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 Guideline work in Joint Action 1 to support the joint 

production of rapid relative effectiveness assessments 

(REAs) of pharmaceuticals 

 Extension of scope and purpose in JA2: General 

methodological guidelines for (rapid) REA and full Core 

HTAs 

 Objective: Alignment of HTA methodology for joint work in 

the network via consensus on recommendations, not new 

development of HTA methods 

 Guidelines have no strictly binding character, especially 

not for national HTA work of the partners 

 

 

Background 
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TOPICS 

1. Internal validity of non-randomised studies (NRS) on 

interventions  

2. Meta-analysis of diagnostic test accuracy studies 

3. Methods of health economic evaluations 

4. Process of information retrieval for systematic reviews 

and HTAs on clinical effectiveness  

5. Therapeutic medical devices  (under public consultation) 

6. Personalised Medicine and co-dependent technologies 

(Reflection paper after internal consultation) 

 published   
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Scope of the guideline 

• Focus on therapeutic medical devices with high safety 

risks (class IIb and III) 

• Addresses MD-specific issues in relative effectiveness 

assessment 

• Focus on  

• Incremental development 

• Greater importance of context and user dependency 

• We did not consider 

• Cost-effectiveness 

• Non-clinical benefits and harms (e. g. 

system/organisation, environment etc.)  
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HTA of medical device interventions should be done without unnecessary 

modification of currently established methods for finding, selecting, 

analysing, synthesizing and interpreting evidence on clinical effectiveness. A 

need for specific methods mainly derives from the incremental 

development of MDs and their user and context dependency, and some 

implications of the physical mode of action. 

Recommendation 1  
Specifics of  HTA of MD 
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The more complex nature of MD interventions need a more elaborated 

development of the research question.  

A logic model (e. g. analytical framework) may help in describing the 

components of the intervention and comparators, outcomes and effect-

modifying factors such as individual and institutional learning.  

Try to use clinical prior information about properties of the intervention that 

might influence treatment effects. 

Provide the sources / evidence for this information. 

Recommendation 2  
Framing the research question 
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Prototypical components need to be present for the intervention to meet the working definition; 

discretionary components may be present but are not compulsory to meet the working definition (33) 
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Explicitly state whether the focus of the HTA report is the evaluation of one 

particular MD product (single technology assessment, STA) or of all MDs 

that can be used for a certain treatment method (multi technology 

assessment, MTA). 

If the aim is to perform a MTA, the review should take a broad scope for the 

definition of the intervention. 

Try to identify 

- all MD interventions,  

- which technologies are used in combination or alternatively, 

- potentially important differences.  

Redefinition of the intervention may become necessary during the course of the 

assessment. 

Recommendation 3  
Defining the intervention 
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For information retrieval search strategies may include both general search 

terms such as the generic name of the device type as well as specific devices 

(proprietary or brand names). 

  

If randomized controlled trial (RCT) data are not available or for developing the 

research question, literature search can be broadened to include all types of 

study design, including case series and even case reports. 

  

In addition to the search in bibliographical databases, information about the MD 

may also be retrieved from device registries, incident reporting databases and 

administrative databases. 

Recommendation 4  
Information retrieval 
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Although RCT are to be preferred in the assessment of effectiveness, HTA 

assessors should anticipate that such evidence is frequently lacking for 

MD interventions. Thus, no definite conclusions should be expected, especially 

when assessing the effectiveness of very new MD interventions. 

HTA assessors should also be familiar with special RCT designs that take 

into account the specifics of MD (e.g. expertise-based trials, tracker 

designs). 

Recommendation 5  
Information requirements for clinical effectiveness 
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In case of an assessment of long-term safety, it is useful to include disease-

specific or MD-specific registries of high quality and incident reporting 

databases.  

Registry analyses should be considered to assess long-term outcomes but 

should not be routinely used for the assessment of treatment effects due 

to their susceptibility to bias.  

Recommendation 6  
Information requirements for long-term effects 
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If it is likely that there is an influence of institutional expertise, learning and 

infrastructure (e. g. level of care, volume of interventions, case mix) and 

individual proficiency or learning (e. g. physician, patient, caregiver) on 

treatment effects, take this into account in the assessment.  

User proficiency and healthcare setting may affect both, intervention and 

comparator. 

Recommendation 7  
User dependency and context factors 
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When interpreting the review’s findings consider the influence of health care 

settings, user proficiency, and incremental treatment modification.  

In addition, systematically check the applicability by an applicability checklist 

(see EUnetHTA’s guideline “Applicability of evidence in the context of a relative 

effectiveness assessment”).  

Recommendation 8  
Applicability of findings 
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Only clinical effectiveness was considered.There are specific issues in other 

domains (cost-effectiveness, organisational) as well. 

The targeted literature review did not consider specific issues more in depth, 

such as  

• patient‘s perspective on usability,  

• MD user‘s preferences for device properties and handling,  

• information retrieval,  using experience of the institutions of the GL draft 

group 

• on sources for describing the technology 

Limitations 
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