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DEPART.$\EXT OF HEALTH & ~~MAN SERVICES
PUBLIC HCAL?H SE HV ICE

>

FOC3 AND DR” G A2%IINISTRATION ●HILADELPHIA DISTRICT

000 Us. Cu,tofnho*
2ne ●nd chemnu~ str~~
PhiloWlphi@. PA l.1~

Tolophon.: 21 S-S07-43W

WARNING LETTER

98-PHI-21 lipd 30,1998

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

(

Dr. Abrahim Lali. President and Chief Executil”e Officer
\’ilex. Inc.

811 Route 51. Building 10
Large. P.4 15025

Dear Dr. Lali:

On Feh-ua~ 25. 1998. Philadelphia District lnlestigator James .M. O’Donnell conducted an
inspection of }-our medical de~ice manufacturing facilit!. The ~;ilex implantable cannulated bone
scre~~s ]“OUmanufacture are medical de~ices ~l”ithinthe meaning of Section 201(h) of the Federal
Food. Drug. and Cosmetic (FD&C ) ACI and. as such. are subject to the requirements of Title 21
<’o(~’O1-Fel~~>l-O/RLPgIiIUIIOIIS(2 ] CFR I,

The inspection rmealed thal these de~ices are adulterated l~ithin the meaning of Section 501(h) of
the FD&C .~cl in ~ha~the methods used in. or the facilities or controls used for manufacturing.
packing. s~orage. or ins~allation are not in confommnce uith cument good manufacturing practice
(CG\l Pj regulations codified al 21 CFR Pan 820 as follous:

1. Failure to establish and maintain complaint handling and Medical Device Reporting
(MDR ) s!stems.

During our pre~ious inspection of your firm from Jul)- 23-28.1997, Investigator OODon.nell advised
you of the necessi~’ of ha~.ing a complaint handling s~-stem that w~ll adequately document

complaints and pro~”ide for their investigation aS well as a determination of whether or not
complaints mee~ the requirements for repofiing under the MDR regulations codified at 2] CFR Pti
803. You subsequently provided Investigator O=Domell with a copy of a Product Complaints
Form (PCFJ prior to the conclusion of the July 1997 inspection. Investigator O’Donnell=s ctment
inspection rel.eals that your fixm is not using this form. Moreo\.er. In\.estigator O“DonneH
e~’aluated complaints recei~ed by your firm since JUIY 1997

obsen.ed the fo]lm~ing deficiencies associated w-ith those complaints:
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a) there is no documentation of specific device itiorrnation, for example, the lot number(s)
and sizehype of de~’ice involved;

b) there is no documentation that a determination of whether or not these events met
criteria for reporting under the MDR regulations was made; and

c) there is no documentation that an investigation was conducted into the cause of the
complaints or a rationale pro~’ided regarding wh> an investigation is not warranted.

Further. regarding the~omplaint fiom~ you determined that, because of
the date the bone screw”was implanted. “’[c]learl>. this is not a Vilex problem.”” On the contra~, at
the time \’ilex acquired this implantable bone screl~ line from 1S1of North America. Vilex became
responsible for del’ices presentl! on the market. If !OU ha~e reason to belie~’e that de~ices
produced prior to \rilex”s acquisition of the product line are of suspect qualit! and do not meet the
requirements of CG\lP”s. then >“OUha~e an obligation to take appropriate correcti~e action with
respect to de~’ices presentl! in commerce. This includes a determination of the potential risks to

patients \\”ho cun-entl! ha~e these bone scren”s implanted in their bodies.

.~lso. please be ad~ised that the MDR regulations require tha~ >OU de~”elop. maintain. and
implement l\Titten h4DR procedures (21 CFR $ 803.17). establish and maintain an N4DR e~’ent file

(2 I CFR \ 803.18). and conducl in~estigations of each NIDR e~ent and e~’aluate the cause of the
e~ent (21 CFR $ 803.50 (b)(,2)). A re~ie~x of ~our complain~ form re~’ealed that it does not prompt a
description of the complaint in a reamer that ~lill be likel! to elicit information needed to
determine ~~hether the patien~ was injured and. if so. the t>pe and extent of the inju~. to assure that
infomlation needed to determine lYhether a death or serious inju~ has occurred is obtained.

?-. Failure to implement the Delice Master Record (D\lR) and to complete]! follon the
procedures set forth in the DMR.

3. Failure to consistentl~ complete a Device History Record (DHR) for each batch of devices
produced in accordance uith procedures set forth in the DMR.

in response to FDA 483 obsewations made during the Julj- 1997 inspection regarding deficiencies
with the DMR and DHR, you developed and pro~’ided Investigator O“Don.nell with a document
entitled ●gAcceptance Procedure for Cannulated Screws,” dated Jul} 25, 1997. This procedure
requires. in pan. the completion of a Screw Acceptance Form (SAF) for each scre~~ s~”le provided
b> >’ourcontract manufacturer in response to a vilex purchase order. During the cument inspection.
hnestigator O“Dcmnell ~~asinformed that the SAF”S l!ere completed for onlj approximately one
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weeks worth of production during September 1997 and that ~bone screws have
been manufactured since that time but not documented in a DHR.

Further, our re~iev of the Acceptance Procedure for Cannulated Screws, as implemented, finds it is
deficient in the following areas:

a) it does not include or reference the location of specifications for the various bone screw
dimensions checked prior to the tip sharpening process;

b) information regarding cutting discs is lefi blank: and

c,) i~does not discuss the disposition of bone scre~~s used in the final test.

In addition. \\e find that the S.4F is deficient in that it does no~ pro~ide for the documentation of the
follol~ing items:

a) bone scre~~s rejected for discoloration. cracks. or mechanical faults:

b) the completion of the tip sharpening process:

c ) the completion of the test to ensure bone scre~~s are neither too narro~~ nor too weak.
and the number of bone screu”s failing this test:

d ) the completion of the cleaning step:

e) the results of the final tes~:

,f) the quanti~ of bone scre~~s released for distribution:

g) the prim~ identification label and labeling for the batch of bone screv’s processed; and

h? that the steps identified in Section 9 of the .Acceptance Procedure for Cannulated Screws
were follo~~ed (w-hen applicable).

4. Failure to establish procedures for finished device acceptance and release for distribution.

Investigator O“Don.nell documented that the release of finished bone scre~~’s for commercial
distribution is not done in accordance w-ith established procedures that pro~ide for. at a minimum, a
determination that the bone screws ~~eremanufactured in accordance with the DMR. that all test
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data were reviewed and found satisfactory, that the DHR was proper]}’ completed, and that the
release is authorized by the signature of appropriate persomel and dated.

5. Failure to establish a quality system and procedures to audit the quality system.

The above-referenced deviations are examples of your firm’s failure to establish a quality system to
ensure that medical devices released for commercial distribution meet their specifications and
compl> with CGMP regulations. These deviations were also included on the FDA 483 issued at the
conclusion of the Jul}’ 1997 inspection. and at that time you produced a written description of a
quali~ s>stem and promised to implement audits within two weeks. During the current inspection,
hmestigator O“Donnell was ad~”isedthat }our firm has not conducted an)’ audits to date.

The abo~’e is not intended to be an all-inclusi~e list of deficiencies al your firm. It is your
responsibili~ to ensure adherence to each requirement of the FD&C Act and its associated
regulations. The specific l’iolations noted in this letter and in the FDA 483 issued at the conclusion
of the inspection ma> be s)’mptomatic of serious underl!”ing problems in your establishment-s
manufacturing and quality assurance systems. You are responsible for investigating and
determining the causes of the violations identified by the FDA. If the causes are determined to be
s!stems problems. >’OUmust promptl! initiate permanent correcti~’e actions.

Federal agencies are ad~ised of the issuance of all W:aming Letters about de~ices so that the! ma~
take this infom~ation into account when considering the al~”ardof contracts. Also. no requests for
Cetiificates to Foreign Go\ ’emments \%-illbe appro~ed until the Isolations related to the subject
de~ices ha~e been corrected.

~“ou should take prompt action to correct these de~iations. Failure to prompt]! correct these
de~iations may result in regulato~ action being initiated b! the FDA ~!”ithoutfutiher notice. These
actions include. but are not limited to, seizure, injunction and/or civil penalties.

Please noti~ this office within fifieen (15) days of receipt of this letter of the specific steps you
have taken or intend to take to correct the noted violations, including an explanation of each step
being taken to identifi and make corrections to an) underlying systems problems necessary to
assure that similar violations will not recur. If corrective action cannot be completed within 15
working days, state the reason for the delay and the time within which the corrections will be
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completed. Your response should be sent to Kag”n h4. Campbell, Compliance Ofllcer, at the
address noted on the letterhead.

SincereI>.

Charles B. Theme
Acting District Director
Philadelphia Distric~

cc: Robert E. Bastian. Direc~or

Di\ision of Primaq Care and Home Health Senices
P.4 Department of Health
132 Kline Plaza. Suite .+

Harrisburg. PA 17104


