
I n  2 0 17,  a f te r  e x p e r i e n c i n g  1 0 -f o l d  g r ow t h ,  a  l e a d i n g  U. S . 

b i ote c h n o l o g y  m a n u f a c t u r e r  f a ce d  t h e  c h a l l e n g e  of  b r i n g i n g  t h e 

I TQ  ( I n f o r m a t i o n  Te c h n o l o g y  Q u a l i t y)  te a m u p  to  s p e e d  w i t h  t h e 

s t r i n g e n t  co m p l i a n ce  a n d  r i s k  m i t i g a t i o n  p r of i l e  r e q u i r e d  of  s u c h 

a  d y n a m i c  o r g a n i z a t i o n .  I n i t i a l l y,  ow n e r s h i p  o f  t h e  I T  Q A  p r o ce s s e s 

w a s  t r a n s f e r r e d  to  a  G l o b a l  Q u a l i t y  te a m;  h oweve r,  i t  w a s  a p p a r e n t 

t h a t  a n  o u t s i d e  a s s e s s m e n t  w a s  r e q u i r e d  i n  o r d e r  to  e f f i c i e n t l y  m e e t 

t h e  n e e d s  o f  t h e  o r g a n i z a t i o n  a n d  b r i n g  t h e  p r o ce s s e s  b a c k  u n d e r 

t h e  I T  u m b r e l l a . 

T h a t ’s  w h e r e  A z z u r  I T  Ad v i s o r y  S e r v i ce s  ( I TA S )  s te p p e d  i n .  Ch a r g e d 

w i t h  b u i l d i n g  a n  e f f i c i e n t  a n d  e f f e c t i ve  f u t u r e  s t a te  f r a m ewo r k  f o r 

t h e  i n te r n a l  I TQ  te a m ,  I TA S  A z z u r  G r o u p  f a c i l i t a te d  a n  o r g a n i z a t i o n 

s e l f-a s s e s s m e n t  to  u n cove r  p ote n t i a l  t h r e a t s  a n d  co m p l i a n ce  g a p s 

r e l a te d  to  t h e  o r g a n i z a t i o n ’s  s t r u c t u r e ,  c a p a b i l i t y,  c a p a c i t y,  a n d 

p r o ce s s e s . 

To  d o  s o,  I TA S  wo r ke d  w i t h  a  m u l t i d i s c i p l i n a r y  i n te r n a l  te a m 

ove r  a  p e r i o d  of  f i ve  m o n t h s  to  i n te r v i ew s t a ke h o l d e r s ,  r ev i ew 

d o c u m e n t a t i o n ,  a n d  a n a l y ze  m e t r i c s  f o r  t h e  e x i s t i n g  I TQ A  d o m a i n . 

W i t h  f i ve  f u l l -t i m e e m p l oye e s ,  t h e  i n te r n a l  I TQ  te a m s p e n t  a  m a j o r i t y 

o f  i t s  t i m e  o n  G x P  a u d i t  d e f e n s e ,  a c t i n g  a s  s u p p o r t i ve  l i a i s o n s  w i t h 

ot h e r  d e p a r t m e n t s  w i t h i n  t h e  co m p a ny.  Fu r t h e r m o r e ,  t h e  s t a f f 

e x p e r t i s e  w a s  s i g n i f i c a n t l y  u n d e r u t i l i ze d ,  b e s t  p r a c t i ce  f r a m ewo r k s 

we r e  l a c k i n g ,  a n d  t h e r e  w a s  a  b l u r r e d  l i n e  b e t we e n  G x P  a n d  n o n - G x P 

a c t i v i t i e s .

I n  o r d e r  to  a c h i eve  t h e i r  o r g a n i z a t i o n a l  c h a n g e  m a n a g e m e n t  g o a l s 

a n d  u s e  t h e  I TQ  g r o u p  to  i t s  f u l l  p ote n t i a l ,  t h e  A z z u r  I TA S  e x p e r t s 

d o c u m e n te d  a n  I T- Q u a l i t y  S t r a te g y  Ro a d m a p f o c u s i n g  o n  s i x 

key  a r e a s :  i n f r a s t r u c t u r e  q u a l i f i c a t i o n /  co m p l i a n ce ,  a u d i t ,  r i s k , 

d o c u m e n t  co n t r o l ,  c h a n g e  co n t r o l ,  a n d  t r a i n i n g .  

TH E  CH A L L ENGE
I d e n t i f y  i n s p e c t i o n - r e a d y,  ye t  e f f i c i e n t  f u t u r e  s t a te 
f o r  I TQ  o r g a n i z a t i o n  i n  o r d e r  to  s c a l e  w i t h  r a p i d 
co m p a ny  g r ow t h .

TH E  S O LUTIO N
Q u a l i t y  &  Co m p l i a n ce  A u d i t ;  I n s i g h t s ,  s t r a te g y, 
o r g a n i z a t i o n a l  c h a n g e  m a n a g e m e n t ,  a n d  d e l i ve r y 
o f  s t r u c t u r e  a n d  p r o ce s s e s  f o r  Co m p u te r  Sy s te m 
Va l i d a t i o n ,  R i s k  A s s e s s m e n t ,  I T  Q u a l i t y  M a n a g e m e n t , 
C h a n g e  Co n t r o l ,  a n d  Tr a i n i n g .

TH E  TE A M
A z z u r  I T  A d v i s o r y  S e r v i ce s  ( I TA S )

TH E  IM PAC T
D e l i ve r y  o f  t a c t i c a l  a p p r o a c h  to  a c h i eve  i d e a l 
f u t u r e  s t a te  o u t l i n i n g  p r i n c i p l e s  o f  r i s k- d r i ve n , 
co m p l i a n t ,  e n te r p r i s e -w i d e  I T;  I n i t i a t i o n  o f 
p h a s e  I I  i m p l e m e n t a t i o n . 

REDUCING PAIN BY BRIDGING GAPS BETWEEN IT  & QA

HOW ALIGNING IT  QA TO BUSINESS NEEDS HELPED 
GROW VALUE & BUILD A CULTURE OF QUALITY
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•	 Implement an ITQ charter to grow the awareness and 
understanding of the function of the group.

•	 Leveraging GAMP 5 methodology, architected documentation 
hierarchy including policies, procedures, work instructions, 
templates, along with a complementary training program to 
ensure standardized processes, leading to clarity, efficiency 
gains and compliance.

•	 Create one scalable, consistent infrastructure qualification 
where rigor is commensurate with documented risk.

•	 Identify lean processes to improve the overall workflow, 
including agreed-upon RACI. 

USING THIS  STRATEGY,  AZZUR COMPILED COMPREHENSIVE FUTURE STATE 
ROADMAP, INCLUDING BUT NOT LIMITED TO: 

Af te r  p i n p o i n t i n g  th e  o pt i m a l  s t rate g y  fo r  s u cce s s ,  A z z u r  I TA S  c ate g o r i ze d  n e x t  s te p s  i n to  a  co m p r e h e n s i b l e  r o a d-m a p,  i d e n t i f y i n g 
ch e ck l i s t s  fo r  g ove r n a n ce ,  p e o p l e ,  p r o ce s s e s ,  a n d  to o l s  n e ce s s a r y  to  a ch i eve  th e  f u t u r e  s t ate ,  b r o ke n  d ow n i n  s i x-m o n th  p h a s e s .

T h e  c l i e n t ,  a f te r  g a u g i n g  th e  r e co m m e n d at i o n s  a n d  r e co g n iz i n g  th e  va l u e  i n  A z z u r ’s  D i s cove r y  to  D e l i ve r y™  m o d e l ,  a g a i n  e n g a g e d 
A z z u r  I TA S  to  wo r k  s i d e -by- s i d e  w i th  th e i r  Q u a l i t y  a n d  I T  te a m s  to  d e l i ve r  r e co m m e n d e d s o l u t i o n s  w h i l e  b u i l d i n g  a  c u l t u r e  of  q u a l i t y, 
e f f i c i e n c y,  a n d  r i s k-b a s e d  b e s t  p ra c t i ce s . 
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