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Comments should be sent to the Telematics Secretariat at telematics-secretariat@ema.europa.eu and must arrive by 24 May 2015 (extended till 21 June 2015).
General comments

	General comments

	EFPIA, EBE, EGA and VE (herein after referred as “we”) welcome the opportunity to comment on the revised version of the EU Telematics Road Map. We appreciate the Road Map takes into consideration the operational and organisation impact of different IT solutions. In this response we wish to give general comments, more strategic in their nature, followed by specific comments on each of the programmes while providing more detailed observations in the latter part of the response.  

EU Telematics Road Map sets out the critical elements of a successful strategy, i.e. interoperability of systems, cost-effectiveness and alignment with international standards. We firmly believe that great effort should be taken on how to achieve and maintain harmonisation and minimize the administrative burden for both industry and regulators. We note that these objectives though, are not fully reflected in all described activities e.g. Programme 2 “Clinical Trials”.
The Road Map also highlights the development of a common data model as the most important priority. We believe that the Implementation Road Map can only be further developed once this is achieved. We look forward to being an active partner in this development journey and stand ready to contribute with our expertise.
Furthermore, we believe that the IDMP Implementation timelines described in Annex 1 to design, build/test, develop and consult on the various EU guidances need closer consideration, and can only be set once the EU IDMP implementation deadline has been commonly agreed – see also our comments to Programme 4 “Data Integration”. We believe such activities should be always based on strong business cases.
Throughout the implementation process, progress should be measured, and the several projects’ deliverables assessed; We believe in general this should be even further and in more detail reflected in the Implementation Road Map.

	4.2.1 Programme 1: Telematics Governance
Page 8, Section 2
The revised Road Map acknowledges that operational excellence will be achieved through close partnership between regulators and industry, and the industry participation to an annual meeting of the Management Board is welcomed. The meeting that took place on 29th January 2015 between the industry trade associations and the Regulators served a very useful purpose and we believe it contributed to the progress of the Road Map. Nevertheless, we see that critical decisions will be taken throughout 2015, and efforts should be pursued for the governance to operate in a collaborative manner. We would welcome further exchange with the Management Board and/or the IT Directors Group particularly in Q3 2015, to especially address the implementation timelines. Having the role of the industry acknowledged and defined even in a clearer manner in IT related development projects would be beneficial and we look forward to further build on the existing partnership.


	4.2.2. Programme 2: Clinical Trials 

There is a lack of reference in the Telematics Strategy for the EMA to be striving towards international harmonisation of data standards and fields for CT registration and results’ publication. We acknowledge EMA is working with CDISC in this area. Reference to the work in this area should be included within the Strategy.
Page 8-9, Section 2:  

Although the EU Portal and Database and the CT Safety reporting requirements are referenced, there is no mention of the need for registering the investigational medicinal products within the EMA’s medicinal product dictionary. This is particularly needed as the MPD is outside of the scope of the EU Portal/Database. Additionally, the level of details and granularity of the dataset for the CTA process for the registration of IMPs will mean that registration of IMPs will need to be done in a different way to approved medicinal products. 

Furthermore, the development and implementation of ISO IDMP standards must consider the impact of the IDMP implementation on the CT Portal and Database and be synchronised with IT development projects. References to the work are needed to ensure this is included in the Telematics Strategy.

Page 19-21, Section 5.2.2: 
The implementation of the EU Portal/Database and the CT Safety Reporting as per the EU CT Regulation will have many impacts on industry in addition to the one cited. We would be prepared to provide further details on those impacts if it would provide added value to the Telematics Strategy.
Although the benefits of the EU Portal and Database do refer to a reduction in duplication, it should be specifically stated that one of the benefits of the EU Database and Portal is that reducing the duplication of submitted documents as part of a clinical trial application will be achieved as the system should permit cross-referencing between CTAs.
An additional benefit that should be highlighted is that the EU Portal and Database will drive compliance with assessment timelines thus providing greater certainty for the CTA assessment process.
Page 20, Section 5.2.2.:

In relation to EudraCT & EU-CTR Legacy, we recommend clarifying that there will be no impact for industry. EMA should ensure that data from EudraCT and EU-CTR will be preserved and made available.
In the light of the EU Medicinal Device Legislation, which is still under revision, we recommend adding a reference to it and that it will be very important to continuously reflect this against development of the Implementation Road Map.

	4.2.3. Programme 3: e-Collaboration 
Pages 9-11
We believe one important objective is missing in the current document and that is striving for getting a commitment from all the Member States to take the necessary measures towards acceptance of electronic / digital signatures. We recommend this to be added into the Strategy. For eAF more clarity on alignment with the ISO IDMP would also be needed.

Further information would be needed on how to technically approach transparency (Freedom-of-Information) requirements (e.g. strategy to implement a document format for structured content like latest ICH recommendation on DOCX document format). Current manual redaction process is not seen as sufficient and as any manual process is highly error-prone.
We believe the Telematics Strategy should set out a vision to apply the Health Level 7 (HL7) Regulated Product Submission (RPS) standard (applied in current ICH development of eCTD v4.0) also to other submission structures (e.g. Paediatric Investigational Plans, Clinical Trial Applications, Scientific Advice) in order to allow for efficient usage of existing infrastructure and standards. Avoidance of development for new standards should be strived for, if there are already existing ICH standards like eCTD available.
In our view a commitment or strategy to implement two-way communication in eCTD v4.0 submissions should be further explored in the EU Telematics strategy. Currently the document is just mentioning that the standard enables this, but not that it will be used and how. We wish to see more clarity on this.
Furthermore, mentioning the Article 57 database and dictionary should be considered not only under the Section 4.2.7. Pharmacovigilance, but also under 4.2.3 Programme 3: “e-Collaboration”. 
An additional long-term goal that all stakeholders involved should aim for is “Capture once - Use many”. For example, industry is submitting structured data only once, data is assessed and after approval made available in the EMA database and can be re-used on as-needed basis. We believe this should be incorporated under this section.
Page 21, Section 5.2.2.:
We recommend that the stated benefits of eAF include reduction in duplication and populate eAFs with data directly from sponsor/CRO systems and databases.  This would be in part achieved through the necessary alignment between IDMP and the eAF's.



	4.2.4. Programme 4: Data Integration 
Pages 11-13
It is ours, as well as many other stakeholders assumption, that the timelines for IDMP will be updated prior to the next HMA meeting to ensure this aligns with the work of the IDMP Task Force.  In relation to this, we believe it should be stated in this section that the development of the implementation guides are also dependent on timely progression of the ISO standards development and modification of the SPL/HL7 messaging format.
As regards the EU-wide implementation of IDMP SPOR data, it should be clearly stated we aim for a phased approach over a longer period of time. 
Reference is made to “taking into account eHealth, ePrescription and Horizon 2020” initiatives.  Currently there are separate industry groups contributing to these initiatives and to date we believe that these are not well joined up.  Given the breadth of these initiatives, further discussion is required to determine the impact these have on the IDMP implementation roadmap.

The statement is made “The IDMP is currently in development and will be adopted by ICH regions”.  Whilst it would have been desirable to be formally adopted through ICH and to benefit from harmonisation in implementation, we believe that in the reality this is not the case and there is no requirement for adoption by ICH members. Further clarity on this statement would be therefore beneficial.
In section 4 the program on integration appears to focus within the context of the EMA and whilst reuse of data across the network is critical, this is not called out as a clear deliverable. We believe the document would benefit from more clear direction on this.
In section 5 we acknowledge there is an impact/dependency on the NCA’s and EMA to adjust regulatory approval processes to support validation of the data.

In terms of Organisation Management Service (OMS) some information on interaction of already existing databases (e.g. EudraGMDP database for manufacturers) would be welcome.

For the IAM initiative it is unclear how broad the impact is for industry.  For example does this include application to application accounts as well as individual user accounts?
Annex 1 - Regarding the timelines, we have the following two major comments and further questions
It is understood that at the HMA meeting in July 2015 the decision on the ISO IDMP deadline will be made. It is not clear today which role the other governance groups including the EMA Management Board has in this. We wish to see this milestone also being updated to include decision on the scope of iterations.  
In the Annex it doesn’t become clear whether the September 2015 milestone for “Draft EU implementation GL” is the beginning of the drafting or availability of a completed draft.  Appropriate time for consultation/review of the content and dependency on external work at ISO and HL7 may place significant risk on this timeline; In our view the 6 months standard consultation process on EU GLs should apply.

	4.2.5 Programme 5: Veterinary Program 
We believe that the various IT solutions will be of high relevance for the veterinary sector, and hence our key comments on the strategy also apply to the veterinary sector. In the light of the veterinary legislation, which is still under revision, it will be very important to continuously reflect this on the strategy and development of the veterinary program. This goal is further outlined in the strategy and which we support. We support also the integration of the existing Veterinary Products Database into the overall SPOR model. 

	4.2.6. Programme 6: Online 
We support the EU Web Portal for patients’ single access to all products information. A trusted single source for all product information is required to provide patient information to other electronic systems in the healthcare environment.

	4.2.7. Programme 7: Pharmacovigilance
We support the further development and roll out of various pharmacovigilance programs related IT systems. We believe it will be particularly important to conduct a proper impact assessment on the various systems put in place in order to provide further safeguards for public health. We support this objective but would like to see further evidence on the real impact. We are willing to contribute from industry point of view in the assessment of the proportionality of increased public health vs administrative burden, among comparison of possible other benefits and downsides. 


Specific comments on text 

	Page number and section title
	Proposed change
	Rationale/comment for proposed change

	Page 9, Section 2 Safety reporting:


	…for the electronic reporting of sudden unexpected severe suspected unexpected serious adverse reactions (SUSARs) and an electronic reporting system…
	SUSARs are not ‘sudden unexpected severe adverse reactions’, they are ‘suspected unexpected serious adverse reactions’

	Page 31, Section 5.2.7. Programme 7: Pharmacovigilance
	Add: MAHs will stop submitting administrative variations (i.e. changes to QPPV and PSMF) as NCAs will rely on Article 57.
	For the moment only QPPV and PSMF changes will be manageable this way, but in future there could be more administrative data that could follow the same change process.


	

	See websites for contact details

	Heads of Medicines Agencies www.hma.eu
European Medicines Agency www.ema.europa.eu
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