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RELEASE
ROY Allen, Chief Executive Of ficex
Dentronix, Inc. F#
102 Steamwhistle Drive
Xvyland, PA 18964

Dear Mr. Allen:

From September 25 through November 10, 1996, Philadelplai& District .
Investigator James P. McEvoy conducted an inspection ef your
medical device manufacturing facility. The orthodontic instruments
and dry heat sterilizers youmanufacturc are devices us definedby
Section 201 (h) of the Federal Food, Dnzg, and Cosmetic {FD&C) Act.

The inspection sevealed that the Medtronix M300 Dry Heat Ste~ilizer “
‘ (M300) is misbranded within the meaning of !?ectio!a S02 (o) of the
FD&C Act in that you have not submitted a notice or other
information as required by Section 510 (k) of the FD&C Act p=ios te

introducing the device inte interstate cmmezce fw commescSai
distribution. AS a result, the M300 is also adulterated within
the meaning of Section 501(f)(l) (b) of the FD&CAct in that it la
a Class 111 medical device under Section 513(f) and does not have
an approved application for premarket approval in effect pursuant
to Section 5%5(a) or an appzoved application for an investigational
device exemption in effect uncles Section 520 (g). Invest igator
McEvoy noted during the inspecti !rm has nmwketed the
M300 in interstate commerce shc

In addition, devices manufactured by yam fim axe adulterated
under Section SOl(h) of the FD&C Act in that the methods used in~
o% the facilities or contsols used fort theis manufacturing,
packing, storage or installation axe not in conformance with
Current Good Manufacturing PZactice (CGMP) regulations cod~f ied *

(21 CPM Pa- 820.
Specifically, the inspection revealed that you have fa!led to
conduct periodic auditm of the quality assutance program in
accordance with written procedures [23 cm 820.20 (b)~~
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November 32, 19g6
Roy Allen

Further, ouzxwiew of @eM300 Iiabelifig that Znvoet$gatw McEvoy
collected during the ~mspekioa rev@led that tB@ pr~uct $S
misbranded within the meaning of Section 502(f) (1) ef tbe ~&CJJct
In that its labeling indicates that the device k ztp~repk=kte for”
use in sterilizing imtrufrients when the de~~ce’s design I$fit.ts Us
sterilization capabSlttlea to talc. llow~ver, we acMaoW5c!g0*LW
actions to corxeck the labeling fox the uni.tB eukzcntly h
commercial dhtribut~on by deletihg ahy rcfwenceat to hotsumst

sterilization.

We also acknowledge your dec$s~on to Cea$@ marketiag the X300 Until
you can submit and zeceive cleazame %m ita pxemmlcet xmtigidatioa
(S10 (k)) . Howewr, dwices ewk~ratly k commercial di~txibution
are mhbranded as indicated above and WS1l cmkiau@ to be

misbranded until clearance is xeceived.

This letter is wt intemded to be a aQ-Snclusive Itgt of
deficiencies at your facility. N top nunlagement, It i13 yew
responsibility tg ensuxe adhezence to @achrequizefient of the pD&C
Act and regulations.

The specific vielz!atiorw mted in thig letter an~ ~m the FDA-483
issued at the closeout af the Znsp@ctiom may be Qymptomstic of
aezious undezly~ng prob~cms in YOUS f$rtn’a mamfact~$ng mcl
quality aseuraace systems. YOU are resp~ss$ble for l~ve~tigating
and determining the causes ef the violations iden$&fieQby FD& If
the causes are determined to be systems pmbletna, you must pmsnptly
init iatc perma~emt cozsectim acticmn.

Federal agencies are advised of the issuance of all Wamhg titters
about devices so chat they may take this @fomiwion $mko aecmw
when considering the award of contmcks. ~dditkmally, ho pefidihg
ap@ications fOr premazket appzeval (P*’*} ox apoti appzwal
requests will be approved and no premrket wtificatiwa (Section
SIO(k) ’8) willbe found tobea~$taatiallve~i~alent So*pxeduct@
rnazmfactuxcd at ~he f~cility in which the above CGMP vlalat~oas
were found until the violatims have been cezkected.

YOU should take pmnpt wkion tO comet theaedwiatiow. FaJ~ure
to promptly corzect theee deviatioxz~ my mmlt in WA’ a ioitiatlcm
of regulatory actioa ti~thout fuftbes motiea. These 8ctionc
include, but are n~t limited to, UeizW@, Sfi~mctfcm, ud/w civil
penalties.

Please notify this of ftce ~n writing within fifteen (~5) woxking
days of receipt of this lettw aa to the @pecSfic steps ~U have
taken to correct the meted violations, ihcluding m explanation Of
each step being takem to Sdefitify nmd make coxrectiwnc to the
underlying systems problems fiecesmq to ama:e tha~ eimil~Y
violations will nOt Xecu%. If cokxect iw sction canmOt be
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?Wwmber 12, 1996
Roy Allen .

completed within 15 working days, state the reason fos the delay
and the time within which the corrections will be completed. Tlzl
corrective action should also addrem the status of the M30[
devices currently in commercial distribution.

Your reply should be sent to the attention of Karyn M. Campbell,
Compliance Officer, at the address Iloted on the letterhead.

Sincerely,

Diana J. Xolaitis
District Directo%
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