
This guidance was written prior to the February 27, 1997 implementation of FDA's 
Good Guidance Practices, GGP's. It does not create or confer rights for or on any person 
and does not operate to bind FDA or the public. An alternative approach may be used if 
such approach satisfies the requirements of the applicable statute, regulations, or both. 

This guidance will be up dated in the next revision to include the standard elemnt s of GGP 's . 



>WPMAIL -DEC -ECHO 
MAIL ALL-FIELD ORA-OR0 'Condoms' 

Subject:  Condoms 
To: A1 1 Regional D i r e c t o r s  

A1 1 D i s t r i c t  D i  r e c t o r s  
A1 1 D i rec tors  o f  I nves t i ga to rs  Branches 
A1 1 D i rec to rs  o f  Laborator ies 

WPMAIL VERSION 001.5b 

A1 1 ~i rec to rs  o f  Compl i ance 
D i r e c t o r  o f  Regional Operations ORA-OR0 

From: D i rec tor ,  D i v i s i o n  o f  Compliance Operatprepare your d i s k e t t e l c a s s e t t e  
and begin sending. 
ions  

CDRH, HFZ-320 

Condoms: . 1 ) Inspect ion  of and Sampling a t  Domestic Manufacturers 
2) Inspect ion  o f  and Sampling o f  a l l  Repackers 
3)Sampl i ng from a1 1 Importers 

See Below 

BACKGROUND 
. ' .  

The quest ion of ' the  ef fect iveness o f  condoms i n  t h e  prevent ion o f  Acquired 
Immune Deficency Syndrome (AIDS), and o ther  sexual l y  t ransmi t ted  d isease's  
(STDs.) i s  ga in ing  a t t e n t i o n  a t  a r a p i d  rate.  

Meetings were h e l d  between the  Commissioner and h i s  immediate s t a f f  t o  
determine what measures CDRH would take  t o  evaluate condoms i n  l i g h t  o f  the  
increased use by i n d i v i d u a l s  at tempt ing t o  prevent  t he  spread o f  STDs. As a 
r e s u l t  of these meetings a dec is ion  was made t o  prov ide  a l e t t e r  o f  guidance 
t o  a1 1 known manufacturers, repackers and importers ( Appendi x A) ; increase 
a t t e n t i o n  t o  consumer educat ion regarding condom use and disease prevent ion, 
i n i t i a t e  a major e f f o r t  a t  i n d u s t r y  su rve i l l ance  by a l l  f i e l d  o f f i c e s ,  and 
r e v i s e  t h e  cu r ren t  CPG7124.21 "Prophyl act ics-Adul t e r a t i o n ;  Defects (10/01/80) .'I 

INSPECTION 

A. Manufacturers: 

A l l  d i s t r i c t ' s  whose inventory  inc ludes condom manufacturers are requested t o  
conduct complete GMP inspect ions  a t  each manufacturer as soon as possib le.  
Known manufacturers a re  l i s t e d  i n  Appendix B. Special  emphasis should be 
p laced on a complete d e s c r i p t i o n  o f  manufacturing, complaint f i l e  review, 
qua1 i ty  con t ro l  t e s t i n g  c r i t e r i a  and re lease procedures, c a l i b r a t i o n  of t e s t  
equipment, and v a l i d a t i o n  performed t o  e s t a b l i s h  the  adequacy o f  t h e  tes ts .  
I n  add i t i on ,  p lease determine the  number o f  batches produced s ince the  l a s t  
i nspec t i on  and t h e  re lease lquarant ine  s ta tus  o f  batches t h a t  had more than 
four d e f e c t i v e  condoms per  thousand. Submit as e x h i b i t s ,  one complete batch 
record, randomly se lec ted  from each week's product  i o n  going back twenty (20) 
weeks from the  t ime o f  inspect ion  (a t o t a l  o f  20 complete batch records).  
Submit cu r ren t  l a b e l s  and labe l ing .  
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promote t h e i r  product f o r  use i n  the prevent ion of STOs, inc lud ing  AIDS 
determine what t e s t i n g  they have done o r  p lan  t o  do t o  support t h e i r  claims. 
I f  a  manufacturer produces both l a t e x  and "na tu ra l "  condoms, repor t  t h e  
i n fo rma t ion  f o r  each of  t he  two separately. Be sure t o  repo r t  the  f i r m ' s  
coding procedure and breakdown. 

I n  add i t i on ,  please determine t h e  h i s t o r y  o f  bu l k  sa le  t o  repackers f o r  t h e  
l a s t  s i x  months and forward a  1 i s t  o f  consignees and amounts t o  the  respect ive  
d i s t r i c t s  f o r  f o l l ow  up i n  the event t h a t  there a re  new f i rms  not  i n  t he  
respec t i ve  d i s t r i c t s  f i l e s .  



B. Repackers 

A1 1 d i s t r i c t s  w i t h  repackers please inspec t  each one w i t h  spec ia l  emphasis on 
product  handl ing, f i n i s h e d  product t e s t i n g  i f  any, and complaint f i l e  review. 
Please ob ta in  l a b e l s  and l a b e l i n g  i n  cu r ren t  use and determine any changes 
management in tends t o  make i n  l i g h t  o f  t h e  STDs problem as p rev ious l y  
descr ibed. I f  batch t e s t i n g  records are maintained, c o l l e c t  a t  l e a s t  f i v e  ( 5 )  
compl e t e  batch records. 

C. Impor ters 

Sample each e n t r y  from r e c e i p t  o f  t h e  assignment through May 22, 1987 o r  up t o  
a minimum o f  s i x  (samples) per  f o re ign  manufacturer. 

D. Correspondence 

L a s t l y ,  i f  t h e  at tached l e t t e r  has no t  been rece ived by the  manufacturer, 
repacker,or impor ter ,  please prov ide  a copy. 

SAMPLE COLLECTION 

C o l l e c t  on l y  l a t e x  condoms unless t h e  " n a t u r a l "  condoms are promoted f o r  use 
i n  t h e  prevent ion  o f  STD1s. C o l l e c t  t h ree  samples o f  each type o f  l a t e x  
condom (ex. r i p p l e  end, r ibbed etc.) on a s u r v e i l l a n c e  basis.  C o l l e c t  
a d d i t i o n a l  samples i f  warranted by t h e  inspec t ion .  

For  repackers, c o l l e c t  t h ree  s u r v e i l l a n c e  samples per  repacker unless 
a d d i t i o n a l  samples are warranted. 

Refer  t o  Appendix C f o r  sample sizes. 

Laboratory Analys is  

Analys is  of samples should be done by the  ~ o m e  D i s t r i c t  o r  Se rv i c i ng  
Laboratory.  Tes t ing  procedures should be i n  accordance w i t h  cu r ren t  water 
t e s t  methodology. 

A copy o f  a l l  EIR's, l abo ra to ry  records, e tc .  should be sent t o  Frank P i p a r i ,  
HFZ-323, 8757 Georgia Avenue, S i l v e r  Spring, Maryland 20910. Use a one day 
d e l i v e r y  service. Frank w i l l  a l s o  be a v a i l a b l e  t o  answer any quest ions a t  
8-427-8040. 

This assignment has concurrence o f  ORO. 

I f  a l o t  o f  condyms i s  r e j e c t e d  us ing  the  c r i t e r i a  i n  t h i s  assignment, please 
con tac t  Frank P i p a r i ,  HFZ-323, a t  427-8040 f o r  guidance u n t i l  a  rev i sed  CPG i s  
issued. 

OR0 con tac t  f ~ r ~ i n v e s t i g a t i o n a l  quest ions, c a l l  8-443-3340. 
OR0 con tac t  f o r  s c i e n t i f i c  quest ions, c a l l  8-443-3007. 



Please note:  A signed copy of t h e  l e t t e r  t o  " A l l  U.S. Condom Manufacturers,  
Impor te rs  and Repackagers" which was ma i led  on 
A p r i l  7, 1987 w i l l  be sent  under segerate cover. 

W i l l i a m  H. Damaska 

Attachments 

PC: 85 
P r i o r i t y  : High 
PAC : 822002 
Est. Comp. Time: 8 hours pe r  i n s p e c t i o n  

4 hours pe r  sample c o l l e c t i o n s  
Est. Comp. Date: June 5, 1987 f o r  a l l  EIR l a b o r a t o r y  t e s t  r e s u l t s  e tc .  

Addressees : A1 1 Regional D i r e c t o r s  
A1 1 D i s t r i c t  D i  r e c t o r s  

cc:  A1 1 D i  r e c t o r s  o f  I n v e s t i g a t o r s  Branches 
A1 1 .D i  r e c t o r s  o f  Labora to r ies  
A1 1 D i  r e c t o r s  o f  Compl i ance  
Di r e c t o r  o f  Regi onal.:Operations ORA-OR0 



Appendix 8 

Known Domestic Condom Manufacturers 

Ansel l ,  Inc. 
Henderson Highway 
Troy, Alabama 36081 

Apex Medical Corporat ion 
807 West 106th S t ree t  
B l  oomi ngton, M i  nnesota 55420 

Carter-Wal lace, Inc. 
310 Enterpr ise  Avenue 
Trenton, New Jersey 08638 

C i  r c l  e Rubber Corporat ion 
408 Fre-1 i nghuysen Avenue 
Newark, New Jersey 07114 

Dean Rubber Company, Inc. 
1601 I r o n  St ree t  
North Kansas C i t y ,  Missour i  64116 

HDC Corporat i  on . . 
2531 Casey Avenue 
Mountain View, C a l i f o r n i a  94043 

Nat ional  Sani tary Laborator ies,  Inc. 
7150 N. Ridgeway 
Lincolnwood, I l l i n o i s  60645 

Ortho Pharmaceutical Corporat ion 
Route 202 
Rar i tan ,  New Jersey 08869 

Schmi d tabora tor tes  , Inc. 
U,S, Highway #29 South, RFD #6 

', Anderson, South Caro l ina  29622 

and 

Route 40 West 
L i t t l e  F a l l s ,  New Jersey 07424 



Mentor Corporation 
2700 Freeway Boulevard 
S u i t e  750 
Brooklyn Center, Minnesota 55430 

Orox Corporation 
8175 Kroger Farm Road 
Cinc innat i ,  Ohio 45243 



Appendix C 
Sampl i ng Inspect ion  P l  an 

l e  Co l l ec t i on  1. Samp 

Each sample cons is ts  o f  one l o t  per  code number 

Lo t  Size Number o f  ~ondoms/~ampl  e  

Up t o  35,000 Condoms 
(69 - 242 Gross) 

35,001 - 150,000 Condoms 
(242 - 1035 Gross) 

150,001 - 500,000 Condoms 
(1035 - 3450 Gross) 

576 
(4  Gross) 

1008 
( 7  Gross) 

1440 
(10 Gross) 

C o l l e c t  t h e  condoms randomly and rep resen ta t i ve l y  across the  l o t .  A l l  sample 
s izes  above cons i s t  o f  more condoms than t h e  maximum number o f  condoms t o  be 
t e s t e d  under t h e  sample examination plans below. The add i t i ona l  condoms are  
inc luded as an aconnnodation t o  t h e  i n d u s t r y ' s  q u a n t i t a t i v e  packaging prac t ices .  

2. Sample Examination 

S ing le  and m u l t i p l e  sampling plans are  presented below f o r  t he  var ious l o t  
s izes. The l abo ra to ry  may determine which op t i on  t o - s e l e c t .  Examination may 
cease a f t e r  in fo rmat ion  i s  s u f f i c i e n t  t o  determine the  accept / re jec t  s ta tus  o f  
t h e  l o t .  



S i n g l e  Sampl i ng Plan 

Lo t  S ize up t o  35,000 

Sample S ize  No. o f  De fec t i ve  U n i t s  

Accept Re jec t  

Up t o  315 3 4 

M u l t i p l e  Sampling Plan (cum1 a t i  ve)  

Sample 1 s t  80 
2nd 80 
3 r d  80 
4 t h  80 
5 th  80 
6 t h  80 
7 t h  80 

* acceptance i s  n o t  p o s s i b l e  a t  t h i s  stage 



Lo t  s ize  35,001 t o  150,000 

S ing le  Sampl i ng Plan Sample Size 

Up t o  500 

No. o f  De fec t i ve  U n i t s  

Accept Re jec t  

5 6  

Mu1 t i  p l e  Sampling Plan. (cum1 a t i v e )  

Sample 1 s t  125 125 * 4  
2nd 125 2 50 1 5 
3rd  125 375 2 6  
4 t h  125 500 3 7 
5 th  125 625 5 8 
6 t h  125 7 50 7 9 
7 th  125 87 5 9 10 

* acceptance i s  no t  poss ib le  a t  t h i s  stage 



Lot S i z e  150,001 t o  500,000 

S i n g l e  Sampling P lan  Sample S i z e  No. o f  D e f e c t i v e  U n i t s  

Accept R e j e c t  

Up t o  800 7 8 

Mu1 t i p l e  Sampling P lan  (cum1 a t i  ve)  

Sample 1st 200 200 
2nd 200 400 
3rd 200 600 
4 t h  200 800 
5 t h  200 1000 
6 t h  200 1200 
7 t h  200 1400 



slearance Record 
~rep:F~ipari:3/4/87 

Rev:CBender:HFC-230: 3/9/87 
Rev:TJohnaon:HFC-133:3/9/87 
Init:JABittenbender:3/24/87 
rd :dde: 3/24/87 
~ev:~~ender: 3/25/87 
Init:JABittenbender:3/25/87 
rd:dde:3/25/87 
1nft:WGundaker:HFZ-300:3/25/87 
Concur:PBWhite:HFZ-80:3/27/87 
Rev:TRJohnson:HFC-133:3/31/87 
Rev:~Aeller:CCF-1:4/1/87 
Concur:LHorton:GCF-1:4/1/87 
rd:CBender:HFC-230:4/2/87 (DCPb87-345) 

tp:imr:HFC-230:4/2/87 
Concur:WDamaske:HFC-320:4/3/87 
cc: 
HFZ-80 (White) 
HFZ-323 (FP, RF) 
HFZ-320 
HFZ-300 
HFC-200 
HFC-210 
HFC-220 (Howard) 
HFC-102 
HFC-133 (Johnson) 
CCF-1 (Horton) 
HFA-2 24 


