
 

 

 

Reference: PHUSE Data Transparency Working Group’s Suggestions to EMA Policy 0070 Re-start 

Attention: EMA Policy 0070 Team 

17. January 2020, 

Thank you for the invitation to provide suggestions related to the re-start of the EMA policy on publication of clinical 
data for medicinal products for human use, EMA Policy 0070. Below are suggestions collated from a call amongst the 
PHUSE Data Transparency Working Group. 

• There was unanimous support for EMA P0070 Part 1 to re-start 
• New submissions (i.e., those becoming due in 2020) were seen as a priority 
• There was strong support for EMA to accept packages already submitted to Health Canada under the PRCI 

process though it was acknowledged that packages submitted to both regions may not be identical, and Health 
Canada’s and EMA’s requirements regarding the protection of personal data are not identical either. A 
tripartite discussion (Health Canada, EMA and sponsors) was proposed as this could be helpful to identify 
pragmatic solutions. 

• If there is additional resource available at EMA, consider this being assigned to re-start processing the backlog, 
starting with the ‘most important’ first. As the definition of ‘most important’ could be quite subjective, 
consideration could be given to either: 

o Starting with the initial MAAs in the backlog (earliest first), or 
o Submissions that could offer most value to researchers/public as proposed by Jefferson et 

al. (http://dx.doi.org/10.1136/bmjebm-2018-110963) or 
o New drug applications (i.e. not line extensions) and paediatric applications, or 
o To leave the definition to requestors, thought caution may need to be exercised with this option as 

this could lead to demand outstripping resource, and would not be ‘predictable’ for sponsors and thus 
could impact response time. 

• Other submissions in the backlog could be handled in same way as for Health Canada i.e., upon request, noting 
that there are differences in the EMA & Health Canada approaches (summarized below), and understand that 
further consideration would be required to identify a pragmatic workable solution: 

o Health Canada: A retrospective process – public disclosure – documents prepped by sponsor 
o EMA Policy 0043 process – private sharing – documents prepped by EMA [could there be some way 

for ‘upon request’ submissions from the EMA Policy 0070 backlog to be made public as they would 
have been for similar requests to Health Canada?] 

 

Best Regards, 

Liz Roberts and Jean-Marc Ferran, 

PHUSE Data Transparency Working Group Leads 


