
I n  2 0 1 6 ,  a  t o p -2 0  U . S .  b i o p h a r m a c e u t i c a l s  m a n u f a c t u r e r  f a c e d  t h e 
c h a l l e n g e  o f  b u i l d i n g  a  n e w  a c t i v e  p h a r m a c e u t i c a l  i n g r e d i e n t  ( A P I ) 
m a n u f a c t u r i n g  f a c i l i t y  f r o m  t h e  g r o u n d  u p .  W i t h  l i m i t e d  i n - h o u s e 
r e s o u r c e s  t o  d e d i c a t e  t o  t h e  v a l i d a t i o n  o f  t h e  n e w  f a c i l i t y,  t h e  c l i e n t 
s o u g h t  a n  o u t s i d e  t e a m  t o  l e a d  a n d  e x e c u t e  t h e  q u a l i f i c a t i o n — i n 
t h e  m i d d l e  o f  a  f u l l  Q M S  i n t e g r a t i o n  e f f o r t .  A z z u r  G r o u p  w a s  t h e 
s o l u t i o n — p r o v i n g  f u l l - s c a l e  G M P - c o m p l i a n t  p r o j e c t  m a n a g e m e n t 
a n d  e x e c u t i o n  w i t h  a n  a u t o n o m o u s  t e a m  o f  p r o j e c t  m a n a g e r s  a n d 
e n g i n e e r s  w h o  c o l l a b o r a t e d  w i t h  t h e  c l i e n t ’s  v a l i d a t i o n  t e a m  a t 
e v e r y  s t e p  o f  t h e  p r o c e s s .   

Wo r k i n g  o n - s i t e  f o r  t h e  e n t i r e t y  o f  t h e  p r o j e c t ,  t h e  A z z u r  t e a m 
o f  s u b j e c t  m a t t e r  e x p e r t s  ( S M E s)  w a s  c h a r g e d  w i t h  s u p p o r t i n g 
a c c e p t a n c e  t e s t i n g  a n d  D Q / I Q /O Q / P Q .  T h e  A z z u r  t e a m  w o r k e d  h a n d -
i n - h a n d  w i t h  t h e  c l i e n t  t o  d e v e l o p  a  c u s t o m i z e d  v a l i d a t i o n  m a s t e r 
p l a n ,  h e l p e d  t h e  m a n u f a c t u r i n g  o r g a n i z a t i o n  d r i v e  t h e  s c h e d u l e  a n d 
p r o j e c t  r e s o u r c e s  a n d  c l a r i f i e d  t h e  q u a l i f i c a t i o n  e x e c u t i o n  s t r a t e g y 
e n s u r i n g  t h e  i m p l e m e n t a t i o n  o f  t h e  v a l i d a t e d  s t a t e .

O n c e  c o m m i s s i o n i n g  w a s  c o m p l e t e ,  t h e  t e a m  o f  A z z u r  S M E s  p a r t n e r e d 
c r o s s -f u n c t i o n a l l y  o n  s y s t e m  t e s t i n g  a n d  q u a l i f i c a t i o n  i n c l u d i n g , 
b u t  n o t  l i m i t e d  t o : 

• 	 D Q / I Q /O Q  f o r  p r o c e s s  e q u i p m e n t
• 	 D Q / P Q  f o r  u t i l i t i e s ,  i n c l u d i n g  p u r i f i e d  w a t e r,  s t e a m  i n  p l a c e , 

c l e a n  i n  p l a c e ,  a m m o n i a ,  w a t e r  f o r  i n j e c t i o n ,  c o m p r e s s e d  a i r, 
h y d r o g e n ,  e t c .

• 	 A n a l y t i c a l  L a b o r a t o r y  I n s t r u m e n t a t i o n
• 	 C o n t r o l l e d  Te m p e r a t u r e  U n i t s  (C T U s)
• 	 H VA C /C l e a n r o o m  C e r t i f i c a t i o n
• 	 B u f f e r  G e n e r a t i o n
• 	 S t e a m  I n  P l a c e  ( S I P )

TH E  CH A L L ENGE
Fa c i l i t y  s t a r t- u p  f o r  n ew A P I  m a n u f a c t u r i n g  f a c i l i t y, 
f r o m t h e  g r o u n d u p

TH E  S O LUTIO N
•	 D e s i g n  q u a l i f i c a t i o n
• 	 Fa c i l i t y  v a l i d a t i o n  m a s te r  p l a n
• 	 Ve r i f i c a t i o n /Q u a l i f i c a t i o n  f o r  i n s t a l l a t i o n , 

o p e r a t i o n ,  a n d  p e r f o r m a n ce

TH E  TE A M
A z z u r  N ew E n g l a n d 

TH E  IM PAC T
O n - s i te ,  a u to n o m o u s  e n g i n e e r i n g  co n s u l t a n t s  w h o 
e f f i c i e n t l y  s u p p o r t  v a l i d a t i o n  a c t i v i t i e s  f o r  t h e  n ew 
m a n u f a c t u r i n g  f a c i l i t y,  e n s u r e  t h e  c l i e n t  w a s  s e t  u p  f o r 
s u c ce s s  by  m i t i g a t i n g  i m p a c t  to  c l i e n t  s t a f f  a n d  t h e i r 
d ay  to  d ay  r o l e s . 

SETTING UP A SYSTEM OF SUCCESS 

HOW A TEAM OF ON-SITE VALIDATION EXPERTS OFFSET THE CHALLENGES OF 
GETTING A NEW BIOPHARMACEUTICAL MANUFACTURING FACILITY UP AND RUNNING
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FACING A COMMISSIONING & QUALIFICATION CHALLENGE?
LET AZZUR GROUP BE YOUR GUIDE. 

LEARN MORE » AZZUR.COM/VALIDATION/COMMISSIONING-AND-QUALIFICATION

Throughout the two-year project,  as many as 20 validation engineers with project managers, were on site to support the cl ient. The Azzur 
team worked cross-functionally to a guarantee a smooth transition between each stage in the process. These departments included:

A  t r u e  i l l u s t rat i o n  of  th e  A z z u r  G r o u p  p r o m i s e  of  D i s cove r y  to  D e l i ve r y™,  th e  te a m l e d  th e  c l i e n t  f r o m p r o j e c t  co n ce pt i o n  to  e xe c u t i o n 
w i th  co n f i d e n ce ,  co m p l e m e n t i n g  th e i r  i n-h o u s e  te a m a n d  p r ov i d i n g  s i g n i f i c a n t  va l u e  to  th e  c l i e n t  e n s u r e  th e i r  d e a d l i n e s  we r e  m et .

AU TO M ATIO N
ENGIN EERING
FACIL IT IE S

IT
M A N U FAC T U RING
M E TR O LOGY

Q A
QC
VA L IDATIO N

At  A z z u r,  o u r  g o a l  i s  to  u n d e r s t a n d  th e  u n i q u e  r e q u i r e m e n t s  of  yo u r  p r o ce s s  a n d  p r o d u c t  a n d  to  b u i l d  a  p l a n  fo c u s e d  o n 
th e  a s s o c i ate d  c r i t i c a l  a s p e c t s  w h i l e  m a i n t a i n i n g  r e g u l ato r y  co m p l i a n ce .  S M E s  a r e  b a cke d  by  r e a l-wo r l d  e x p e r i e n ce  a n d  th e 
te ch n i c a l  s k i l l s  to  h e l p  m a ke  yo u r  p r o j e c t  a  s u cce s s .
 
O u r  C & Q p r o j e c t  e x p e r i e n ce  s p a n s  th e  p h a r m a ce u t i c a l ,  b i ote ch n o l o g y  a n d  m e d i c a l  d ev i ce  i n d u s t r i e s  a n d  i n c l u d e s  p r o d u c t s  th at 
u t i l i ze  va r i o u s  p l at fo r m s  a n d  at  va r i o u s  p h a s e s  of  th e i r  p r o d u c t  l i fe c yc l e .  A z z u r ’s  S M E s  h ave  C & Q e x p e r i e n ce  w i th  f a c i l i t i e s , 
u t i l i t y  s y s te m s ,  s u p p o r t  e q u i p m e n t ,  p r o ce s s  e q u i p m e n t ,  a n a ly t i c a l  i n s t r u m e n t ,  c l e a n i n g  p r o ce s s e s ,  C S V,  a n d  s a n i t i z at i o n /
s te r i l i z at i o n  p r o ce s s e s .
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