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CONFIDENTIAL

1, Please provide information about the firc retardant properties of the cushion.

TAB 1 containg the specifications for the VAX-D™ Therapy Table end cushions, including
those for firs retardancy.

3, CiarHy whick clakss Vat-Tech inteads to make in this submission and ;pply - @
supporting clinical data

Tn the April 20, 1995 fetter from Paul R. Beninger, M.D., only ono claim was questioned.
The letter statcs that “claims for decompression of the intervectabral disc, &3 measured by the
[cmngofmm&ualmm,wamhuﬂedm Wa etxted our
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Vtt-Techhu, mmwmdwofmmw&m_hm_;

K951622 sobosission wiich is ymole 10 mnuud?m’ﬂmmmnudz,
,M%ﬂw 7a c[e
and Willixm Martin, M.D_ of Nesrvengery 31: 150 -353, 1994, A roprint ofthis g
__pepec 3 Incloded on page 53 Q&M%&@(mxm)

Copies o1 the brochares included wikh K334435 are sloo in TAB 4 of the present

submission, for your convenience. Copies of the proposcd patieat and practitioner brochures

for K951622 appesr on pages 39 - 102 (TAB §) of ths June 27, 1995 submizsion.
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___changes are pol Tundummentsl ~ARzrneirvy worging Jof the sxme intended u3s and
indicatioas for uss 3

. The chasges tod additions s meant 1o dlyrifvor
&nizs terminology consistent wilk currenl. medzcal ;mmo& For example, the tem '117
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Tt taay b of intecwt thix the Techoology Assesmest Division of the Madical Technelogiss
Group, Ltd, (MTG), sn indepeadant heaith czrs sepessconc group, mchyrgvhmd‘u»'
... Lteraturs reisting to spioe decompraston md concladed that *Coupled with modem uging
-~ tacimology that recorded modifications i the extent of berafsied discs with VAX-D therapy,
no other non-intecventicnd mexns of treating Jow beck poinackanical or dtherwise, B, .
shown such promise.™ A cost exxmpariaon of tse of the YAX-D™ cormpared 1 surgicat

prodedures, fuch 53 laminectomy, diceciomy e parcataacous diosetonty reveslad dramatic
savings to the heakth care sysiem. (TG Newsloster Augusi 1995/ Vold No. 8, M7

Newsletier September 1995/Vold No. 9)
Hihere Is any pfoblcn, p&manwfmhwismaq-poaibie:

Normas F. Estrin, PD,, RAC

Pravident
ESTRIN CONSULTING GROUP, INC.
3193 Copenkaver Drive
Potemae, MD 20354
Pheos: (361) 273-2899
FAX: (301) 294-0126
Thank you for your assistance.
Sincerely,
, PRD. }M.D
Prosident

a4l

; | - 000803

‘\"




