RAMP UP Data Strategy Note
The purpose of this note is to provide an outline of the type of data DG HERA will be asking prospective RAMP UP members to provide and to describe the phased approach that these data requests will follow. DG HERA will treat confidential information shared in accordance with the applicable legal framework, including on access to documents and EU competition rules. Sensitive data will be shared exclusively with DG HERA in line with the notice on handling of confidential information and the RAMP UP terms and conditions principles.
1. Registration
The first data exchange will happen at registration in the Stakeholder Hub which is common to all users. When creating a profile, a user will provide personal contact information (name, function, email, phone number) as well as information about the organisation they are representing (organisation name, address of headquarters, transparency register and VAT number, organisation type, association and website).
2. Member application
After registration, applicants can fill out an application form in the Stakeholder Hub in order to demonstrate their relevance for the objective of RAMP UP in ensuring access to and availability of crisis-relevant MCMs. At the same time this application will be the basis to assess on a case-by-case basis whether the applicant meets the eligibility criteria. These criteria will help DG HERA to assess if applicants are supply chain actors with proven relevance in ensuring access to and availability of crisis-relevant MCMs, if compliance with confidentiality and applicable law is respected and if financial & legal standard criteria are being met. 
3. Additional information (in support of the application)
 Data collection will focus on the following data clusters*
Once an application has been admitted, the member will be asked to provide additional information. This information will not be used for inclusion or exclusion purposes but will be crucial to for the operation of the RAMP UP initiative and to better assess the coverage of MCMs within the RAMP-UP membership, to map, where relevant, production capacity scale-up and to identify potential gaps requiring engagement with additional sectors. 
	Data Cluster
	Data Category

	MCM info
	Product information (name, ATC code, indication)

	MCM info
	Marketing authorization information (name, address, marketed countries in EU/EEA)

	Market & Manufacturing Info
	Market shares in EU/EEA supplied countries

	Market & Manufacturing Info
	Manufacturing site information (location, capacity)

	Market & Manufacturing Info
	Ramp up capacity (production time, cost, lead time for ramping up production)

	Market & Manufacturing Info
	Information specific to PPE/MD/IVD production (components and origin of raw materials)

	Market & Manufacturing Info
	Supply of the MCM within EU/EEA and overseas within the last year

	Market & Manufacturing Info
	Marketed outside EU/EEA

	Market & Manufacturing Info
	Production requirements and complexity

	Market & Manufacturing Info
	For PPE only: supply destination, clients and the fulfillment of EU standards

	Supply & manufacturing constraints
	Stockpiling capacities

	Supply & manufacturing constraints
	Capacity constraints and dependencies in production

	Supply & manufacturing constraints
	Supply forecast and estimated forecast demand for the next 12 months


*marked in bold are the critical categories for RAMP UP
Phased approach of data collection
When it comes to medicinal product MCMs, data collection foresees a phased approach which will be aligned with data collection undertaken by the EMA within the framework of the new Pharmaceutical Legislation. Phasing of data collection is necessary to avoid duplication of data collection and overburdening MAHs with parallel data requests. The phased approach is described below.
For RAMP UP members who submitted medical counter measures outside the scope of the Union list and EMA’s vulnerability assessment exercise (i.e. non-critical medicines, medical devices or PPE), DG HERA will request data in alignment with the SPP elements as applicable (see table in the Annex). 
A. Interim data collection phase for medicinal products MCMs
From the launch of RAMP UP until the new Pharmaceutical Legislation enters into force, there will be an interim data collection phase on a voluntary basis.
DG HERA will approach RAMP UP members with the SPP template that is part of the new Pharmaceutical Legislation. Data exchange will be encouraged on a voluntary basis until the legislation enters into force. Communication with MAHs will follow a stepwise approach about data included in the SPP in which DG HERA will provide guidance on the data requested. 
In addition to data already included in the SPP template, DG HERA might request additional information for preparedness purposes, including data clusters essential for the RAMP UP initiative (see Annex for data derived from the Pharmaceutical Legislation and the additional information). For each relevant MCM, this will complement DG HERA’s insight into the priority threat area (e.g. pandemic/epidemic pathogens, CBRN threats, AMR, and dual-use MCMs), the expertise and specialization (e.g. vaccines, therapeutics, biomanufacturing capacity, supply chain, logistics, enabling technologies) as well as the location and ramp up production capacity. 
B. Data collection under the new Pharma Legislation for medicinal products MCMs
The new Pharmaceutical Legislation, currently projected to be published by the end of Q4 2026, will provide the EMA with the legal basis to collect comprehensive data on marketed products, including their manufacturing and supply chains for the vulnerability assessment (VA) of critical medicines on the Union List (see Annex for data derived from the Pharmaceutical Legislation). Six months after publication of the legislation (Q2 2027), MAHs will be obliged to have this data readily available. If necessary, DG HERA should be able to access the data either through the EMA or through a direct enquiry to the MAHs by means of the Shortage Prevention Plan (SPP) in the context of crisis preparedness as per Article 126 paragraph 2a of the new Pharmaceutical Regulation.
C. Data collection in support of procurement negotiations
In a second phase of outreach, DG HERA will approach RAMP UP members to provide further insight into manufacturing, stockpiling and supply forecasts with the aim to expand DG HERA’s understanding of access to MCMs during health crisis (see phase 2 data in Annex). This data will be specific to RAMP UP and is not covered by the data collection template under the pharmaceutical legislation; itsupports the development of possible reference contractual terms and conditions that may be used to rapidly activate procurement procedures in times of crisis.
Format of data collection
In each of the phases, DG HERA will support members by facilitating data submission and allowing a flexible submission process. The above-mentioned data can either be submitted:
i. in the form of documents available to the members (in various format, pdf, doc(x), JSON, xls); DG HERA will perform data entry of the unstructured data which will be subject to members’ validation or 
ii. via a data entry tool that will be available in the HERA Stakeholder Hub. 
DG HERA will assist RAMP UP members not only in the data submission process but also releasing guidance documentation for the voluntary submission of the information outlining further which data is necessary to operate RAMP UP. 



Annex: Phasing and sources of data collection
	Data Categories
	Phase of data collection
	Derived from Pharmaceutical Legislation* (Y/N)

	product information (name, ATC code, indication)
	1
	Y

	MAH information (name, address, marketed countries in EU/EEA)
	1
	Y

	market shares in EU/EEA supplied countries
	1
	N

	manufacturing site information (location, capacity)
	1
	Y

	ramp up capacity (production time, cost, lead time for ramping up production)
	1
	partially

	information specific to PPE production (components and origin of raw materials)
	1
	N

	supply of the MCM within EU/EEA and overseas within the last year
	1
	N

	countries marketed outside EU/EEA
	1
	N

	production requirements and complexity
	2
	partially

	for PPE only: supply destination, clients and the fulfillment of EU standards
	2
	N

	stockpiling capacities
	2
	N

	capacity constraints
	2
	N

	supply forecast and estimated forecast demand for the next 12 months
	2
	N


*included in the Shortage Prevention Plan
