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EUnetHTA Joint Action 2 Work Package 7 Subgroup 2
Additional Evidence Generation

Position paper on how to decide on the appropriate study design
Second draft
Introduction 
This paper is a deliverable of EUnetHTA Joint Action 2 (JA2) Work package 7 (WP7) Subgroup 2 (SG2).
 It discusses the role of the HTA author/systematic reviewer in specifying the design for primary research arising from recommendations in systematic review type HTA reports. 
This second draft is an upgraded version of the first draft that has been developed by WP7 SG2 partners, and reviewed by WP7 partners and stakeholders.   

The feedback received during this public consultation will be taken into account for the development of the final version of the document, which will be released in summer 2015.
Current task – public consultation on the second draft
You are invited to contribute to this document by:
· Providing comments on the draft (in the Table of comments Form) and
· Answering the questionnaire on the next page.  

Name/Position:   

Organization:   

E-mail:

Please indicate if you submit the responses as an individual or on behalf of an organization.
1) Are there any factual elements you think are wrong?
2) Are there any missing elements in the paper? 

3) Is there any important misinterpretation of fact?

4) Do you agree with the final position statement for EUnetHTA set out in section 9?

5) Are the appendices useful, or would the document be easier to use if one or more were removed?
Your responses should be sent by e-mail to WP7 SG2 coordinator Irena Guzina (i.guzina@has-sante.fr) by May 15th 2015. 
Presentation of EUnetHTA JA2 WP7 SG2 
European network for Health Technology Assessment (EUnetHTA) is a network of public national health technology assessment (HTA) agencies, research institutions and health ministries, aiming to strengthen cross-border HTA collaboration. 

EUnetHTA’s current cooperative project Joint Action 2
  covers several fields of interest for HTA. In particular, the Work Package 7 Subgroup 2 is dedicated to Additional Evidence Generation (AEG). Indeed, HTA agencies often identify evidence gaps during health technology assessment of new technologies, further to which they can make recommendations or requests for additional research
. Although essential, collaboration and coordination among HTA agencies in this field remains poor. 
The objective of WP7 SG2 is to develop and test a methodological basis for European cooperation in the field of Additional Evidence Generation. This subgroup is led by HAS (Haute Autorité de Santé, French National Authority for Health), French governmental body with missions in Health Technology Assessment, and Quality of Care. 

Two deliverables are associated with the work of the WP7 Subgroup 2: 

1. Methodological documents, aiming to improve methodological aspects of AEG, and help HTA authors/systematic reviewers define their research recommendations:  
· Position paper on how to best formulate a research question/recommendation for AEG
· Position paper on how to decide on the appropriate study design for AEG 

2. Pilot of a common core protocol for AEG, aiming to agree on core elements of a study protocol for AEG and to test it on an example technology. 

� More details on JA2 WP7 SG2 are provided on page � PAGEREF _Ref416450102 \h ��3�.  


� Joint action 2 � HYPERLINK "http://www.eunethta.eu/activities/EUnetHTA%20Joint%20Action%202%20%282012-15%29/eunethta-joint-action-2-2012-2015" �http://www.eunethta.eu/activities/EUnetHTA%20Joint%20Action%202%20%282012-15%29/eunethta-joint-action-2-2012-2015�


� Generation of new evidence, arising from an HTA. May comprise trials, observational studies, registries, data on appropriateness of use etc. 
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