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Amendment  208/rev 

Gesine Meissner 

on behalf of the ALDE Group 

 

Report A8-0289/2018 

Soledad Cabezón Ruiz 

Health technology assessment 

(COM(2018)0051 – C8-0024/2018 – 2018/0018(COD)) 

Proposal for a regulation 

Article 22 – paragraph 1 a (new) 

 

 

Text proposed by the Commission Amendment 

 1a. Within [6 months] from the date of 

entry into force of this Regulation, the 

Coordination Group shall draw up a draft 

implementing regulation concerning the 

methodologies to be consistently used to 

carry out joint clinical assessments and 

consultations and shall define the content 

of those assessments and consultations. 

The methodologies shall be developed on 

the basis of the existing EUnetHTA 

methodological guidelines and evidence 

submission templates. In any case, the 

methodologies shall comply with the 

following criteria: 

 (a) the methodologies are based on 

high standards of quality, the best 

available scientific evidence, stemming, 

where practically feasible and ethically 

justifiable, primarily from double-blind 

randomised clinical trials, meta-analysis 

and systematic reviews; 

 (b) the assessments of relative 

effectiveness are based on end-points 

which are relevant to the patient with 

useful, relevant, tangible and specific 

criteria suited to the clinical situation 

concerned; 

 (c) the methodologies take into 

account the specificities of new 
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procedures and certain types of medicinal 

products with less clinical evidence 

available at the time of the marketing 

authorisation (such as orphan medicinal 

products or conditional marketing 

authorisations). However, any such lack 

of evidence does not prevent the 

generation of additional evidence 

required to be post monitored and which 

may require post-assessment and shall not 

affect patients′ security or scientific 

quality; 

 (d) the comparators are the reference 

comparators for the clinical entity 

concerned and the best and/or most 

commonly used technological or process 

based comparator; 

 (e) for medicinal products, the 

technology developers, for the purpose of 

clinical assessment, provide the 

coordination group with the dossier in 

eCTD format submitted to the European 

Medicines Agency for centralised 

authorisation. That dossier shall include 

the clinical study report; 

 (f) the information to be provided by 

the health technology developer relates to 

the most up-to-date and public data. 

Failure to comply with that requirement 

may trigger a penalty mechanism; 

 (g) clinical trials are the studies par 

excellence in the biomedical field, so the 

use of another type of study, for example, 

epidemiological studies, may be carried 

out in exceptional cases and shall be fully 

justified; 

 (h) common methods as well as data 

requirements and outcome measures take 

into account the specificities of medical 

devices and in vitro diagnostic medical 

devices; 

 (i) regarding vaccines, the 

methodology takes into account the 

lifelong effect of a vaccine through an 
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appropriate time horizon of the analyses; 

indirect effects such as herd immunity; 

and elements independent from the 

vaccine as such, for example coverage 

rates linked to programmes; 

 (j) where practically feasible and 

ethically justifiable, the health technology 

developer conducts at least one 

randomised controlled clinical trial, 

comparing its health technology in terms 

of clinically relevant outcomes with an 

active comparator considered among the 

best current proven intervention at the 

time the trial was designed (standard 

treatment), or the most common 

intervention when no standard treatment 

exists. The technology developer shall 

provide the data and results of conducted 

comparative trials in the documentation 

dossier submitted for the joint clinical 

assessment. 

 In the case of a medical device, the 

methodology shall be adapted to its 

characteristics and specificities, taking as 

a basis the methodology already developed 

by EUnetHTA. 

 The Coordination Group shall submit the 

draft implementing regulation to the 

Commission for endorsement. 

 Within [3 months] of receipt of the draft 

measure, the Commission shall decide 

whether to endorse it by means of an 

implementing act adopted in accordance 

with the examination procedure referred 

to in Article 30(2). 

 Where the Commission intends not to 

endorse a draft measure or to endorse it 

in part or where it proposes amendments, 

it shall send the draft back to the 

Coordination Group, setting out the 

reasons. Within a period of [six weeks], 

the Coordination Group may amend the 

draft measure on the basis of the 

Commission’s indications and proposed 

amendments, and resubmit it to the 
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Commission. 

 If, on the expiry of the [six-week period], 

the Coordination Group has not submitted 

an amended draft measure, or has 

submitted a draft measure that is not 

amended in a way consistent with the 

Commission’s proposed amendments, the 

Commission may adopt the implementing 

regulation with the amendments it 

considers relevant or reject it. 

 In the event that the Coordination Group 

does not submit a draft measure to the 

Commission within the time limit in 

accordance with [paragraph 1], the 

Commission may adopt the implementing 

regulation without a draft having been 

submitted from the Coordination Group. 

Or. en 

 

 


