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4 Faillire to maintain records of mvestigations of all complaints involving the possible failure of
devxde and/or records describing the reason no investigation was made. For example, our

i vcstnzLuon dlscloscd that your firm had no written documentation describing the rationale for not

[ drforn ing investigations or documenting the results of investigations of sevcral reported

chnl ints, soemﬁcallv comnlam ts of infections of patients treated with your devices

o

dditionally, our inspection revealed that your devices are misbranded within the meani

ction| 502(t)(2) of the Act, in that your firm failed to submit information to the Food and Drug
ministration as required by the Medical Device Reporting (MDR) Regulation, as specified by 21
FR Part 803. Specifically, you failed to submit an MDR after receiving information which
asonably suggested that one of your commercially distributed devices may have contributed to a

ath.

Ybur “Dermagraﬂ TC” is further misbranded within the meaning of Section 502(f)(1) in that it
agpears to lack adequate directions for use because the expiration date was extended beyond its
dﬂjgma]l six month expiration period without the appropriate justification.

A_]tbough, your office met with representatives of our agency on March 17, 1998, we still have
serious| concerns about the significant deficiencies disclosed during our investigation. We have
specifi¢ concerns about the number of occasions where your product failed to meet its pre-
ddtermined quality attributes but was released into commercial distribution without a thorough
aHsessrdient to determine the reason for the nonconforming product. We also have serious concerns
afjout your control of environmental conditions of manufacturing facility and the high endotoxin
levels disclosed by your testing.

We ackhowledge that you have submitted to this office two responses concerning our investigators
qbservations noted on the form FDA 483. Copies of the responses have also been sent to the Center
for Deyices and Radiological Health (CDRH) for review. We will provide our comments to your
responges, nevertheless, you should not delay in your response to this Warning Letter.

/Hddm nally, please provide our office with a complete mvemmy of the product that has been
c{d)mmeIICLally distributed to your domestic and international consignees and the amount of product
that your firm has in your current inventory.
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his ie%tter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
?sponF ity to ensure aanerence to each requxremem of the Act and reguiations. t
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Fedetdl Agéncies are advised of the issuance of all Warning Letters about devices so that they may
tate his information into account when considering the award of contracts. Additionally, no
premarket submissions for devices to which the GMP deficiencies are reasonably related will be
clgangd unfil the violations have been corrected. Also, no request for Certificates to Foreign
Gov nmejts for Export will be approved until the violations related to the subject devices have
be| nﬁorre ted.

You|$hould take prompt action to correct these deviations Failure to promptly correct these
devidtions fmay result in regulatory action being initiated by the Food and Drug Administration
wi_lk}ﬁlht further notice. These actions include, but are not limited to, seizure, injunctions, and/or civil
penalties.
Pléasg notify this office in writing, within 15 working days of receipt of this letter, of the specific
steps you Have taken to correct the noted violations, including an explanation of each step being
tal:ken to ide:]ntify and make corrections to any underlying systems problems necessary to assure that
sir:nila& violations will not recur or any other items discussed at our meeting. If corrective action
cahn it be éompieted within 15 working days, state the reason for the delay and the time within

wlhicmthe chrrections will be completed. '

Yoéur feply should be addressed to:
Dannie E. Rowland

" Compliance Officer
U.S. Food and Drug Administration
. 19900 MacArthur Blvd., Suite 300
' Irvine, CA 92612-2445
Sincétely,

Elaing C. Messa
Distrniet Director

cc:  Stafe Department of Public Health
Environmental Health Services
- Attn: Chief, Food and Drug Administration
601 North 7th Street, MS-357
pq. Box 942732
Sacramento, CA 94234-7320



