
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 updated m th n& revision to include the standard elernent s of GGP7s. 
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To: A11 U.S. Condom Manufacturers, Impor ters  and Repackagers . . - .  

Because o f  t h e  heightened i n t e r e s t  i n  reduc ing t h e  r i s k s  o f  
a c q u i r i n g  s e x u a l l y  t ransmi t ted  d iseases (STOs), i n c l u d i n g  Acquired 
Immune Oef i c i  ency Syndrome (AIDS) , t h e  Food and Drug Admin is t ra t i on  
( F D A )  i s  p r d v i d i n g  t h i s  guidance t o  manufacturers, impor ters  and 
repackagers o f  condoms. 

If designed, manufactured and t e s t e d  p roper l y ,  t h e  condom i s  a  
b a r r i e r  t h a t  may prevent  the  t ransmiss ion  o f  STDs. With t h e  spread 
o f  STDs, i t  has become very  impor tan t  t h a t  users  be f u l l y  aware t h a t  
l a t e x  condoms p r o v i d e  p r o t e c t i o n ,  b u t  do n o t  guarantee i t ,  and t h a t  
p r o t e c t i o n  i s  l o s t  i f  condoms a r e  n o t  used p r o p e r l y .  Given t h e  
u r g e n t  pub1 i c  hea l  t h  concerns regard ing  t h i s  issue,  FDA urges you r  
c o o p e r z t i o n  i n  i n fo rm ing  consumers about r e a l i s t i c  expecta t ions  t h e y  
shou ld  have r-egardlng t h e  p r o t e c t i o n  a f fo rded by condoms, and i n  
educa t ing  them about how condoms should be used t o  maximize 

- p r o t e c t i o n  aga ins t  IsT~~-;  -- ------------ I 

I F  you a re  c u r r e n t l y  market ing a  l a t e x  condom and w ish  t o  c l a i m  t h a t  d y o u r  product  p r o v i  e s  p r o t e c t i o n  aga ins t  STDs , you should - j n c l  ude 
a p p r o p r i a t e  l abel  i t i g  t h a t  r e f 1  e c t s  a c c u r a t e l y  t h e  r e a l  i s t i c  
expec ta t i ons  a condumer should have about t h e  condom's 
e f fec t i veness .  An exarnpl e  o f  such l a b e l i n g  appears i n  Attachment A. 

Na tu ra l  membranei day have a  d i f f e r e n t  p e r m e a b i l i t y  t han  l a t e x  and' 
may n o t  l e n d  themselves t o  t h e  same degree o f  u n i f o n i t y  i n  
manufacture as syn$he t i c  m a t e r i a l s  such as l a t e x .  I n  t h e  i n t e r e s t  ' 

o f  prudence, thereqore ,  FDA i s  reques t ing  t h a t  you n o t  labe l  . n a t u r a l  
membrane condoms fqr p r o t e c t i o n  a g a i n s t  STDs . 

I 

FDA is a1 so requesding t h a t  - a1 1  condoms, whether t h e y  a re  1  abe l l ed  
f o r  p r o t e c t i o n  zgailnst STOs o r  n o t ,  and whether  made from l a t e x ,  
n a t u r a l  membrane, r any o the r  m a t e r i a l ,  i n c l u d k  adequate 9 . i n s t r u c t i o n s  f o r  u e  t o  maximize the degree o f  p r o t e c t i o n  t h e y  
a f f o r d .  An examp1 of such i n s t f u c t i o n s  f o r  use t o  p r o v i d e  - 4 p r o t e c t i o n  a g a i n s t  STDs .appears i n  Attachment 8.  

1 

If YOU a r e  c u r r e n t l j y  market ing a  condom you may change t h e  l a b e l i n g  . 
and i n s t r u c t i o n s  fc/r%se o f  Your p r o d u c t  t o  implement t h e  guidance 

- p r o v i d e d  i n  t h i s  l q t t e r  w i thou t  seek ing c lea rance  from FDA. 
However, you mus t  d b t a i n  c learance from F D A  i f you w i s h  t o  modi fy  
s i g n i f i c a n t l y  y o u r  condom's des ign  o r  manu fac tu r ing ,  o r  i f  you w i s h  
t o  use l a b e l  i n g  s i $ n i f i c a n t l y  d i f f e r e n t  Prom t h a t  shown i n  t h e  
d t  tachments.. I 

For  example, you wil l  1 need FDA c l e a r a n c e  if you w i s h  t o  make c la ims 
t h a t  your condom i s  b e t t e r  than o t h e r  condoms o r  t h a t  i t  i-s 
s p e c i f i c a l l y  d e s i g  d ,ed f o r  A I D S .  A l l  new manufac turers  o f  condoms 
a r e  a1 so r e q u i r e d  tlo o b t a i n  FDA c learance.  



-. - 'Attachment A 

An acceptable statement of  intended use f o r  the  prevent ion o f  
1. t ransmiss ion  o f  sexually t ransmit ted diseases fol lows: 

.I ' 

"When used properly, the latex  condom may prevent 
the transmission o f  many sexual ly  t ransmi t ted 
diseases (STDS) such as syph i l  i s ,  gonorrhea, 
chlamydia1 infect ions,  gen i t a l  herpes, and AIDS. 
It cannot e l iminate t he  r i s k .  For maximum 
p ia tec t i on ,  i t  i s  important t o  f o l l ow  the 
accompanying ins t ruc t ions.  F a i l u r e  t o  do so may 
r e s u l t .  i n  loss o f  pro tect ion.  Ouring i n t i m a t e  
contact ,  les ions and var ious body f l u i d s  can 
t ransmi t  STDs. Therefore, the condom should be 
appl i ed  before any such contact  ." 

O i f f e r e n t  wording may be employed, but t h e  wording should convey 
a balanced descr ip t ion  of  r i s k s  and bene f i t s ,  and t he re  should be 
a warning about the loss o f  p ro tec t i on  r e s u l t i n g  from improper. 

. u s e .  # 

. - 
' .--  ' -ArEI tceptab l  e statement o f  intended -use f o r  prevent ion of I 

pregnancy cou ld  be s i m i l a r l y  constructed, - 


