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.

.Mr, Mokh[ar Ali
Gcncrn] Manager
C/ocker Industrial Resources Sdn. Bhd.
1’1.0 3S, Scl]ai Industrial Area Phase II
1!14(WScl]ai, Jol]or, Malaysia .

Ilc;lr Mr. Ali:

[>uri]]g [m inspection of your firm located in Scnai, Johor, Malaysia, on December 16-19,
1996, our invcstigat.or determined that your firm manufactures non-sterile powdered and
l]on-pt)wdcrcd latex cxarnination glovcso ‘1’hescgloves arc devices as defined by Section
201 (11)of [lIC Federal, Food, Drug, and Cosmetic Act (the Act).

‘1’IIU;Ibovc-sI:i[cd inspection revealed that these dcviccs arc adulterated within the meaning
()! Scc[it][~SO1(II) of tl]c Act, in that the methods used in, or the facilities or controls used
t’[lrII]anu!-ac[urir]g, packing, storage, or installation arc not in conformance with the Good
M:mufac[uring I)racticc (GNIP) for Medical Devices Regulation, as specified in Title 21,
Code of l:cdcral Regulation (CFR), Part 820, as follows:-..

I I:uilurc of the dcvicc master record to include production process specifications and
quill i[y assurmx prowdurcs and specifications, as required by 21 CFR 820.181.
1‘t)r example, you have StiNldilfd operating proccdurcs, component specifications,
l~luc-pt-ints of some equipment, packaging specifications, forms used for
~k~ulncntation and quality assurance tcchniqucs; however, the device master record
citws II()[coi~[ain or rcfercncc the majori(y o!”(IICrequired information, such as,
(iuill i[y msurancc procedures and specifications.

2. I:;iilurc (o maintain a dcvicc history record to demonstrate that tic device is
ll~:~l]uf;lc([lredin accordance with t.hc device master record, as required by 21 CFR
820.184. For example, there is no dcvicc history record which ensures that the
products arc manufactured in accordance with the device master record.

1-. [T;ll]urc (o have facilities which provide adequate space to prevent mix-ups and to
;{ssurc orderly handling of finished dcviccs and dcviccs which have been rejected,
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4. Failure of [Iw quality assurance program to identify, recommend, or provide
solutions for quality assurance problems and veri~ the implementation of such
solutions, as required by 21 CFR 820.20(a)(3). For example:

1. Some of the polybags which contained finished product were tom or open.

2. Several polybags lacked the QA- l&2 tag which is applied to display the
accept~lce/rcjectiotl status of the devices.

5-. Failure to have a system to assure that the oldest approved devices are distributed
first, where a device’s fitnc.ss for use or quality deteriorates over time, as required
by 21 CFR 820.150. For example, newer production lots were being released prior
[0 older production 10[s. .

‘1’tlis lc[[cr is 11[)( intended [o be an all-inclusive list of deficiencies at your facility. It is
your responsibility tu ensure adkrcncc to each requirement of the Act and regulations.
“1’]Icspxi!ic violations no(cd in this Icttcr and in the form FDA 483 issued at the

e

conclusion of tl)c inspection may be symptomatic of serious underlying problems in your
tirlll’s ll]anufac[uring and quality assurance systcmo You are responsible for investigating
iu]d dc[crmining the causes of (11cviolations identified by the Food and Drug
A(l[~~i[]is(r:][io[~. If the causes arc dctcrmincci to bc systems problems, you must promptly
Il]i[ia[c pcr;nal)cnt corrcc[ivc actions.

l:cdcr:ll agc[lcics ;Irc advised of tt]c issuance of all Warning Letters about devices so that
[Ilcy [nay [:~ku[t]is information into account when considering the award of contracts.
Addi[i~)l]ally, 110prci]larkct submissions for dcviccs to which the GMP deficiencies arc
rc;iso[l;lllly rcl;l(cd will IN clcarcd until the violations h~vc been corrected,

Givc[] [IIC serious [Iatur-c of tlmsc Violiitions” of the Act, all non-sterile powdered and non-
p~~wdcrcd la[cx cxalnil]atio[l gloves manufactured by Crocker Industrial Resources Sdn.
Iltld, of- J(’her, M;llaysia may Ix detained upon cniry into the United States (U. S.) until
[t]csc vitll:l[iot]s arc corrcc[cd,

III order [c) rcl]]ovc ttw dcviccs fro[n tl]is detention, it will bc necessary for you to provide a
wri[tc[] response [o the charges in this Warning httcr for our review, After wc notify yOII

[II;I( [tic rc!;po[]sc is adequate, it will Iw your responsibility to schedule an inspection of
)’[)l]r t-dciti [y. As soon as t!]c inspcctiol) has taken place, and the implementation of your-

corrcc[iol]s” have IXXJII vcriflcd, your products may resume entry into this country.

t’lust n~)[ify (I)is office if] writing within 15 days of the specific steps you have taken (o

e

correct [IIC IIo[cd violations, including an explanation of each step being taken to identify
al~d IIuikc correction to any ‘underlying systcrns problems necessary to assure that similar
viol;][iolls” will t~ot recur. Plcmc include any and all documentation to show tlmt adcqua{c
corrcc[iol]” Ilas Ixc[l achicvcd. III the case of fu[urc corrcctior,s, an estimated date of
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complc[im~, and documentation showing plans for correction, should be included with your
response (0 this letter. If documentation is not in English, please provide an English
[translation to facilitate our review. Please address your response and any questions to the
f~ood and Drug Administration, Center for Devices and Radiological Health, Office of
Compliance, Division of Enforcement 11,General Hospital Devices Branch, HFZ-333,
2098 Gaithcr Road, Rockville, Maryland 20850, to the attention of Ms. Carolyn Niebauer.

SIIould you require any assistance in understanding the contents of this letter, do not
I]csi(a[e 10 contact Ms. Diane Goldsberry at the letterhead address or at (301) 594-4618 or
I’AX (301 )594-4638.

Sincerely yours,
.
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Lillian J. Gill
j Director
“ Office of Compliance

Center for Dcviccs and
Radiological Health


