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Report: Expert group meeting: access to data in the repository systems

	Name and position:
	Stephanie Kohl, Policy Officer

	Name of the project/meeting and event dates:
	Expert group meeting: access to data in the repository systems

	Date and place of the meeting
	20th June 2017, Brussels at DG SANTE’s offices in Brussels


	Purpose of the meeting:
	Representing EAHP as affiliate member of EMVO


	Was it upon invitation, if so from whom:
	Yes, invitation received from the European Commission upon request of EMVO

	Present at the meeting (name people):
	Representatives from national competent authorities (BE, EE, 2xES, IT, LV, PL and SI), EMVO stakeholders (Heinz Kobelt (EAEPC), Francois Bouvy (EFPIA), Monika Derecque-Pois and Martin Fitzgerald (GIRP), Maarten van Baelen (Medicines for Europe), Sonia Ruiz Moran and Jurate Svarcaite (PGEU)), representatives from the EMVO Secretariat (Andreas Walter, Tobias Beer and Paul Mills (by TC)), representatives from the European Commission (Agnes Mathieu-Mendes, Patrizia Tosetti and Aisling Bird)

	Outcome of the meeting:
	Agnes Mathieu-Mendes opened the meeting by explain its purpose. The Commission had gathered EMVO representatives/stakeholders and national competent authorities (NCAs) to discuss access to data and to find solutions that are agreeable for everyone. It was agreed that Paul Mills would shortly outline EMVOs position on each report requested by NCAs before taking questions from NCAs.
The reports concern the categories supervision, investigation, reimbursement and pharmacovigilance & pharmacoepidemiology.
Supervision

Regarding supervision NCAs have requested the production of 4 reports.
Supervision of manufacturer/ MAHs report

Paul Mills explained that the requested report can be easily produced by combining information currently contained in the “Data Transmission Audit Trail report” and the report on the “number of product packs data upload transactions”.

Supervision of wholesaler’s report

Such a report could be created by EVMO. ES is very keen on receiving this report to monitor all transactions by wholesalers. Paul Mills highlighted to ES that the report would only contain information in cases wholesalers comply with their obligations under the Delegated Regulation.
Supervision of persons authorised or entitled to supply medicinal products to the public report
The same applies as for the wholesaler’s report.

No activity report

The no activity report is important to NCAs since there will be a large number of actors that are going to use the EMVS/NMVS. Paul Mills pointed out that it would be feasible to produce a no activity report. BE asked about the possibility to include input parameters. Paul Milles would not like to include input parameters. For him it would be easier if NCAs agree on one factor (i.e. no activity = 0 transactions or transaction lower than x). In addition, he pointed out that the transactions for data requests need to be limited (e.g. in case an NCA needs data for 3 consecutive month, the data should be requested per month and not for all 3 month together).

ES started a discussion on the value behind the EMVS/NMVS system which was stopped by Francois Bouvy by highlighting that system for FMD is an end-to-end system and thus cannot provide everything ES is requesting.

Another general discussion on the benefit of verification was started by ES. Paul Mills repeatedly tried to explain to ES that there are limits to the EMVS/NMVS system. In relation to wholesaler verification, he pointed out that it is difficult, especially if a wholesaler buys products from other wholesalers and manufacturers. The system will not know the difference between the sources.
Agnes Mathieu-Mendes summarised the discussion by stating that the production of the first 3 reports seems to be feasible and acceptable for all parties. More clarification is needed regarding the “no activity report” since all NCAs need to agree to a consistent threshold. 

Investigation

Regarding investigation NCAs have requested the production of 4 reports.

Audit trail for the investigation of a suspected falsified medicinal product

Paul Mills explained that audit trails can be accessed by the parties affected in case a falsified medicinal product has been identified. This report is of very high importance to ES, since falsified medicines affect normally multiple countries. Paul Mills tried to explain to ES that once FMD is implemented cases that happened in the past should no long repeat themselves since the EMVS was designed to catch falsified medicines early in the supply chain. Thus, provided that all actors comply with their verification duties, the audit reports for falsified medicines should be very short, because they should be detected early in the supply chain. 
A discussion was started by ES on the length of the audit reports and the access to data collected by other Member States. ES pointed out that it works with wholesalers in other countries wherefore it would like to be able to access information from the country in which the wholesaler is located. Paul Mills highlighted that the audit trail will only contain information from other countries if it goes through the European hub. Moreover, he explained that the audit report won’t contain any address details of wholesalers/ pharmacies. For data protection reasons, each actor within the EMVS system will have a unique ID. The audit report will hence not contain the address of a wholesaler in another country. ES would need to request this information from the NCA in the country in which the wholesaler is located.

Another discussion was started by ES on the difficulties to obtain information from other Member States via judicial cooperation. Thus, ES would prefer if all contact details of all actors using EMVS would be openly accessible for NCAs. Paul Mills explained that this is not possible. As an alternative solution, the use of a lookup table was suggested. Each NCA could create a table matching the unique IDs and addresses of wholesalers and pharmacies in their country. In case NCAs agree to make the reports requested from EMVO machine readable it would be easy for NCAs to compare the unique IDs in these reports with the data contained in the lookup tables.
Due to time constraints and since part of the information was already clarified in relation to the audit trail report the three other investigation reports ((1) Identification of other products related to the suspected falsified medicinal product pack report, (2) Information of operations performed by a suspected stakeholder in relation with a falsified medicinal product pack report, (3) Information of falsified medicinal product pack report) were not further discussed.
Reimbursement

Regarding reimbursement NCAs have requested the production of 4 reports.

Number of product packs supplied by an organisation

The report can be created, however multi market packs pose a problem, because the report cannot identify the physical shipment into the market (i.e. in relation to a product that can be sold in the Baltics, it will be indicated in the report that the product is supplied to EE, LT and LV, even though it has only been shipped physically to one of the countries).

Number of product packs decommissioned by an organisation

BE would like to use the information contained in the report for packs that can be reimbursed. Jurate Svarcaite explained that the system does not know which medicines are eligible for reimbursement and which are not when they are scanned by a pharmacist in the pharmacy. BE pointed out that for them it is not relevant to know the exact number of reimbursable products, because they would just like to have these figures to check that a pharmacist does not reimburse too much. The data does not need to match all packs that can be reimbursed, because also the current Belgian system has a small margin of error. As an example he mentioned that BE would only check if the number of a specific type of medicine sold in one month corresponds to the number of packs of this medicines for which the authorities have received reimbursement requests.
Number of product packs supplied in a market, listed territory or ZIP code

Paul Mills pointed out that EMVO cannot produce reports that can be sorted by territory or ZIP code since information in the EMVS/NMVS does not contain contact information of pharmacies/wholesalers (i.e. addresses). For data protection reason, each pharmacy/ wholesaler has a unique ID which is contained in the reports. ES continued to insist on the importance of being able to sort reports by territory/ ZIP code.
As solution, it was suggested by Paul to produce machine digestible reports. These reports could be linked with national look-up tables that match the unique ID with the address details of pharmacies/ wholesalers (idea discussed in relation to the audit trail report).
Number of product packs decommissioned in a market, listed territory or ZIP code

Same issue regarding the territory/ ZIP code as outlined above. The report could be produced. However, it would contain only the unique ID. The matching of the ID with the address details needs to be done by the NCA. Information from other Member States could be obtained upon requested of the NCA.

Pharmacovigilance & Pharmacoepidemiology

Number of product packs supplied in a market, listed by territory or ZIP Code

Same issue regarding the territory/ ZIP code as outlined above.

Non-specific reports eluding to “Data [that] may be required for all products which include a particular active moiety, regardless of pack-size or formulation”

The EMVS does not contain a function to search for information by drug classification. Such information could be added once EMA makes SPOR available (problem – EMVS/NMVS would all need to undergo an update). Paul added that it is possible at the moment to do a search by product code. NCAs would need to make a list of ATC codes to match these codes themselves with the product codes.

EE pointed out that there is a third report that NCAs had discussed during one of their last meetings in relation to pharmacovigilance & pharmacoepidemiology. NCAs would like to have a report which lists all pacts that are still active in the system that could assist them in their decision to recall a product. Heinz Kobelt vehemently insisted that EMVO should not produce such a report, because it would show detailed information on the exact number of products in a market. Andreas Walter suggested to Agnes Mathieu-Mendes that EMVO would have a closer look at this request and get back to the Commission regarding the possibility to produce such report.

BE pointed out to the Commission that they would like to hold another meeting like this one, since the opportunity to exchange with EMVO was very helpful. Agnes Mathieu-Mendes said that she would look into it and see if another meeting (potentially via conference call) could be organised between now and November. In addition, she agreed with Andreas Walter that an agreement in regard to the reports should be reached as soon as possible (at the latest by November).

	Impact for EAHP (if any):
	The production of the reports by EMVO seems to not have a direct impact on EAHP. In addition, it should be pointed out that EMVO is obliged to produce these reports in accordance with Articles 37(j) and 39 of the Delegated Regulation.


	Follow up needed?
	EAHP should monitor the discussions between EMVO and NCAs in regard to the content of the report, particularly since ES seems to be insisting on receiving confidential information from other Member States via EMVS.
An eye should also be kept on the SPOR integration (i.e. linking EMVS with the IDMP SPOR database that EMA is planning to develop). From Paul Mills comments it seems that an integration into the EMVS/NMVS system is complicated and could cause problems especially if it is not done write within each Member State.
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