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Feasibility and impact assessment of 

regulatory science: application to PROTECT 

1. Background 
Regulatory agencies are at the forefront of regulatory sciences 

aiming to improve the evaluation of quality, efficacy and safety 

of medicines. These projects generate a large number of 

outputs that are not immediately transferable into regulatory 

or public health outcomes. EMA developed a framework for 

feasibility and impact assessment to prioritise outputs for 

further validation or implementation into regulatory practice.  
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2. Objective 
To apply the framework for feasibility and impact assessment 

on results of the Pharmacoepidemiological Research on 

Outcomes of Therapeutics by An European ConsorTium 

(PROTECT) project to test its feasibility and utility. 

3. Methods 

• Survey among participants to the Final PROTECT 

Symposium (18-20 February 2015) 

• > 3 outputs to be chosen by participants, with links to 

reference documentation 

• For each output, scoring of the following criteria: 

 

 

• EMA panels on assessment of signal detection 

and pharmacoepidemiology outputs 

• For each output, average scores calculated for 

each dimension 
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Do you consider that this output is currently ready for 
implementation? 
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The views expressed in this poster are the personal views of the authors and may not be understood or 
quoted as being made on behalf of the EMA or one of its Committees or working parties.  

5. Conclusions 

• Method tested with non-random sample of symposium participants  

• Differences in scoring of outputs between regulators and other 

participants, probably reflecting expertise and work priorities   

• Visual representation potentially useful for prioritisation 

• Assessment criteria, survey methods and scoring matrix to be further 

developed 
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Feasibility 

Better scores for impact or feasibility 
given to outputs related to methods in 
pharmacoepidemiology and signal 
detection (1, 4, 5, 6, 7, 8, 9, 19). 

Regulators 

Other 
participants 
(majority from 
industry) 
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Feasibility 

Better scores for impact given to 
outputs related to methods for 
benefit-risk integration and 
representation (14, 16, 17, 18) 
and for feasibility to PE and SD 
(1, 4, 9, 11, 15).  
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