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Ref: Docket No. 00D-1384

October 06, 2000
Dear Sir,

Comment and Proposals on ‘Guidance for Surveillance and Detention without Physical Examination of
Surgeon’s and/or Patient Examination Gloves’ Recidivist Policy.

We are a registered latex examination glove manufacturer since 1988 and we are exercising our privilege to
comment on the recidivist policy and make our proposals for your consideration.

1. Generally we find the policy carrying a punitive direction without an opportunity for the exporter or
manufacturer concerned to apply a right to recall his defective products.

2. We do not object to the manner of classification under 3 levels of detention but we appeal on reducing
the ‘good performance’ period from 24 months to 6 months. A manufacturer who is in automatic
detention at any level will make serious efforts to bail out of the list and improve on his quality system
management or risk his business dealing with his American buyers. 24 months is too long a time frame
and too punitive a measure. In any case he should have a right to recall any shipments on water without
the FDA taking actions on such shipments. A recall policy will benefit the United States in safe guarding
her consumers from defective products in circulation.

3. We are of the view that FDA should not combine all the products and all the 510k’s of the same
manufacturer in the enforcement of the recidivist policy. There are different control measures for the
different types of products even produced by the same manufacturer, hence a violation in one product
line need not necessary means violation in the other product lines. We appeal that automatic detention be
based on product type and 510k. A manufacturer whose powder-free latex exam gloves are under
automatic detention should not be penalized further by having his powdered gloves blocked as well.

We wish to submit the following revision to the policy for debate and consideration.

a. The manufacturers need to have an efficient communication channel with the FDA. We propose that all
glove manufacturers, foreign and domestic, be registered with the FDA as a mandatory requirement.
FDA will maintain e-mail and fax addresses of all registered manufacturers for prompt communication
especially when a violation has been detected. Presently we only get the information from your web-site.
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b. A manufacturer with one violation and under automatic level 1 detention shall have the right to recall his
subsequent shipments on water to the United States. Such shipments, after arrival in the U.S. ports,
should be allowed to be re-exported back or elsewhere, even though FDA may have collected samples or
even commence testing on these shipment samples. FDA shall not consider these recalled shipments
against the manufacturer as part of its compliance exercise. Rather the FDA shall consider this a
responsible attitude taken by the manufacturer concerned to avoid further troubles as well as ensure only
compliant gloves are imported into the United States. However, FDA shall continue to exercise her right
to require sufficient evidence of non-adulteration, such as 5 consecutive non-violative shipments, before
the manufacturer can be removed from level 1 detention. The manufacturer while on level 1 detention has
a violative sample analyzed by a private laboratory will be placed on level 2 detention.

¢. A manufacturer who has been removed from the level 1 detention has a violative sample analyzed by
FDA within 6 months from the date of removal shall be placed under level 2 detention. However, if the
manufacturer do not have a violative sample analyzed during the 6 months period after removal from
level 1 detention, the said manufacturer’s detention file is closed and any subsequent violation shall be
treated as a first violation and the procedure is applied from the start.

d. A manufacturer who has been removed from the level 2 detention has a violative sample analyzed by
FDA within 6 months from the date of removal shall be placed under level 3 detention. FDA shall
exercise her current recidivist policy for this stage of non-compliance.

e. Inthe case of a shipment that comprises more than one type of medical gloves, for example, powdered
and powder-free latex examination gloves, the shipment shall be considered in 2 parts and violation of
one type shall not compromise the second if the second type of medical gloves passes the examination. It
is agreed that all sizes of the glove type that fails the examination shall be considered to have failed
together.

f. All non-compliant shipments shall be refused entry into the U.S. but be re-exported. This is to stabilize
the medical glove market integrity and regulate its pricing mechanism independent of the non-medical
glove supply.

We sincerely hope that this proposal will receive its due consideration and review for the overall benefits of
the industry and the U.S. medical glove market. Thank you.

Yours sincerely,
Perusahaan Pelindung Getah (M) Sdn Bhd

Peter Yew Nieng Choon
Managing Director

Copy: President, Malaysian Rubber Gloves Association
CEOQ, Malaysian Rubber Export Promotion Council
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