
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 . 



CERTIFIED M A I L  - RETURN RECEIPT REQUESTED 

TO:. Manufacturers ,  h p o r t e r s ,  and Repackagere of Condoms f o r  
Contracept ion o r  Sexually-Tranemitted Dleease Preven t ion  

This l e t t e r  i s  being s e n t  t o  f u r t h e r  e x p l a i n  our p o l i c y  regard ing  t h e  labeling 
o f  condoms t h a t  a r e  in tended t o  prevent  pregnancy and/or  t h e  t r a n s m i s s i o n  of 
s e x u a l l y  t r a n s m i t t e d  r i l seaees  (STDs). 

It i s  w e l l  recognized t h a t  condoms a r e  important  i n  reducing t h e  sp read  of 
Acquired Immune Def ic iency Syndrome (AIDS)  and o t h e r  STDs. Condoms t h a t  are 
in tended p r e v e n t  pregnancy and/or  t& t r ansmiss ion  of STDs are r e g u l a t e d  by -- 
t h e  Food and Drug Adminis t ra t ion (FDA),  and they must meet c e r t a l n  requ i rements  
f o r  des ign ,  macer ia l ,  manufacturing,  and l a b e l i n g  before being marketed. 

T t  has come t o  our  a t t e n t i o n  that some condoms t h a t  are in tended  t o  be used t o  
pteuenr pregnancy o r  t r ansmiss ion  of STDs are not  labeled with  an e x p l i c i t  
intended use: t h a t  i a ,  they do not s t a t e  clearly that they are designed t o  
prevent  concept ion o r  t h e  t r ansmiss ion  of STDs o r  both.  Ye b e l i e v e  t h a t  t h e  
labeling must c o n t a i n  a p o s i t i v e  s t a t ement  o f  the condom's in tended use(s). 
Conversely, if t h e  condom has on ly  one of the  t w o  p o s s i b l e  intended uses, t h e  
l a b e l i n g  must prominently d e s c r i b e  which use 16 excluded.  We are aeking t h a t  
you review your product l a b e l i n g  t o  be s u r e  I t  conforms t o  t h e s e  c r i t e r i a  and 
t h a t  you take a c t i o n  if you a r e  no t  now meeting these c r i t e r i a .  - --- 
I f  you manufacture ,  impor t ,  o r  repackage a condom t h a t  i s  in tended  t o  p reven t  
concept ion and/or  t h e  transmission o f  d i s e a s e  and i t  i s  no t  l a b e l e d  as such ,  
p l e a s e  l e t  ue know w i t h i n  15 days of t he  r e c e i p t  of c h i s  l e t t e r  how a n d  when you 
in tend  t o  r e v i s e  your l a b e l i n g .  Thls informatSon should  be s e n t  to :  

D i v i s i o n  of Compliance o p e r a t i o n s  (HFZ-320) 
O f f i c e  of Compliance and S u r v e i l l a a c e  
Center  f o r  Devices and Rad io log ica l  Health 
Food and Drug AdmLnistrarion 
8757 Georgia Avenue 
Sf l v e r  S p r i n g ,  HD 20910 

I n  t h e  i n t e r e s t  of p u b l i c  h e a l t h ,  1 look forward t o  r e c e i v i n g  your f u l l  
cooperat ion.  X i  you have any q u e s t i o n s ,  p lease  te lephone Mr. Frank P i p a c i  
a t  (301)427-8040. 

S ince re ly  yours ,  

Ann B. Ho l t ,  D W  
A c t i n g  Direc to r  
Of fLce of ComplLance 

and Surveillance 
Center f o r  Devices and 
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