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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubilc Health Ssrvics

Focd snd Drug Administration

9200 Corparns Bouieverd
APR 20 1995 Rockville MO 20850

- A gl s
Alan B. Dyer, Phm.B., B.Sc., Ph.D., M.D. -
‘Prasident ' ;
Vvat-Tech, Inc. :
38511 US 1S, Connsll Squars _
Palm Harbor, Florida 34684 pPR 21 1985

Rar K§51622
VAX~D Thsrapsutic Table
Datsd: = FYabruary 8, 1995
Recelived: March 2, 1995

Dear Dr. Dyer:

We have reviewad your current informaticn describing the
subdiect of X834435, the VAX-D Therapeutic Table (formerly the
VAX-T Traction Table). Uniiks ths devics describsd in the
original Section 510(k) Premarket Notification (510(k}), the
VAX-D table is computerized, which constitutes a significant
changs in design that could significantly affect the safaty or
offectiveness of the dsvice. Additionally, claims for
decompressicon of the intervaertabral disc, as measured by the
lowering of intradilscal pressuras,’ represents a new intendad
use. As indicated in 21 CPFR §807.81(a)(3), a premarket

" notification must be submitted when the davice is about t¢o ba

significantly changed or modified in design, componants,
mathods of manufacture, or intended use. Therefora, wa
baliave that the changeg to your device as dascribed akave
require the submissicn of 2z new 510(k}. Accordingly, your
information is now considered to be a new 510(kK), document
numbar X951622. We have completad an administrative review cf
your submission. Understandadbly, our review indicataes that
“your 5l10(k) is administratively incomplets and we are placing
your 510(k) on hold. We helisve that basic information is
necessary for us to begin our substantive review and to
deternina whather or not this device is gubstantially
equivalent to davices marketad pricr to May 28, 1876, the
anactnent date of the Madical Device Ansndmants te the Federal
Food, Drug, and Coemetic Act (Act). Therefora, in order for
us to begin the substantive review of your 510(k) submission
we reguire the following information:

1. The truthful and accurat; statament nust be
provided.

/ . .
2. The device trade or proprietary name must be
providaad,
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The device comzmon or classification nams must bhe
provided.

The establishmant registration number of the owner
or opsrator submitkting the premarket notification
submission must be provided (only applies if the
establishnent is registered).

_ The class in which the device has bsen placed under

Section 513 of the act must be provided; or if the
owner or operator detarmines that the davice has not
been classified under such section, a statemant of
that determination and the basis for the perscon's
determination that the devica is not so classified
must be provided.

The classification pantl in which the device'has
baen placed must be ldantified. :

Any acticn taken to comply with the ragquirements or
the act under Section 514 for performance standards
nust be described.

Proposed labels, labsling, advertising and/or
promotional materials, and spscificaticns suffiaiant
to describe the new devics/modification, ita
intended use, and directicons for uss, as appropriate
must be provided. If the davice is a presscriptioen
device, the lakeling must bear the cauticon statement
as outlined in 21 CFR 801.10% (b)(1): "Cautien:
Federal law restricts this device to sals by or on
the order of a physiciap [or dentist, if
applicable)”". 1If the device is rsusable,
instructlions for maintenance, storing, claaning, and
disinfection/resterilization of the davice nmust be
included in tha deavice labeling. Guicdance 2n
labeling issuss is provided in ODE Bluebook Mexmo
G8l-1, "Devics Labeling Guidance" datad March §,
13991, A copy is available from tha Division of
Small Manufacturers Assistance, which may be
contactad at the telephsne humber provided below.

The Safe Madical Davices Act of 1990 (SMDA} requires
that all persons submitting a premarket notificatien
include either (1) 2 summary of ths safety and
vffectivensss informaticn in the pramarkat
notification submission upon which an squivalence
determination could be based (510(k) summary); CR

(2) 2 atatement that safaty and effectiveness
information will be made available to intortntod
persons upon request (510(k) statsment}. For moye
information, see the FDA letter acknowledging

receipt of your S10(k). LO‘}‘)}‘;
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The Safe Msdical Devices Act of 1930 (SMDA) requirss
that any perscn who asserts that 2 device is
substantially eguivalent to a class IIT device to
(1) certify that hae/she has aconductsad a reasonable
saarch of all information known, or otherwise
availabls, about the gsnsric type of device, and (2}
provide a summary description of the types of safety
and effaectiveness problems assoclated with ths type
of devica and & citation to the litsrature, or other
sources of information, upon which they have based
the descripticon (class III summary and
certification). The summary must address safety and
affectivensass issues related to the gensric type of
device as well as to the particular device under
review. For more information, see thes FDA lettar
acknowledging receipt aof your 510(k).

Photographs of the device should be submitted to
bettar document the physical description of each
device included in the submission. The photographs
should include internal/external, asaenbled/

U=

unassenbled, and interchangeable parts of the device

and should address the name and function of all
parts of the devige.

Enqznearinq drawings of each davice included in the
subm1551cn must be submitted. Thesa drawings shoulad
include the specificaticns (i.e., length, widkh,
haight, diametsr, weights, power/elsctrical
requirements, matsrial, etc.) of the device with the
applicable tolerances. All sizes, models,
varieties, satc. of the davice should be listecd.

If the device is sold in a2 set that includes
accessoriss, these accessories must ba identirfied.
The same type of informatien as statead abova must be
supplied, Although the accessoriss themselves may
be conaidered exempt, when used as part ¢f A set
with a higher class devica, they are considsred an

accesscery to the device and must be reviewed as
such.

The legally marketed predicate device to which
eguivalence is claimed must be identified, and a
copy of its labaling and a description of ths device
nust be submitted. State whether the subatantially
aquivalent device iz a preamendment device or a
device which has been clearsd through the 510 (k)

process, providing the 510(k) document control
number if known.
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A statemsnt of the similarities and/or differences
with the marksted device to which you are claiming
equivalence must be provided. This statemsnt shauld
describe ths similarities and differencsas in
intended usge, tachnology, and other important
characteristics.

You must provide z clear and organizsd comparison
table, and accompanying discussion if necessary,
which comprehensively describes the similarities and
differsnces of tha devics in comparison with legally

- marketed preducts. If this 510(k) is for a

modification to a marksted davice, the modiflications
must bes completely describad. The information
should include an identification ¢f the devica(s) to
which subatantial equivalence i¢ clained, as well as
a comparison of intended use, design (including
materials, specifications, energy used/delivarad
stc.), labeling and performance.

Data tc show the effacts of your device modification
on performance and safaty and effgctiveness must he
provided. (It is hslipful and tims saving to supply
information regarding the original device (i.e.,
drawings, apecifications, etc.) rather than nersly
eupplyinq tha refersnce 510(k} number, If FDA nuat
research the necessary information, a delay in the
review process may result.)

Any action taken to comply with relevant veluntary
perfcrmance standards must be described.

Performance data are nesded in corder to determins
equivalance for your device or davice modificatien.
Praovide all bench, animal, and clinical data
collectad to demonstrats sguivalenca with respect to
parformance, This {nformation should include the
objectives of the studies conductad, the test
nethodoleogy and/or preotoael (including discussion as
tc tha appropriateness of the tests selected), the
study rssults, 2 discussicn of the study rsaulcs,
and conclusions drawn from the studies. Performance
testing should simulate clinical use of the dsvice.

Parformance data must also be submitted for the
device to which you claim equivalence s¢ that an
adsquate comparative analysis may be cenducted.

For patient-contacting dcvicaa, bloconmpatibility

information and/or data 2or the device materials
(including inke, dyes, markings, radiopaque ,
000016
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materials, etc.} must be provided. Depsanding on the
davice and materials used, we may accept a
cartification from you that the exact same nmaterial
and. formulation is used in the daevice to which yeu
claim equivalence. Therefors, if the materials are
te the legally marketed davice and ars
identically procsssed or starilized, this should be
explicitly stated., Wae may requirs biocompatibility.
test results to bae submitted. Testing should be
conducted on the final sterilized product in
accordance with the "Tripartits Bigcompatibility
Guidance for Medical Davices," available from the
Division of Small Manufacturers Assistance.

If 2 device is to be labaled "sterile®, the mathod
of srerilizetion, the -sterility assurancs levsl
(SAL}, and ths method used to validata the

" starilization cycle must be provided. In addition, -

if the method of sterilization is ethylens oxide
{Et0), the maximum levels of ethylsne oxide,
ethylene chlorohydrin, and ethylene glycol residues
which remain on the device following ELO
sterilization nust be identified. Residual levels
of ethylene oxide, ethylens chlorohydrin, and
ethylene glycol should comply with tha appropriate
maximum limits as propased in the FEDERAL REGISTER,
Vol, 43, p. 27482, If radletion starilization is
used, the dose dellvared must bs spaciried. A
description of the manner, including materials, in
which the davice will be packaged in ordar to
maintain device sterility must alsc be provided. It
the devics is to be labhelsd "pyrogen frae" or
“nonpyregenic”, the method used to make that
determination must be degcribed.

Softwars/firmwars validation and verificaticn anad
appropriate tssting information must be submitted
for all computer controlled davices., Hardwars
validation and verification mzy alsc be regquired ror
sore devices. Further information regarding the
required documentation for computer controlled
davices can be found in the Raviewer Guidance for
Conmputser Controlled Mediczl Jevices Undergeing
510(k) Raview which can bs obtained fronm the
Division of small Manufacturasrs Asslistancs.

If your device is a kit, all components of the kit

nust be identified and the following certification
must ba provided: :

()
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I cartify that the following components of my
kit ara either (1} legally marketed pre-
ameandment devices, (2} exsnpt from premarket
notification (consimtent with ths exemption

" criteria dsscribed in the classification
regqulation(s) and the limitations of exemptions
from Saction 510(k) ¢f the act (e.g., 862.9),

il) have ksan found to be substantially

equ valent through the pramarket notirication
process for tha use(s) for which the kit is to
Ye intendsd (i.e., I am neot claiming or causing
2 new use for the compansnt{s}}.

1 further certify that these copponants are nat
purchased in "bulk®, but arz purchassd in
‘finished form, i.c., they are packaged, .
labeled, etc., consistent with thalr pre-
amendnents, exemption, or pramarkst
notification criterie and status.

If you cannct make the above rsfaranced
certification statement (first paragraph) for each
component of your Kit, you must itemizs the
conponents without a pre-amendments, exemption, or
pranarket notification status. In this case we will

cantinue our premarket notification raview of thess
componants of your kit.

If you cannot make the above referenced
certification statsment (sacond paragraph} for ‘aach
component of your kit, yocu must itemize thess
cemponents, stats whether thay are prs-amsndments,
axanpt, or have been found substantially squivalent
through the premarket notification process and
describg how you further procsas them (e g,
starilize).

If your kit contains examination gleves which are
purchased in bulk, your subnission must contain
either a certification or data demenstrazting that
the final finished sterile examination gloves in the
kit meet the ASTH standards for rubber axaminmaticn
gloves (ASTM D 3578-77) and paass the FDA 1000
milliliter water leak tast in accordance with the
sampla plan and test method published in the FEDRERAL
REGISTER, Veol, 55, p. 51154-81251.

If the kit contains sutures, provide evidence that
the stsrilant does not contact ths suturss during

the sterilization process. In sddition, it should
be notad that a changs in the labeling, packaging,

eRenls
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nethod of sterilization, or supplier of tha sutures
in your kit requires the submission of a naw S10(k}.

If your kit contains componants which are subject to
regulation as drugs, a substantially egquivalsnt
determination will not apply ta the drug componants
of the kit. For additional information on
applicable agency requirements for marketing ths
drug compoenent(s) in the kit, contact the Centar for
Drug Evaluation and Research's Division of Drug
Labeling Compliancs at (301) 295-806&3.

23. Information idsentirfied in the enclgsed gulidance
document must be provided.

24. Identify another predicate device for your product.
We are unable to document that tha devics which you
identified in your submission as a predicate device
has besn cleared by FDA for marketing., Alternately,
provide evidence that the predicate device that you
identiried was on tha market in the U.S. prior to
May 28, 1976.

25. A table of contents, listing of taba and appendices,
"~ and appropriate pagination for your premarket
notification must be provided.

The additional information should be submitted in duplicéta,
© refsrencing the 510(kX) number above ts:

Food and Drug Administration
Center for Devices and
Radiclogical Health

Qffice of Device Evaluation

Oocumsnt Mail Canter (HFZ=-401)

9200 Corporats Boulsvaryd

Rockville, Maryland 20850
Please note-that since your 510(K) submission has not been
substantively reviewad, additional inftormation may ba required
during the reviaw process and the file may again be placad on
hold. You may not market this device until you have pravided
adequate information as required by 21 CFR 807.87(f) and (h),
and you have raceived a lstter from FOA allowing you to d¢ so.
If you market the device without conforming to thesa
requirements, you will bs in violation of the Act. You may,
howavar, distribute this device far investigational purposes
te obtain clinical data if nesded to establish substantial
egquivalence. Clinical! investigations of this device must bas ~
conducted in accordance with the investigational devics
exemptions (IDE) regulationa (21 CFR part 812). oL,
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If the raguestad information is not received within 3¢ days,
wa will consider your premarket notificatien to be withdrawn
and your submissiocn will be dslsted from cur asystam. If you
submit the resquested information after 30 days, it will be
considerad and processed as a new 510(k); therefors, all
information previously submittod pust be resubmitted sc that
your new 510(k) is complete.

If you have any gquestions concerning tha contcnts of this
lettar, please contact Mr. Andy Novick at (301) 594-~1296. If
you have procedural or policy quastions, pleass contact the
Division of Swmall Manufacturers Assistance at (301} 443-65%7
ar their toll free number, in the U.S., {80Q) £€38-2041.

Sincerely yours, ’
[y Jommt
- ! /N( ’u' /)/A-( K Y .,.-/_/

7¢{” Paul R. Beninqcr, K.D.
Director
Division of General and
Rastorative Davices
Oftice of Device Bvaluation
Centar for Devicas and
Radigloegical Health
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