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HMA-EMA Joint Big Data Taskforce PCT subgroup recommendation: 
[Insert title]
 
	Strategic goal
	Click here to enter text.
	Core recommendation
	Click here to enter text.
	Subgroup relevance
	Click here to enter text.
	Potential collaborators
	Click here to enter text.
	Data source/accessibility
	Click here to enter text.
	Data privacy issues
	Click here to enter text.


[bookmark: BodyBlank]Topic description
Brief statement of perceived problem:
Click here to enter text.
What are the main technical and scientific issues to be addressed?
Click here to enter text.
Identifying what data is required 
Click here to enter text.
Objective and expected outcome of proposed recommendation:
Objectives
Click here to enter text.
Expected outcome: 
Click here to enter text.
Strategic Importance of Topic
a. How does the proposal potentially prepare regulatory organisations to cope with future innovation? Which areas of regulatory science are most likely to benefit from the recommendation?
Click here to enter text.
b. In which sphere does the proposal sit and why? Influencing; EU regulatory network; Committees or working party?
Click here to enter text.
c. What is the relevant landscape at a national, European or international level? Does the proposal relate to or potentially complement existing activities?
Click here to enter text.
d. Does the proposal relate to or potentially complement existing regulatory activities?
Click here to enter text.
e. How does the proposal potentially improve the timing of access of new drugs to patients?
Click here to enter text.
f. Given the new construct, which industries and which regulators are likely to most benefit?
Click here to enter text.
g. How would the project impact on/add value to/improve our processes?
Click here to enter text.
h. How would sustainability of the initiative be assured?
Click here to enter text.
i. What are the risks and issues?
Click here to enter text.
j. Are there obvious overlaps with recommendations/actions from other subgroups?
Click here to enter text.
h. Was the proposal prioritised by stakeholders through the public consultation?
Click here to enter text. 
Provide a score for Strategic importance (scale 1-5 where 5 is highest)?
Click here to enter text.
3. Feasibility
a. Level of effort required to deliver the initiative?:
Click here to enter text.
b. What is the time for delivery?
Click here to enter text.
c. When will benefits of the recommendation be realised? Are they measurable?:
Click here to enter text.
d. How does the proposal relate to or potentially complement activities?
Click here to enter text.
e. What international research initiatives exist relating to the new topic? (If so, please identify these and related respective research projects)
Click here to enter text. 
f. Provide a score for feasibility (scale 1-5; 1 = low feasibility; 5 = highest feasibility)?
Click here to enter text.
4. Required resources
a. What are the required resources for the research initiative?
Click here to enter text.
b. Human (estimated number of FTES):
Click here to enter text.
c. What skill set is required:
Click here to enter text.
d. Financial resources – consider infrastructure costs, data access costs, services of external vendors?
Click here to enter text.
e. Timescale of delivery in terms of costs – breakdown across years
Click here to enter text.
f. Are the potential funding partners:
Click here to enter text.
5. Level of prioritisation
a. Enter a score for prioritisation (1-5 – 5 is highest) and briefly justify.  Consider strategic importance, stakeholder priority, regulatory impact; potential public health impact, feasibility:
Click here to enter text.

6. External communication
a. Do you think the action in this proposal will require external communication (to people outside the taskforce)? 
Click here to enter text.
b. If yes, what would be the main messages to communicate (state the key points you would like to get across and/or the main outcome you would like as a result of the communication)? 
Click here to enter text.
c. Who would be the main target audience for these messages (e.g. patients, healthcare professionals, pharma industry, academia, regulatory agencies etc.)? The audience may be different for the different messages.
Click here to enter text.
d. Are there any potentially sensitive issues in this proposal where we should be particularly careful to communicate appropriately and avoid miscommunication (e.g. privacy concerns)? 
Click here to enter text.
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