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Yo u r  G l o b a l ,  O n c o l o g y,  a n d  C o h o r t - M a n a g e m e n t  E x p e r i e n c e d  C l i n i c a l  Te a m

✓ 1,5  years clinical research 
experience

✓ Local Regulatory Associate for  
Benelux

✓ Specialized: Implementation of 
EU CTR 

✓ Researcher Faculty of Law (UA)

✓ 11 years of experience in 
clinical research

✓ Regulatory Manager for 
Benelux

✓ Specialized: Global Clinical 
Trial Application strategies

I s a b e l l e  V r a n c k e n ,  L L M
Regulatory Affairs Associate

M a t t i a s  D o o r e m a n ,  M S c
Senior Manager of Global Regulatory Affairs
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Agenda

• Introductions to PRA Health Sciences and Global Regulatory Affairs

• Role of a CRO in the Clinical Trial landscape

– Current challenges in Belgium

• Future Regulatory Challenges

– 2018: GDPR

– 2019: Brexit

– 2020: CTR 

Studievoormiddag wetenschappelijk onderzoek



P R A H E A L T H S C I E N C E S

Introduct ions  to  PRA Hea lth  Sc iences  as  a  CRO
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P R A  H e a l t h S c i e n c e s :  C R O  a s  F u l l  S e r v i c e  P r o v i d e r  
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P R A  H e a l t h S c i e n c e s a s  G l o b a l  P r o v i d e r
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G l o b a l  R e g u l a t o r y  A f f a i r s - S c o p e  o f  S e r v i c e s
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P R A H E A L T H S C I E N C E S

Role  of  a  CRO in  the  C l in ica l  Tr ia l  landscape
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C R O  a s  t r u s t e d s e r v i c e  p r o v i d e r

• Project Management:

– Clinical Operations on site monitoring

– Regulatory Approvals RA and EC submissions

– Contracts / Budgets Site Agreements and Budgets

– Logistics Drug, Lab kits, Training materials, etc.

– Pharmacovigilance / Data Management / Medical Monitoring / …

• Being able to provide solid scientific and operational advice is key !

– To the Investigators

– To the Sponsors
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R e g u l a t o r y  A f f a i r s A d v i c e

What do our clients want to know?

• When will my study get approved?  → Can we do it faster? 

• How much will it cost? → Can we do it cheaper?

• Will they accept our protocols? → Please look into your crystal ball?
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R e g u l a t o r y  A f f a i r s A d v i c e – C u r r e n t C h a l l e n g e s  i n  B e l g i u m  

What can we offer our clients?

• Can we do it faster? 

« I know that the legislation in Belgium says you can expect feedback in 28 days, but…. »

• Can we do it cheaper?

« We can propose alternative strategies or go to other countries, but…. »

• Please look into your crystal ball?

« Unfortunately dealing with Ethics Committees is not exact sciences… »
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R e g u l a t o r y  A f f a i r s - C h a l l e n g e s

• « Grey Areas » in legislation

• Different local interpretations

• Widely different EC procedures

• No consistency among EC reviewers (even within same EC)

• Insufficient transparent communication from FAMHP



P R A H E A L T H S C I E N C E S

Future  Regulatory  Cha l lenges
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F u t u r e  R e g u l a t o r y  C h a l l e n g e :  G D P R  ( 2 0 1 8 )

• Sponsor prepared  EC unprepared

• Uniformity EC’s?

• FAMHP?

• Sponsor  patient? 
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F u t u r e  R e g u l a t o r y  C h a l l e n g e :  B r e x i t  ( 2 0 1 9 )

• Customs Union, freedom of movement

– Importation of study drugs 

– Free movement of clinical trial supplies

• Affected people

– Mutual recognition of professional qualifications

– Cross border recruitment of patients

• Risk and Impact Analysis to reassure and assist clients

• Diverting clinical trial regulations?

– To what extend will the UK  remain in alignment with the CTD and CTR ? GDPR?

– Mutual Recognition Agreement for clinical trial data
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F u t u r e  R e g u l a t o r y  C h a l l e n g e :  C T R  ( 2 0 2 0 )

• Belated implementation: sponsor’s concerns

• Loss of competitiveness? 

• FAMHP? 

• Impact on Ethics Committees? 
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Questions?

DooremanMattias@prahs.com

VranckenIsabelle@prahs.com

mailto:DooremanMattias@prahs.com
mailto:VranckenIsabelle@prahs.com
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