PAGE  
5

ATTACHMENT – 2 ( total 5 pages )


ASTA ( Indonesia Latex Gloves Manufacturers Association ) proposal on the :

21 CFR Part 800 – General on pages 15414 to 15417 of the Federal Register/Vol 68, No. 61/Monday, March 31, 2003/Proposed Rules.

	No
	Subject
	Reference
	Proposal

	
	
	Section
	Content
	Objectives of Proposal
	Consideration of proposal
	Proposed Revision

	
	
	
	
	
	
	Section
	Content

	1
	two separate pinhole test and visual defects test
	§ 800.20 (b)(1)


	(b)(1) General test method. 

For the purposes of this part, FDA’s analysis of gloves for leaks and certain other visual defects will be conducted by an initial visual examination and by a water leak method, using 1,000 milliliters (ml) of water.


	Closer harmonisation with current ASTM standard.

Harmonization  between FDA and ASTM standard helps ensure an acceptable standard of safety and

effectiveness for all manufacturers and allows manufacturers to market their products more efficiently in a global

economy.
	ASTM’s AQL2.5 for examination gloves applies only to pinhole defects ; whereas FDA’s proposal AQL 2.5 for examination gloves  applies to the sum of both pinhole defects and visual defects.

The same FDA/ASTM difference apply also  surgeons’ gloves AQL.

ASTM’s AQL1.5 for surgeons gloves applies only to pinhole defects ; whereas FDA’s proposal AQL 1.5 for surgeon gloves  applies to the sum of both pinhole defects and visual defects.
	§ 800.20 (b)(1)


	(b)(1) General test method. 

For the purposes of this part, FDA’s analysis of gloves for leaks and certain other visual defects will be conducted by taking two separate samples, first set sample  for visual defects test and second  set sample for  leak/ pinhole defects test  using 1,000 milliliters (ml) of water.



	
	
	§ 800.20 (c)(3)


	(3) Adulteration levels and accept/

reject criteria. 

FDA considers a lot of

medical gloves to be adulterated when

the number of defective gloves found in

the tested sample meets or exceeds the

applicable rejection number at the 1.5

AQL for surgeons’ gloves or the 2.5 AQL for patient examination gloves.


	
	Glove’s Visual defects which are readily visible to the Users pose less risks to the consumer/ healthcare workers compare to the Pinhole defect which is not readily visible .

Therefore we propose less stringent AQL for Visible defects in comparison with Pinhole defects.
	§ 800.20 (c)(3)
	(3) Adulteration levels and accept/reject criteria.

 FDA considers a lot of medical gloves to be adulterated when the number of  leak/ pinhole  defective gloves found in the tested sample meets or exceeds the applicable rejection number at the 1.5 AQL for surgeons’ gloves or the 2.5 AQL for patient examination gloves.

 A lot of medical  gloves is also considered adulterated when  the number of visually defective gloves found in the tested sample meets or exceeds the applicable rejection number at the 2.5 AQL for surgeons’ gloves or the 4.0 AQL for patient examination gloves.

	2
	unambiguous uidance on the various defects which constitute visual defects.
	§ 800.20 (b) (1) (ii)

§ 800.20 (b) (3)
	(ii) Identification of defects. 

For this test, defects are defined as tears, embedded foreign objects, or other defects visible upon initial examination that may affect the barrier integrity, or leaks detected when tested in accordance with paragraph (b)(3) of this section.

(3) Visual defects and leak test

procedures. 

Examine the sample and identify code/lot number, size, and brand as appropriate. Continue the visual examination using the following

procedures:

(i) Visual defects examination.

Inspect the gloves for visual defects by

carefully removing the glove from the

wrapper, box, or package. Visually

examine each glove for defects. As

noted in paragraph (b)(1)(iii) of this

section, a visual defect observed in the

top 40 mm of a glove will not be

counted as a defect for the purpose of

this part. Visually defective gloves do

not require further testing, however,

they must be included in the total

number of defective gloves counted for

the sample.


	Providing clear , unambiguous guidance for the Manufacturers, FDA field Inspector
	
	§ 800.20 (b) (1) (ii)

§ 800.20 (b) (3)
	(ii) Identification of defects. 

For this test, Visual defects are defined into the following categories:

(b) tears or holes

(c) embedded foreign objects (lumps of latex material on or beneath the glove surface

are not considered defects )
(d) extruded glove material, embedded or on any glove surface, larger than 5mm diameter which breaks when the glove is inflated to twice its size without applying any external pressure.

(e) b. Gloves that are fused together so that individual glove separation is impossible
(f) sticky gloves that tear when separated (in this respect, a sticky glove that can be separated without tearing shall not be considered as visually defective )

 (3) Visual defects and leak test procedures. 

For each sample lot, examine the sample and identify code/lot number, size, and brand as appropriate. Carry out  the visual  Tests examination using the following procedures:

(i) Visual defects examination. Inspect the gloves for visual defects by carefully removing the glove from the wrapper, box or package. Visually examine each glove for defects. As noted in paragraph (b)(1)(iii) of this section, a visual defect observed in the top 40mm of a glove will not be counted as a defect for the purpose of this part. 
. Total up the number of visually defective gloves and refer to the tables following paragraph (c)(3) to determine if the lot passes or fails visual Test examination


	3
	Establishment of learer guidance on the methodology For Reconditioning
	800.20 (d) (2)


	(2) Reconditioning. 

FDA may authorize the owner of the product, or the owner’s representative, to attempt to recondition, i.e., bring into compliance with the act, a lot or part of a lot of foreign gloves detained at importation, or a lot or part of a lot of seized domestic gloves.


	
	68FR 15405 :

4.Tightened Sampling Plans for Reconditioned Gloves FDArecognizes the difficulty of adequately representing a large lot of

gloves with a relatively small sample size. FDA has sometimes allowed manufacturers and importers to segregate and retest portions of the lot(s)

or sizes of reconditioned gloves that initially failed FDA or private laboratory

analysis to identify those portions of the larger lot(s) or sizes that meet quality

requirements

68FR 15407  :
On occasion, manufacturers and importers have claimed that a single size or lot code may have contributed to a

disproportionate number of defects that caused the sample to fail, and have

requested FDA to allow the rest of the shipment to be salvaged, based on retesting of each of the segregated sizes or lot codes. Such segregation and retesting is considered reconditioning.

68FR 15407:
FDA district offices review

reconditioning proposals on a case by case basis. In determining, whether to

approve a reconditioning proposal, the district offices exercise discretion in considering the nature and type of defects, ……………..etc, etc   

( such subjectives judgement need to be addressed  as such that all FDA field inspectors may come up with the same decision ) 


	800.20 (d) (2)


	(2) Reconditioning. 

FDA will authorize the owner of the product, or the owner’s representative, to attempt to

recondition, i.e., bring into compliance with the act,  to segregate and retest portions of the lot(s) or  sizes of a lot or part of a lot of foreign gloves detained at importation, or a lot or part of a lot of seized domestic gloves that initially failed FDA or private laboratory analysis to identify those portions of the larger lot(s) or sizes that meet quality requirements.

.



	4
	Recidivist Policy under current mport Alert #80-04 guidance, “Surveillance and detention without Physical Examination”. 


	
	
	
	Due to the huge Lot/ batch  volume of certain  manufacturers ,they will easily fall from level one detention  to level two, and subsequently to level three, whenever the subsequent containers that arrive at US port is coming from the same failed  production batch or lot, which carried most probability that they carry the same defectives gloves.

 The recidivist policy should be  corrective in practice and not   punitive in nature , allowing the manufacturers/importers the opportunity to rectify theirs problems , especially at the same stages of failure.


	
	We proposes that the manufacturers/importers in default remain under the same detention level, regardless of additional failure happened during ubsequent shipments arrivals , until the manufacturers/importers corrects the problem and petition for removal from detention.


