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Dear Ms. Chin:

The Food and Drug Administration (FDA or the agency) conducted an inspection of Coulter

Ct t+ ITialanh Fla £
. Corporation, Division of Retrovirology (Coulter), 560 West 20th Street, Hialeah, Florida, from

April 28-30, May 1-9, May 21 & 28, and June 3, 1997. During the inspection, our FDA
investigators documented s1gmﬁcant deviations from the applicable standards and requirements of
Subchapter F, Parts 600-680, and Subchapter H, Part 820, Title 21, Code of Federal Regulations

as follows:

1. Failure to adequately review, evaluate, and maintain written and oral complaints relative to
the identity, quality, durabnhty, rehablhty, safety, effectiveness, or performance of a device
[21 CFR 820.198(a)], in that:

a. Complaint report #1996070399 was closed and the corrective action section of the
report was crossed out before determining the cause of the complaint.
b. Complaint report #1996070348 was closed while still under investigation by the
customer/distributor.
2. Failure to review, evaluate, and investigate any complaint involving the possible failure of
a device to meet any of its performance speciﬁcations in that complaints #1996070351
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[21 CFR 820.198(b)].

- 3. Failure to maintain adequate written records of investigations, including conclusions and
follow up, of failures of a device or any of its components [21 CFR 820.162]. For
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example:
a. Original complaint reports provided by the distributor are discarded and replaced
with the most recent printout.
b. Copy of the reply to customers is not always retained in the complaint file.
c. Decisions and/or resolutions made during meetings between the firm and the
distributors concerning complaints are not documented.
4, Failure to establish, implement, and control written manufacturing specifications and

processing procedures [21 CFR 820.100], in that:

~
a.

2 veu‘dl’c‘ \QOP w cuut}cd -w'
W% was not followed regarding device failures for Antigen

Reagent ots 1976]863 and 1976M993 and HIV Reaction Plates lot 1986H964 in

that no investigation was conducted to determine the root cause of the failures.

g was not followedm that punﬁed watertaps'results o

exceeded thespecnﬁed action limits and corrective actions were not initiated and/or

documented. For example:

i on 11-18-96 sample Tap Bankm resulted in 109cfu/ml exceeding the
<100cfu/ml limit;

ii. on 2-10-97 sample Tap Watelmresulted in 563cfu/ml exceeding the
<500cfu/ml limit; and

iii. on 2-19-97 sample Tap Water Uil resulted TNTC exceeding the
<500cfu/ml limit.

Incoming material specification fol‘mmates (i B.does not include
sample size specification and references an obsolete SOP -y entltled “General

collection of six HIV reaction platesamp es to be tested for bloburden however,

only three samples are collected for testing.

5. Failure to establish, 1mplement and control written manufactunng spemﬁcatlons to assure
that the device conforms to its original design or any approved changes and that such
changes are subjected to controls as stringent as those applied to the original specifications
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in tnathceptance specmcatmn tor purity was changed from 98% to 96%
without ev. ing the effect on product performance [21 CFR 820.100(a)(2)].

o)

The mrefngerator‘m temperature chart for November 4 through
November 11, 1996, shows an out-of-specification temperature of 13°C.

e

~l1
o]
2
g
e
-
o
=
8
<

proprlate ertten procedures Rﬁ ﬁ eptanc of components in that the

SOt L. 2l

Inck
]
3
2
(o R
aQ ~=

8. Failure to maintain a device history record to demonstrate that the device is manufactured
in accordance to the device master record [21 CFR 820.184 and 600.12] in that:
a. peratmg procedure and the equlpment settlngs used during the Apnl 25,
re-pouching of reaction plates lot 1987D274 were not appropriately

'\lo

c. Corrections made to BPR for lot 1987D274 are not verified for accuracy and no
reference 1s made to the non-conforming report.
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1997) of the quality system regulatlons publlshed on October 7, 1996 the citations are referenced
to the regulations in effect at the time the deficiencies were noted to have occurred.

You shouid take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action vvithout further notice. Such action includes license
suspension and/or revocation, seizure and/or injunction, and/or civil penalties. Federal agencies
are advised of the issuance of all Warning Letters about drugs and devices so that they may take
this information into account when considering the award of contracts.

You should notify this Office in writing, within 15 working days of receipt of this letter, of
specific steps you have taken to correct the noted violations and to prevent their recurrence. If
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corrective action cannot be completed within 15 working days, state the reason for the delay and

the time within which the corrections will be completed.

Your reply should be sent to my attention at the following address: Food and Drug
Administration, Center for Biologics Evaluation and Research, HFM-600, Suite 200N, 1401



