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FOREWORD 

The maintenance o f  p roduc t  q u a l i t y  s p e c i f i c a t i o n s  d u r i n g  t h e  e n t i r e  s h e l f  

l i f e  o f  each l o t  o f  a p roduc t  i s  now recogn ized as a n e c e s s i t y  f o r  a sa fe  and 

e f f e c t i v e  pharmaceut ica l .  How t o  assure  t h i s  p roduc t  c h a r a c t e r s i t i c  p r i o r  t o  

d i s t r i b u t i o n  has proved t o  be no easy task .  I t  shou ld  n o t  be s u r p r i s i n g  t h a t  

a s imp le  procedure a p p l i c a b l e  t o  most dosage forms has n o t  been devised. The 

complex i ty  and v a r i a b i l i t y  o f  t h e  m a t e r i a l s  and t h e  methods o f  manufacture and 

packaging p rec lude  s i m p l i c i t y .  For  t h e  same reasons, i t  shou ld  n o t  be t o o  

s u r p r i s i n g  t h a t  a lmost  no two exper t s  can agree on t h e  b e s t  way t o  a s c e r t a i n ,  

p r i o r  t o  d i s t r i b u t i o n ,  t h a t  a p roduc t  w i l l  f o r  sure  meet t h e  s p e c i f i c a t i o n s  

d u r i n g  i t ' s  s h e l f  l i f e .  One can say t h a t  we are  a l l  agreed on t h e  goal  we must 

achieve, b u t  we a re  n o t  agreed on t h e  r o u t e  t o  take .  

I n  p r a c t i c e ,  a s e r i e s  o f  s t a b i l i t y  p r e d i c t i n g  p r o t o c o l s  t h a t  b e s t  s u i t  t h e  

p roduc t  mix  o f  a g i ven  company a r e  s e l e c t e d  d u r i n g  t h e  p roduc t  development phase, 

and a s t a b i  

s h e l f  l i f e .  

o r  i n d i c a t e  

i t y  i n d i c a t i n g  p r o t o c o l  i s  used t o  eva lua te  t h e  p roduc t  d u r i n g  i t ' s  

The r e s u l t s  o f  t h e  l a t t e r  e i t h e r  c o n f i r m  t h e  v a l i d i t y  o f  t h e  fo rmer  

the  need t o  a d j u s t  i t .  

Th is  i s s u e c o n t a i n s  t h e  accumulated wisdom o f  many respec ted  p r a c t i t i o n e r s  

o f  t h e  a r t  o f  pharmaceut ica l  dosage fo rm s t a b i l i t y ,  bo th  pre-market p r e d i c t i o n  

and post-market e v a l u a t i o n .  I t  i n c l u d e s  t h e o r e t i c a l  t rea tmen t  o f  t h e  s u b j e c t ,  

d e t a i l s  o f  success fu l  programs and exper ience ga ined by t h e  Un i ted  S ta tes  Food 

and Drug A d m i n i s t r a t i o n  i n  rev iew ing  many d i f f e r e n t  programs. Reading t h e  i ssue  

shou ld  be f r u i t f u l  bo th  t o  those s e t t i n g  yp  new programs and t o  those w ish ing  t o  

compare t h e i r  e x i s t i n g  programs w i t h  these success fu l  programs. 
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