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Written answers on EMA expected feedback
Shortages
Feedback requested: A position on export bans, even if this falls under national legislation; an update on parallel trade (parallel distribution).
The answer to the specific question on export bans is being discussed with the European Commission and a response will be provided when available.
Regarding parallel distribution, useful information can be obtained at the following link: Parallel distribution | European Medicines Agency (europa.eu).

Gravitate Health
Information as to whether EMA has given Gravitate Health a “green light”, whether it is legitimate from an EMA point of view.
Action for EAHP: EMA would welcome a detailed, written description of EAHP/PGEU concerns on data protection issues. 

Upon receipt, EMA would be happy to contact IMI Gravitate to ask for clarification on how they are planning to address these concerns. Next steps would depend on their feedback.

As mentioned, EMA is only part of the advisory board and not actively working on any of the Gravitate project deliverables. 
For your awareness, EMA has specific criteria for engaging with externally funded projects. You can read more about it in the following link: Criteria and process for engaging in externally funded regulatory science projects for public and animal health (for publication) (europa.eu)

Electronic Product Information
Confirmation whether the PI will still be available on paper when ePI is launched; this would require extra work for pharmacists if not, as they would need to print the PI for those patients who are not tech-savvy.
The use of paper is dictated by the (national) legislation and not by the ePI project.

ePI will support the current legislation, where it should be seen as a complementary tool to existing provisions on paper PI, and will continue to support the new legislation, where reference is made to ePI.

Check whether there is an existing testing project among industries to test electronic information on a limited list of medicines and to get back to EAHP.

There are two types of pilot testing going on:

· The EMA pilot project to test ePI in a limited number of centrally and non-centrally authorised medicines.

· Related information can be found here: Electronic product information (ePI) | European Medicines Agency (europa.eu)

· The ePIs published so far in the pilot project can be found here: ePI for human medicines · PLM (europa.eu)

· First electronic product information (ePI) published for selected human medicines | European Medicines Agency (europa.eu)

· In addition, there are many pilot projects around hospital use being organised by industry or other third parties. Industry associations would be best placed to answer questions on specific projects. There is an ‘Industry Task Force on ePI’ which we would recommend using as a point of contact. EMA would be happy to put EAHP in touch with this Task Force if desired.


Chessmen project
An update in writing on the Chessmen project prior to the next WP meeting.
Chessmen has not published on their work yet apart from the existing leaflet (https://www.ja-chessmen.eu/files/upload/leaflet/leaflet-chessmen.pdf?20230621132328). The next milestone is the intermediate meeting on 17-18 June (https://www.ja-chessmen.eu/intermediate-meeting).
Chessmen supports the Medicines Shortages Single Point of Contact (SPOC) Working Party and the Heads of Medicines Agencies/European Medicines Agency Task Force on Availability of authorised medicines for human and veterinary use. EMA does not actively participate in the Chessmen initiative nor is a member, therefore cannot further report on their activities at this point in time.
Chessmen representatives have been invited to the upcoming PCWP/HCPWP working party, in July. 
Action for EAHP: Specific questions on Chessmen can be sent to EMA in writing so they can be addressed to the representatives in preparation of the presentation/ Q&A session.



Falsified medicines directive
Information as to whether EMA has an eye on the Falsified Medicines Directive and monitors the system in place, or whether EMA is completely detached from it.
EMA follows the implementation of the Falsified Medicines Directive (FMD) in particular through attending, as an observer, the meetings of the European Commission (EC) Expert Group on the Delegated Act on Safety Features. During these meetings, the implementation rate of the FMD in healthcare institutions/hospital pharmacies is also discussed. 

EMA has no access to the alert system of the European Medicines Verification Organisation (EMVO) so cannot directly monitor the system in place. 

The aim of the FMD includes both the identification of falsification cases and the reduction of the number of falsified products entering the legal supply chain. EMA receives notifications of falsified products entering the legal supply chain for centrally authorised products (CAP), and has noticed a reduction of the number of these notifications since the implementation of the FMD from more than 20 cases/year to less than 5/year.

The EC would be better placed to address any concerns on the FMD.


Clinical trials
Exploring the possibility to develop recommendations when a shortage affects the standard of care sourced by the hospital in a clinical trial protocol. 
The matter was brought to the attention of the Clinical Trials Coordination Group (CTCG) and discussed during the CTCG meeting held on 16 April 2024. Members were queried about their experiences with this issue, and only one member responded affirmatively, confirming they had encountered a shortage situation in a non-commercial trial. However, this incident involved a trial with an already marketed product, where a similar substance had to be used, and no issues arose from the hospital side.

To determine the need for recommendations, CTCG has asked for further information on the frequency and impact of the issue. Upon receipt of this information, CTCG will revisit this discussion at one of the upcoming plenary sessions.

Action for EAHP: can EAHP obtain data on the frequency and impact of the above-referenced issue from their members?

The issue was also noted for the upcoming ICH E6 R3 training.

EMA initiatives to address the drop in the number of clinical trials in the EU
As already sent by email, all information on the ACT EU initiative which aims to address amongst others the drop in the number of clinical trials in the EU/EEA can be found on the dedicated ACT EU website: Accelerating clinical trials in the EU (europa.eu).

In addition, the ACT EU team is monitoring the number of applications received every month closely with the Member States, and a dedicated meeting on that matter was held recently with the CTCG.

EAHP can contribute to the ACT EU initiative through the multi-stakeholder platform. Related documents are published here: Multi-stakeholder platform - European Union (europa.eu). The next annual multi-stakeholder platform meeting is expected to take place in the fall 2024 and will be the opportunity for stakeholders who are not permanent or ad hoc members of the advisory group to contribute. EMA will make sure to advertise this meeting to stakeholders.
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