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Introduction 
AESGP is welcoming to opportunity to actively participate in the 
efforts towards ISO IDMP implementation 
 

Art 57 implementation has demonstrated the importance of early 
collaboration between EMA and industry 
 

Building on the Art 57 experience and creating and 
implementation roadmap that appropriately reflects the 
complexity (and cost) of this project are prerequisites for 
successful implementation for both agencies and industry. 
 

In this context, industry not only needs an overview on future 
projects but information on concrete time lines 
 
 



Stakeholder Alignment 
AESGP considers ISO IDMP a global requirement. This multiplies 
the complexity (and cost) for industry compared to a regional 
requirement like Art 57 but also offers savings potential through 
harmonization 
 
AESGP suggests to align with other ICH/ISO stakeholders (e.g. 
FDA)  
 

 to harmonize (core) implementation guidance (e.g. in the 
ISO forum) 

 to develop similar/identical formats and technical 
requirements. This will reduce complexity, implementation 
and maintenance cost for agencies and industry 



Governance / CV 
Art 57 implementation has demonstrated the importance of 
controlled vocabularies and related change management 
 
AESGP suggests to 
 

 Propose and drive alignment on organizations maintaining 
the controlled vocabularies soon (as one of the first tasks 
for the TF) 

 Align with other ISO stakeholders (e.g. FDA) on the 
organizations and the controlled vocabularies 
(fall-back: provide 1:1 mapping if CVs are not common) 



Terms of Reference 
AESGP Position   23 March 2015 Draft ToR 

 
 AESGP represented in core 

team 
 Formal communication 

channel to public 
 Formal communication 

channel into ISO TF 
(e.g. via associations) 

 Software vendor representation 



Transition from Art 57 IWG 
To use experience and knowledge from the existing Art 57 IWG on 
the implementation of controlled vocabularies, the plan is to 
migrate the Art 57 IWG full or partly into the new IDMP IWG. 
 
AESGP suggests to 
 

 Keep the Art 57 IWG functional as long as other issues with 
the xEVMPD than the IDMP implementation need to be 
discussed 

 Clarify for the transition period whether meetings of both 
groups (with more or less overlapping personal resources) 
can be planned in a consecutive mode. 



Timelines 
EU legislation imposes a deadline for the implementation of the 
ISO IDMP standards which does not appear feasible in the light of 
the Art 57 implementation. 
AESGP considers ISO IDMP to be more complex than Art 57 by far 
 
AESGP suggests to 
 Inform the European Commission at an early stage, that 

the date is no longer feasible due to conditions that are 
out of reach of EMA 

 Request a formal statement from the EC to clarify the 
timeline* 

 
*The ISO IDMP Task Force could prepare such a request. Date of implementation will depend 
on the availability of the final ISO IGs and the organizations using this IGs to produce, maintain 
and publish the IDMP CVs accordingly. 
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