
I n  2 0 15 ,  a  to p -f i ve  g l o b a l  p h a r m a ce u t i c a l  g e n e r i c s  m a n u f a c t u r e r  w a s 
s l a p p e d  h a r d  by  t h e  F DA f o r  p r o b l e m s  a t  t h r e e  p l a n t s  f o r  o n g o i n g  d a t a 
I n te g r i t y  I s s u e s . 

T h e  r e s u l t i n g  co r r e c t i ve  a n d  p r eve n t i ve  a c t i o n  (C A PA)  r e q u i r e d 
r e t r a i n i n g  o f  t h e i r  g l o b a l  wo r k f o r ce  to  h e l p  t h e m a d d r e s s  t h e  w a r n i n g 
l e t te r s  t h a t  we r e  i s s u e d  by  t h e  F DA .

N ot  o n l y  d i d  t h e  m a n u f a c t u r e r  h ave  to  r e t r a i n  te n s  o f  t h o u s a n d s  o f 
e m p l oye e s ,  b u t  t h e  p r o g r a m e n t a i l e d  m u l t i- l i n g u a l  c o n te n t  d e l i ve r e d 
wo r l d w i d e .

A f te r  a  t h o r o u g h ev a l u a t i o n ,  L e a r n a b o u tg m p w a s  t h e  c l e a r  c h o i ce  ove r 
t we l ve  ot h e r  ve n d o r s  f o r  t h r e e  m a i n  r e a s o n s :

•       T h e  q u a l i t y  a n d  a l i g n m e n t  o f  t h e i r  co u r s e s  w i t h  t h e  F DA 
r e g u l a t i o n s 

•  T h e  c o m p e l l i n g  w ay  t h e  co n te n t  w a s  d e l i ve r e d ,  m a x i m i z i n g 
l e a r n i n g  p r i n c i p l e s

•  U n p a r a l l e l e d  c u s to m e r  s u p p o r t  to  e n s u r e  t h e  p r o j e c t ’s  s u c ce s s

N ow a  m e m b e r  o f  A z z u r  G r o u p’s  n e t wo r k  o f  co m p a n i e s  a n d  t h e 
wo r l d ’s  o n l y  I AC E T- ce r t i f i e d  o n l i n e  l i f e  s c i e n ce  t r a i n i n g  p l a t f o r m , 
L e a r n a b o u tg m p h a r n e s s e s  a  n e t wo r k  o f  m o r e  t h a n  6 0,0 0 0 i n d u s t r y 
p r o f e s s i o n a l s  to  c r e a te  c o u r s e s  t h a t  a r e  c u r r e n t ,  a l i g n e d  w i t h  t h e 
r e g u l a t i o n s ,  a n d  co n t i n u a l l y  u p d a te d  to  h e l p  o r g a n i z a t i o n s  m a i n t a i n 
t h e i r  s t a te  o f  co m p l i a n ce . 

Wo r k i n g  w i t h  t h e  c l i e n t ’s  S M E s ,  t h e  L e a r n a b o u tg m p te a m d eve l o p e d  a n d 
c u s to m i ze d  s eve n  o n l i n e  co u r s e s  cove r i n g  a r e a s  s u c h  a s  D a t a  I n te g r i t y, 
G M P,  a n d  Co n t a m i n a t i o n  Co n t r o l  i n to  1 4  l a n g u a g e s  a n d  s e a m l e s s l y 
i n te g r a te d  t h e m i n to  t h e  c l i e n t ’s  e x i s t i n g  l e a r n i n g  m a n a g e m e n t 
s y s te m ( L M S )  f o r  u s e  a t  2 8  m a n u f a c t u r i n g  s i te s  wo r l d w i d e .

M e e t i n g  t h e  A z z u r  G r o u p  p r o m i s e  o f  D i s c ove r  t o  D e l i ve r y ™,  t h e  te a m 
a t  L e a r n a b o u tg m p d e l i ve r e d  t h e  f i n a l  o n l i n e  co u r s e s ,  i n c l u d i n g 
t r a n s l a t i o n s ,  i n  l e s s  t h a n  n i n e  m o n t h s— a t r u e  s u c ce s s  f o r  b ot h  p a r t i e s . 

To d ay,  m o r e  t h a n  2 0,0 0 0  s t a f f  a r e  f u l l y  t r a i n e d ,  a n d  t h e  c l i e n t  h a s 
s u c ce s s f u l l y  a d d r e s s e d  t h e  w a r n i n g  l e t te r s  i s s u e d  by  t h e  F DA .

MEETING GLOBAL STANDARDS THROUGH A 
HARMONIZED ONLINE TRAINING APPROACH

MULTI-NATIONAL,  MULTI-LINGUAL TRAINING PROGRAM 
ENSURES FDA WARNING LETTERS ARE ADDRESSED 

TH E  CH A L L ENGE
H e l p i n g  a  g l o b a l  g e n e r i c s  m a n u f a c t u r e r  a d d r e s s  F DA 
w a r n i n g  l e t te r s .

TH E  S O LUTIO N
S eve n  o n l i n e  c o u r s e s ,  t r a n s l a te d  i n to  1 4  l a n g u a g e s , 
d e p l oye d  to  2 8  g l o b a l  m a n u f a c t u r i n g  f a c i l i t i e s  -  i n 
l e s s  t h a n  n i n e  m o n t h s .

TH E  TE A M
L e a r n a b o u tg m p

TH E  IM PAC T
A d d r e s s e d  F DA w a r n i n g  l e t te r s  s u c ce s s f u l l y  a n d 
t r a i n e d  m o r e  t h a n  2 0 K  e m p l oye e s  e n s u r i n g  c l i e n t 
co m p l i a n ce  a n d  i n c r e a s i n g  ove r a l l  q u a l i t y  a n d  s a f e t y.
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