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Scope of the problem
Devices and drugs are different, because:

Devices may change over 
time

Their result may be operator 
dependent

They often require an 
invasive procedure

May use the same surrogate 
endpoints as drugs, but

You assess a different 
device each time

You assess the learning 
curve  AND you need 
trained professionals 

You select the 
population willing to 
have the procedure 

Are the mechanisms of 
action and therefore the 
final endpoints identical?

(eg: renal denervation)

How does this affect the HTA

EUNEtHTA has developed a core model

Evidence generation for devices is more complex 
because of:
Study design

Nature of the device

Assessment of both device and procedure
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Proposed solution: : ‘Tracker studies 

(https://www.bmj.c
om/content/320/72
26/43.long)
Published in 2000 

Other designs

Models

Propensity score matching/ weighing

Cohort nested trials

Preference trials

Trial with RWD follow up

External validity checked with RWD 

https://www.bmj.com/content/320/7226/43.long
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Alternative study designs
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Accepted
randomization

Wanted to 
choose their

treatment

The Revolens study

.JAMA. 2016 Jan 12;315(2):175-84
Respir Res. 2018 May 9;19(1):84.
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Net gains and losses of patients for each radical prostatectomy centre (n=65) during the 
study period

Lancet Oncol. 2017 Nov; 18(11): 1445–1453. 

Robotic surgery

Lancet Oncol. 2017 Nov; 18(11): 1445–1453. 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5666166/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5666166/
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A tool for HTA and market access in France

‘Innovation Fund’ by the MoH

Protocol HTA:
Has to be approved by the HTA agency

Limited number of centers

MoH will pay for  the device & the procedure in the centers of the trial 
only

MoH will not pay for data collection & analysis

Current protocols:
Argus 2 retinal implant (Second Sight)

Ultrasound for prostate cancer (Focal One)

Ultrasound for benign breast adenoma (Theraclion)

Market access & price: is HTA useful?
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Conclusion: work in progress

What are the acceptable designs?

Complementarity EU and national HTA bodies:
EUNetHTA core model and evidence generation

Merge registries?
Local evidence generation

Trained professionals

Limited number of centers

Price negotiation


