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Hassan Chaouki

Kosma-Kare Canada, Inc.

2044 de la Province

Longueuil, QC Canada J4G 1R7

Dear Mr. Chaouki,

During an inspection of your firm located in Longueuil, QC Canada, on December 13-16,
1999, our investigator determined that your firm manufactures medical adhesive bandages.
These bandages are devices as defined by Section 201(h) of the Federal, Food, Drug, and
Cosmetic Act (the Act).

The above-stated inspection revealed that these devices are adulterated within the meaning of
Section 501(h) of the Act, in that the methods used in, or the facilities or controls used for
manufacturing, packing, storage, or installation are not in conformance with the Quality
System Regulation, as specified in Title 21, Code of Federal Regulation (CFR), Part 820, as
follows:

1) Processes, whose results cannot be fully verified by subsequent inspection and test, have
not been validated and approved according to established procedures as required by 21
CFR 820.75(a). Specifically,

(a) the sterilization validation protocol SRR for the current ethylene oxide (EO)
sterilization process for plastic strip and ﬂexxble bandages (both labeled as sterile) was
not followed in that: (1) the number of pallets and (2) the number and placement of
Biological Indicators (Bls) (used during validation runs) did not follow approved criteria
established in the protocol.

For example, sterilization batch records identify that half cycle run #3 and the final full
cycle run each consisted ofm pallets versus the approved; pallets (used
during half cycle runs #1 and #2). The approved BI placement Easiamananeds icnifics
placement of 34 Bls within a#$@® pallet load configuration. terlllzauon batch records
for the final full cycle run identifies retrieval of only 17 Bls;

(b) the process for m nufacturmg both plastlc strl.and flexible bandages consists of
- PRl W performed (each) on a single

multiple steps H - .

equipment umt that is eole dependent Contmuous operator intervention is required,
affecting 4 € e ¥ placement inside the primary sterile barrier. The
manufacturing process has not been validated to ensure seal integrity and strength. For
example, existing manufacturing and package validations fail to identify seal strength
tolerances and acceptance criteria.




4)

5)

6)

the final full cyc]e validation run.

Appropriate procedures have not been established (defined and implemented) for
controlling environmental conditions as required by 21 CFR 820.70(c). Specifically,
procedures for testing bioburden have not been defined and there is no documentation of
acceptable bioburden limts.

The evaluation and investigation of non-conforming product has not been documented and
documentation of non-conforming product is incomplete as required by 21 CFR
820.90(a). Specifically, procedur b states that non-conformances identified
(in-process) that are greater tha Fwill be evaluated and/or investigated. The
procedure does not specify when an evaluatlon/mvestlgatlon of non-conforming product
will be identified at final inspection. A review of twenty-three (23) Device History
Records (DHRs) revealed the following:

- five (5) lots 48 s gy identify specific non-conformances.
Of these, four (4) fail to document the mntlty of non-conformances identified in-process.
Based on the firm's procedures mcannot be implemented without
documentation of the quantity of non-conformances in- process These four (4) DHRs also
identify non-conformances ranging in quantity g # and there is no
documentation of evaluation and/or the reason for not mvestxgatmg In addition, one (1)
of the four (4) lots identifies in-process non-conformances in excessMand
there is no documented investigation.

There are no established procedures for analyzing sources of quality data to identify
existing and potential causes of non-conforming product or other quality problems as
required by 21 CFR 820.100(a)(10. Specifically, the firm has no documentation
identifying any analysis of non-conformances observed during in-process or final
acceptance activities.
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