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Background and objectives

Figure 1: Summary of RoB assessment requirements in Europe

. Systematic literature reviews (SLR) for health technology
assessment (HTA) submissions should comprehensively summarise
existing evidence for an intervention and its comparator(s).
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. In total, 31 HTA or regulatory bodies (comprising 27 EU MS, Italy -

3 UK bodies, and the European HTA Coordination Group Cyprus
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TCountries did not have any published guidance or respond to email enquiries made during the research period 22" May 2025 to 22" August 2025.
Abbreviations: EU, European Union; JCA, Joint Clinical Assessment; RoB, Risk of Bias.

o 7 bodies explicitly required specific tools for assessing
bias in both RCTs and RWE

o No published guidance or response regarding RoB
evaluation criteria could be identified for 12 EU MS.

. Further details on the specific guidance provided by the 7 HTA
or regulatory bodies (6 EU MS, and the EU HTACG) are presented
in Table 1.

Table 1: HTA and regulatory bodies with specific RoB requirements

RoB tool required

Country/ countries HTA/regulatory body

- Among the cases where specific tools were required (6 EU MS, RCT RWE
and the EU HTACG), the most frequently referenced were:
o Cochrane RoB 2 for RCTs (n=5) “ EU MS (JCA process)* European Commission Cochrane RoB 1 ROBINS-|

o ROBINS-I for RWE studies (n=5).

o Austria® AIHTA Cochrane RoB 2 Deeks et al, 2003’
: = Denmark® DHTC Cochrane RoB 2 ROBINS-I
Discussion & conclusions
. Germany?’ IQWIG Cochrane RoB 2 ROBINS-
e RoB assessment requirements for reimbursement submissions
- o
e \Whilst many countries do not mandate the use of specific RoB
tool use, six countries have requirements that conflict with those &  Spain' AETS Fochirane Feb 2 ROBINS
of the recently introduced JCA process under HTAR.* -
e This discrepancy arises primarily because the EU JCA requires the : = Sweden'? SBU Cochrane RoB 2 + COIl assessment ROBINS-I + COIl assessment

use of Cochrane RoB 1, whereas the previous EUnetHTA guidance
recommended Cochrane RoB 2.°

Abbreviations: AETS, Agencia de Evaluacion de Tecnologias Sanitarias; AIHTA, Austrian Institute for Health Technology Assessment; AOTMIT, Agency for Health Technology Assessment and Tariff System; COI, conflict of
interest; DHTC, Danish Health Technology Council; EU, European Union; HTA, health technology assessment; IQWiG, Institute for Quality and Efficiency in Health Care; JCA, Joint Clinical Assessment; MS, member states;
NOS, Newcastle-Ottawa Scale; RCT, randomised controlled trial; RoB, risk of bias; ROBINS(-I), Risk of bias in non-randomised studies (of interventions); RWE, real-world evidence; SBU, Swedish Agency for Health Technology
Assessment and Assessment of Social Services.

e Consequently, despite the implementation of the JCA, this
misalignment in RoB guidance may lead to additional or repeated
bias assessments at the national level for certain countries.




