum
Kail Center

This submission is & response to my lettsr of Janu&ry 11 1885
(attached).

The reason we sent this letter is that since 8/94 the Newark and

.Orlando District Offices have received aumerous censumer ocalls
concerning whether a VAX-D device had been cleared for marketing.

Consumers also asked about its labeling claims.

A checlk of the 510¢k) files revezled that a ¥

cleared for marketing and in a letter dated Hsrch 27, 1881
(attachad T Sponsar amended the this S10(K) Lo correct the

Procode Eha‘cnzurZ”Ene fn&ns® of the E’Vit§'EE‘VEI”U”’"HE"EVETT“‘

"tHis Jletter dI3d Mot idclade a description of the device, so_it is

not clcar whefﬁer Enc conpaANY My mEde EHY chanéés'ftv}p

A curscry review of the sponsor’ s response toe ths January 11,
1385, letter shows that it has modifieq the design of 2
to anlude a software-driven computer for dats collection =nd
1so has addéd clafims o thé promdtidnil nAEErIzli “TIX BdZItIionm
the firz shoUuld Ge _s&ed to delete &the statcnent "The VAX- )
THereageuric Tabls 1s it compliafcs with Food & Drug regula.lcns

1ﬁTf‘E!§’TH—Yﬂ!—UﬁTEEE""5353 v TNE Bromotional TGESEIHUTE The
Non-Surgical Alternstive To Back Pain Treatment - VAX-D Ther=zgy"

This statemsnt impliss that FD4 hag approved this device and
constitutes pmisbranding undexr 21 CFR 807.87.

Please review this material and decide if a new 510(k) is neeaded.

Thank you.
éiQ~t;JLaﬁr$\C3n €2~&;*4_Q,
Elizabeth A. Riegel
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