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Objectives of  PLEG focus group 
The objectives of this group are 

• To identify issues and barriers to seeking scientific advice on PLEG, and discuss 
potential solutions, starting from an output outlining what comprises PLEG  

• To discuss several key areas in the context of seeking scientific advice on PLEG 
including 

Approaches for questions on which scientific advice is sought, along with the 
appropriate structure of a company position 

Types of products where such early engagement on PLEG would be particularly 
relevant, including optimum timing and opportunities in “Late” parallel consultation 

Engagement with EUnetHTA is ongoing.  

Note: different to other initiatives e.g. HMA/EMA Big data TF, Registries initiatives 
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Expected output 

The aim of the focus group is to deliver recommendations via a 2-page document on 
how/when considering scientific advice/dialogue/consultation for PLEG 

Outline content of the document: a problem statement/discussion was considered 
essential, followed by a clear message to clarify understanding of the opportunities, 
value and rationale for undertaking such advices to different stakeholders.  

Clearly defining the scope of PLEG (early, late, continuum), and having examples 
(Regulatory, HTA, parallel) and both positive and negative would be helpful. 
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To serve as a discussion tool within companies, and for other stakeholders, 
and to encourage and facilitate further PLEG requests proactively 



Data on issues or barriers to seeking SA on PLEG 
First step: Collection of feedback from industry and views of EMA and HTAs  

To cover:  

• How seeking PLEG advice is viewed 

• Reasons why not coming for advice  

• How barriers and problems may be different depending on the timing and nature of 
advice 

Solutions: reality to be described, myths dispelled, examples, frameworks where these 
type of advices can be discussed pre-submission, use of HTA collaboration 

Types of uncertainties and PLEG requests from decision makers (e.g. report from EMA 
and EUnetHTA, respectively) 
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How and when to seek PLEG 

To cover: 

• The context of a continuum of evidence generation rather as separate pre- and 
post-licensing.   

• Change of mind-set with a move towards recognising the need for more than one 
dialogue.  

• When seeking early advice, be forward thinking, and engage in scenario planning; 
then revisiting the topic with accumulating evidence, refining what needs to be 
collected in PLEG. 

• PLEG needs to be embedded within evidence generation along drug development, 
and when making decisions at key mile stones. 
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Elements to be addressed in the output document 

Aim of PLEG (scope) and synergy regulatory/HTA 

Problem statement current status 

Experience - the types of uncertainties and data request for regulators and HTAs 

Cases for seeking PLEG advice early and on a continuum (built on examples) 

How to seek advice: options / questions/ timing 

What you might be worried about (myth busting) 

Other FAQs 
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Draft to be developed until 3Q18, for discussion at the next platform 



Discussion: reflections on issues 

Issues/Barriers?  

The case for seeking PLEG advice? 

Solutions? 

Types of products most useful? 

How? 

When ? 
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Any questions? 

Jane.Moseley@EMA.europa.eu 
 
European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

Further information 

Follow us on      @EMA_News 
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