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1. Biological  API (c l in ical  batches of  mAbs or ADC)



CD MO b i o log ics

c l i n i c a l  b a tc hes  o f  mA b s o r  A D C

Drug substances sitesParis (1h flight)
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SAINT-JULIEN-EN-GENEVOIS 

From Cell Line Development

TOULOUSE PAU

Lyo Development – Pilot and Commercial

1 2 3

Drug products sites

PreformulationUpstream Processing Downstream processing Fill & Finish

mAb
or ADC

… to vial liquid, lyo or PFS

up to 2,000L 
single-use bioreactors

bioconjugation
up to 100L

from 500 to 
80,000units/batch;

full aseptic filling

Starting from your RCB … 



U S P :  c e l l c u l t u r e  p a r a m e t e r s  s c a l e - u p  p r o c e s s  o p t i m i z a t i o n  u s i n g  
v a r i o u s  e x p r e s s i o n  s y s t e m

D S P :  d e v e l o p m e n t  o f  p u r i f i c a t i o n  a n d  f i l t r a t i o n  p r o c e s s e s ,  
f o r m u l a t i o n ;  p r o c e s s  s c a l e - u p  a n d  v a l i d a t i o n

A n a l y t i c a l  t r a n s f e r ,  d e v e l o p m e n t  a n d  q u a l i f i c a t i o n

S t a t e - o f - t h e - a r t  a n a l y t i c a l  c h a r a c t e r i z a t i o n  ( D S  &  D P )

Q u a l i t y  A s s u r a n c e  e x p e r t s  t e a m  t o  s u p p o r t  y o u r  p r o j e c t  
( Q P  i n  p l a c e ,  I N D / I M P D  s u p p o r t )

CD MO b i o log ics

c l i n i c a l  b a tc hes  o f  mA b s o r  A D C



C o n d i t i o n i n g I s o l a t o r P u r i f i c a t i o n / F o r m u l a t i o n C o u p l i n g  r e a c t o r

• U p  t o  1 0 0  l i t e r s  s c a l e  ( 5 g  - 2 0 0  g / b a t c h )
• H i g h - c o n t a i n e d  e n v i r o n m e n t  t o  m a k e  p i l o t  a n d  c G M P  b a t c h e s  o f  A D C s

A D Cs  b i oc on jugat ion  u n i t

CD MO b i o log ics

c l i n i c a l  b a tc hes  o f  mA b s o r  A D C



2. Ster i le Liquid and Freeze -Dried Pharmaceut icals



2  s i tes  i n  France
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S te r i l e  L i qu id  an d  Freeze -D r ied  Ph a r mac eu t ic a l s



TO U LO U S E S I T E

A p i l o t - s c a l e u n i t d e d i c a t e d t o a s e p t i c f i l l i n g o f l i q u i d o r l y o p r o d u c t s

( H i g h P o t e n t o r n o t ) .

S t e r i l e F i l l & F i n i s h w i t h v i a l s a n d s y r i n g e s .

2 - m 2 l y o p h i l i z e r f o r s c a l e - u p a n d c l i n i c a l t r i a l p r o d u c t s .

PAU S I T E

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

p r o d u c t s , i n a c c o r d a n c e w i t h c G M P r e g u l a t i o n s a n d F D A / E M A / P M D A

r e q u i r e m e n t s .

1 0 p r o d u c t i o n u n i t s f o r l i q u i d a n d l y o p h i l i z e d p r o d u c t s : > 3 0 m i l l i o n

u n i t s p r o d u c e d p e r y e a r , f o r > 1 5 w o r l d w i d e p a r t n e r s ( E u r o p e , U S , A s i a ) .

We l l t r a i n e d a n d s k i l l e d e x p e r t s t o s u p p o r t a w i d e r a n g e o f f i l l

& f i n i s h p r o c e s s f o r b i o l o g i c s .

S te r i l e  L i qu id  an d  Freeze -D r ied  Ph a r mac eu t ic a l s



• L y o s u r f a c e   1 - 2 s q m
• V i a l  f r o m 1 m L  t o  4 0 m L
• I s o l a t o r t e c h n o l o g y,  A / C

• F o r m u l a t i o n  D e v e l o p m e n t S u p p o r t  
( L i q u i d o r  L y o F o r m s )

• L a b e l l i n g  a n d  P a c k a g i n g  
s e r v i c e s  ( P i l o t  S c a l e )

• E M A  C o m p l i a n t - O E B 4 / 5

T O U L O U S E  S I T E

S te r i l e  L i qu id  an d  Freeze -D r ied  Ph a r mac eu t ic a l s



P A U  S I T E

A l l  e q u i p m e n t  w i t h  h i g h  l e v e l  o f  a u t o m a t i o n  t o  r e d u c e  
t h e  n e e d  o f  m a n u a l  i n t e r v e n t i o n :

� 3  f i l l i n g  l i n e s  e q u i p p e d  w i t h  i s o l a t o r s  t e c h n o l o g y  ( C l a s s  A / C )

� 4  f r e e z e  d r y e r s  e q u i p p e d  w i t h  a u t o m a t i c  l o a d i n g  a n d  u n l o a d i n g  s y s t e m s

� D e d i c a t e d  c o l d  s t o r a g e  a r e a s  f o r  B D S ,  A P I  a n d  f i n i s h e d  p r o d u c t

� D e d i c a t e d  p r o d u c t  c o n t a c t  p a r t s  ( t a n k s ,  f i l l i n g  p a r t s … )

� V i a l s  c a p p i n g  u n d e r  C l a s s  A / D  

Hi gh  Con t a inmen t Techno logy

Large  Range  L yoph i l i sa t i on Capac i t y

Fu l l  A sept i c Process ing

S te r i l e  L i qu id  an d  Freeze -D r ied  Ph a r mac eu t ic a l s



� V i s u a l  i n s p e c t i o n :  f u l l y  a u t o m a t i c  /  s e m i  a u t o m a t i c  /  m a n u a l   M I R A G E  

� A p p r o v a l  b y  E M A ,  U S  F D A ,  P M D A ,  A N V I S A  a n d  o t h e r  i n t e r n a t i o n a l  a g e n c i e s

S i t e  v i s i t s :  > 2 0  /  y e a r (a g e n c i e s ,  p a r t n e r s ,  a u d i t s … )

M a n u f a c t u r i n g o f  ~ 3 0  M i l l i o n  u n i t s /  y e a r

( 9 7  %  d e d i c a t e d t o  T h i r d P a r t y  M a n u f a c t u r i n g)

1 2  p a r t n e r s ( E u r o p e ,  U S ,  J a p a n )

M o r e  t h a n 2 0  y e a r s o f  T h i r d P a r t y  M a n u f a c t u r i n g

P A U  S I T E

S te r i l e  L i qu id  an d  Freeze -D r ied  Ph a r mac eu t ic a l s



THANK YOU

Contact us:

pierre_fabre_CDMO@pierre-fabre.com


