indiadn 7124.21

ATTACHMENT

#Lot Stze 150,001 te 500,000

ffulciple Sampling PFlan

po. of Condoms Lo be Hu. wi Deflceclive
Examined Condoms
{Cumulacive) Accept Reject
Sample lsc 200 200 (4} &
Zna Zoo 400 4 G
3rd 200 600 3 8
4ch 200 800 5 10
sch 200 1000 7 11
6ch 200 L1200 10 12
7th 200 1400 13 14-
Lot Slze. 500,000 and Greater
Mulciple Sampling Plan ﬁo. of Condoms to ﬁe Ho. of Defective

Sample lst
ind
ird
4ch
5th
6ch
Ith

115
315
315
315
115
35
35

Examined
{Cumulative)

315
630

945

1260
1575
1890
2205

Accep

oo L O

L1

18

Condomrs
Rejecct

3
B
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13
15
L7
19%
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FOOD AND DRUG ADMINISTRATION GUIDE
COMPLIANCE POLICY GUIDES - T126.21

CHAPTER 24 - DEVICES

SUBJECT: *Cbn&nagf Defects — Criteria for Direct Referepnce Sefzure*

BACKGROUND :

The FDA has had a long history of selzure actions against condoms because
of defects. On June &, 1968, FDA Issued a plan for the sampling and
examination af rFandome whiech providad che baalc crcitecria fur direcc
reference seizures of defective condoms Ln the Adminiscracive Cuideline
7424.03, published January 1, 1973. #The direct reference seizure
authority was rescinded on October 1, 1980, in the Compliance Policy Guide
7124.21, “Prophylactics - Adulteration; Defects™ when the Bureau of Hedical
Devices chose to review the FDA inspection sampling criteria as well as
sampling erirsria sar farth in sthar cpacificacions and scandards used Lo
determine the acceptability of lots of condoms.*

*Afrer completing its review of the inspection sampling criteria, FDA
altered Lts position to bring it more in line with the American Sociecy for
Testing Materials (ASTM) “Standard Specification for Rubber Contraceptives
(Cﬂndams}"_ "Designarion: NILY?7-RI~“. Thie ir thae voluntary staanderd that
is available to domestic latex condom manufactures to assess the qualiry of
Cheir medical devices. *According to this voluntary standard, the
Acceptable Quality Level (AQL) for leakage is ar 0.4Z, or not to exceed &
leaking condoms per 1000 condoms. :

For purposes of FDA's sampling {nspecrinm plan,_rthe AQL of 0.4% is the
value of the maxioum percent defective for Lleakage that will be considered
satisfactory as a process average. *In this regard, the sampling
iaspection plan used by FDA emphasizes proteccion against the rejection of
lots where the perceat defective fs less than or equal co Q0.4Z.*%

*The sampling {aspection plan used by FDA has been exrractad From
HMIL-STD-105D, (the military standard for “Sampling Procedures and Tables
for Inspection by Acctributes™), based on an AQL of 0.4%, inspection level
LI, and normal inspection. Single sampling will be used for lots less than
or equal to 3200. For lots greater than 3200, mulciple saampling will be

used.* The FDA plan is described in Atcachment 4 - Sampling Inspection
Plan.

REGULATORY ACTION CUIDANCE:

*Lots of condoms that are rejected based on the criteria in Attachmenr A -
Sampling Inspection Plan are Subject to dlrect reference selzure.

Discriccs should forward selzure recommendaclons to the Divislon of
Cowpliauce nanagement and Operations (HFC-210).+

ISSUING OFFICE -
AUTHORITY-
DaTE

OfMice of Enforcement, Division of Compliance Policy
Associate Commissioner for Regulatorv AfTaire
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CUIDE ) w3
Tl24.72)

SPECTMEN CHARGES: =~ - -- .-

*Note: Charges for—sefzure of devices do nor include allegacions of-
shipmént in ihte:szacc commerce because allegations of Incerstace commerce
are not required to support selzure of davices [cee sectlon 304(a)(Z)}] and
FDa’'s jurisdiccion to bring enforcement actions lavolving devices is

Presumed under secrion 709 of the Federal Food, Drug, and Cosmetic Act (the
Act). .

l. For lots thar exceed an AQL of 0.42Z, chargé:

“That the arcicle of device (s adulteracted within che meaning of
the Acc, 21 U.s.c. 351(c), in that ir L{s not subject to 21 U.s.c.
351(b) and irs quality falls below that vhich it purports gr {s
fepresented to possess in that the devices contain defects/holes. ™

2. 1If the condo=s are labeled for the prevaencion of diseasc, also
charge:

“That the article of device i{s misbranded within the meaning of the
Ace, 21 U.s.C. 352(a), in thar irs labeling 'for the prevencion of

disease' is false and misleading, because the article contains
holes.”

3. If the lot to be sefzed was repacked by the dealer, and ir {s
believed thatr holes may have occurred during repacking, add a

statement to the examination paragraph of the complaint similar to
the following:

“{Iuserc names or tire) repacked the article of deviece frqg bulk
stock afrcer receipc In Interscate commerce ., %
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i F124_21- . - | ATTACHMENT A

GUIDE
- Sampling Inspection Plan
l. Saample Collection
*Lor Size ’ Sample Sf7a
Hinimem Number Haximum Number

of Condoms/Sample of Condoms/Sample

0 - 500 Condoms : i b £ 1.1

(1/4 Gross)
501 - 3,200 Condoms . 125 144
(1 Gross)
3,201 - 10,000 Condomsg 150 43z
(3 Gross)
10,001 - 35,000 Condoms 560 576"
(4 Cross)
35,001 - 150,000 Condoms " 875 1008
(7 Gross)
150,001 - 500,000 Condoms 1400 1440
- . (10 Gross)
500,001 Condoms or Over 2205 2305

(16-Cross)*

Collect the condoms randomly and represenctatively across the lots. =41]1

2. Sample Examination

-+ - *Two single and five =ultiple sample examination Plans are preseated below
for various lor sizes. Examinarion @ay cease vhen a lot {s determined co
be violative. B

*Marerial between asterisks (s new or Tevised*
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GUIDE

OATE 12/30/87

T124.2} ATTACHMENT A
*Lot Size 0 co 500
Single Sampling Plan No. of Condoms to be Ho. of Defective
Examined Condons
Accept Rejecr
32 0 |
Lot Size 501 - 3,200
Sfngle Sampling rlan No. of Condoms to be No. of Defective
Examined Condomg
Acecept Beject
125 1 2
Lot Size 3,201 to 10,000
IIHulcip!n Sampling Flan No. of Condoms ro be No. of Defecrive
Examined ) Condomsg
(Cumulative) Acceprt Rejecr
Sample 1sc sQ 50 ¢ 2
2nd 50 oo 0 3
Ird 50 150 0 3
4ch S0 200 - I &
5th s0 250 2 4
6ch SO 300 3 5
! 7eh 50 350 5 5
FAcceptaace fs nne Pesaiblec st this scage*
E &
*Material between asterisks Is nev ar revisedk
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GUIDE 7124.2]

ATTACHMENT

A

*Lot Size 10,001 te 35,000

Sample st
2nd
3xd
4ch
Sth
1411

A i ..lch

Mulripla fampliag Plan

80
80
eo
80
80
80
80

Ho. of Cuuadums Lo be
Examined
{(Cumulacive)

80

L60
240
320
400
LBO
560

FAccrprancra ic asc peecibla a2c thie stage

Wo. of elfecClve

Condons
Accept RBeject
£ 3
4] 3
i G
2 5
3 &
4 &
6 7

Loc Size 35,001 to 150,000 .
Mulciple Sampling. Plan N No. of Condoms to be Wo. of Defective
Examined : Condons
(Cumulative) Accepr Rejeert:
Sample 1st 125 125 # 4
2Znd 125 240 1 5
3cd 125 375 2 6
4ch 125 500 3 7
Sch 125 625 5 3
6ch 125 750 Fi 9
7ch 125 875 9 10
3&cceptance Ls not possible at this stage* -
*Material becween asterisks is new or revised*
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