
DRUG DEVELOPMENT AND INDUSTRIAL PHARMACY, 10(10), 1777-1778 (1984) 

BOOK REVIEW 

"Pharmaceut ical  Process Val i d a t i o n "  

E d i t e d  by Bernard T. L o f t u s  

and 

Robert  A. Mash 

Publ ished by Marcel Dekker, I n c . ,  New York, N Y ,  1984. 

V a l i d a t i o n  a t  p resen t  i s  a t o p i c  l i k e  sex i n  V i c t o r i a n  

England. 

q u i t e  sure o f  a l l  t h e  t e c h n i c a l  d e t a i l s .  Th is  book should go 

a l ong  way t o  remedying t h e  s i t u a t i o n .  

We t a l k  about i t  i n  hushed tones b u t  n o t  everyone i s  

The e d i t o r s  have been f o r t u n a t e  i n  o b t a i n i n g  t h e  s e r v i c e s  

o f  a number o f  exper ienced pharmaceut ica l  s c i e n t i s t s  t o  w r i t e  t h e  

va r ious  chap te rs .  As w i t h  any m u l t i - a u t h o r  book t h e r e  i s  a v a r i -  

a t i o n  i n  s t y l e  and l e v e l  o f  t rea tmen t  b u t  i n  genera l  t h e  book i s  

w e l l - w r i t t e n  and easy t o  read. The chapters  a r e  ar ranged i n  

a l o g i c a l  sequence and cover  t h e  ma jo r  t o p i c s  of  i n t e r e s t  t o  

the  pharmaceut ica l  i n d u s t r y .  Some chapters  (e .g. ,  chap te r  f o u r )  

p rov ide  most u s e f u l  d i r e c t  p r a c t i c a l  adv i ce  on v a l i d a t i o n  whereas 

o the rs  (e.g. ,  chap te r  one) p r o v i d e  background da ta  e s s e n t i a l  t o  

an understanding of t h e  p resen t  s i t u a t i o n .  
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1778 BOOK REVIEW 

Th is  book con ta ins  much sound i n f o r m a t i o n .  Obvious ly ,  i n  

areas such as v a l i d a t i o n ,  which i s  s t i l l  ve ry  much i n  a s t a t e  

o f  f l u x ,  t h e r e  are some p o i n t s  which n o t  a l l  readers may accept  

as v a l i d .  However, t h i s  rev iewer  b e l i e v e s  t h a t  t h e  genera l  

o u t l i n e  o f  t h e  s t r a t e g i e s  exp lo red  i n  t h i s  book w i l l  become 

w i d e l y  accepted. 

We reconimend t h i s  book as e s s e n t i a l  t o  a l l  i n d u s t r i a l  

s c i e n t i s t s  who have any invo lvement  i n  v a l i d a t i o n .  I t  w i l l  

a l s o  be u s e f u l  t o  government r e g u l a t o r s  and academics. 

STAFF REVIEW 
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