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June 29, 2003

The Dockets Management Branch ( HFA – 305 )

Food and Drug Administration,

5630 Fishers Lane, rm.1061,

Rockville, MD20852.

U.S.A.

Submited via electronic comments to http://www.fda.gov/dockets/ecomments.

RE : Proposed Rule on 21 Code of Federal Regulations, Part 800 on Test Procedures and Acceptance Criteria for Medical Devices: Surgeons’ Gloves and Patient Examination Gloves dated March 31, 2003

Dear Sir,

We refer to the above captioned subject and would like to introduce our selves, ASTA, as Indonesian Latex Gloves Industries Association, representing all active latex glove manufacturers in Indonesia which consist of 12 gloves manufacturing company as per attachment 1.

We have carefully studied and reviewed all aspect of the section Part 800 – General on pages 15404 to 15417 of the Federal Register/Vol 68, No. 61/Monday, March 31, 2003/Proposed Rules.

We would like to express our appreciation on the FDA continuing effort to improve the healthcare standart through the usage of higher quality medical disposable gloves.
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For the purpose of as well as providing all parties concerned with a clear, unambiguous guidance,as well as of saving unwarranted expenses and cost, which eventually benefit the medical gloves consumers, we would like to propose some revisions

on the above proposed rules  which are summarized as follows :

1. Establishment of two separate pinhole test and visual defects test, their classification, sample plans, and AQL level. ; to achieve more  harmonization with the ASTM standart.

2. Establishment of clear, unambiguous guidance on the various defects which constitute visual defects.

3. Reconditioning :

Establishment of clearer guidance on the  Reconditioning methodology .

4.
Review  the pragmatism of the  existing Recidivist Policy under current Import Alert #80-04 guidance, “Surveillance and Detention without Physical Examination”. 

Details of our proposals are described in the attachment 2.

We appreciate that you will kindly re-consider our above proposal to be reflected in the final rule.

Thank you.

Yours faithfully,

INDONESIAN LATEX GLOVES  INDUSTRIES ASSOCIATION

Signed





    signed

Ir. Achmad Safiun





Henry Tong
Chairman






Vice Chairman
Attachment 1 : List of ASTA members
Attachment 2 : Details description of Proposed Changes
