Hartalega Sdn. Bhd.

No. 7, Kawasan Perusahaan Suria,

45600 Batang Berjuntai,

Selangor, MALAYSIA

June 30th, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration,

5630 Fishers Lane, Rm. 1061,

Rockville, MD 20852

Dear Sir/Madam,

Reference: Docket No. 03N-0056 & 00D-1384

Subject:
Import Alert IA 80-04

We are a registered latex and nitrile examination gloves manufacturer. We note that the proposed 800.20 is implemented with 21CFR Part 820 GMP/QS and Import Alert #80.04. Therefore, we would like to request FDA to review the current import Alert #80-04 guidance, “Surveillance and Detention without Physical properties” [DWPE] together with the new proposed rule, “800.20 Medical Devices; Patient Examination and Surgeons’ Gloves; Test Procedures and Acceptance Criteria.” Reference Docket No. 03N-0056.  

Comment on IA 80-04

1. We request that reconditioned gloves that pass the testing under the tightened sampling plan be allowed to be distributed and the initial analysis of the failed lot before reconditioning shall be nullified.

2. We need to have an efficient communication channel with FDA. We wish to be notified directly by FDA whenever a container is held for sampling and inspection and we would also like to be informed immediately on the results of the inspection. Currently, we will only know that we are on detention from FDA web-site or from our customers. Timely notification is vital for a manufacturer to initiate preliminary assessment of the problem and to start its corrective action process.

3. We would also requests that the detention probation period to be reduced from 24 months to 12 months. 24 months is too long a time frame and too punitive for medical glove manufacturers. A manufacturer who was previously on auto-detention will definitely take active measures to correct all its violation and improve upon its quality system. This is to avoid another harsher detention that might be potentially devastating to the business.

We sincerely hope that FDA will consider our comments/requests. Thank you.

Yours faithfully,

HARTALEGA SDN. BHD.

NURUL AISYAH KONG-QA

