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General Methods of IQWIG — History
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Legal foundations of IQWIG

Legal regulations
Chronology

2004 Health Care Reform: Establishment

2007 Act to Promote Competition in Statutory Health Insurance (GKV-WSG):
Health economic evaluations

2011 Act on the Reform of the Market for Medicinal Products (AMNOG),
Regulation on the Benefit Assessment of Drugs (AM-NutzenV)
Early benefit assessment

2012 Structure of Health Care Act of the Statutory Health Insurance (GKV-VStG):
Testing regulations for new examination or treatment methods (coverage
with evidence development)

2015 Act to Strengthen the Provision of Health Care (GKV-VSG):
Systematic assessment of high-risk class medical devices
HTA reports based on public proposals
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Reasons for a Methods Paper

* Implementation of legal regulations
= Framework given by legal foundations

Objective and evidence-based recommendations
= Use of high-quality scientific methods

Transparent methods
= Publication of methods paper, public comments

Scientific and up-to-date
» Regular updates of methods paper

| ‘ ,Wl Institut fiir Qualitdt und
W

Virtschaftlichkeit im Gesundheitswesen
Institute

I ute for Quality and E ['JI‘._".'-:]:_;.' in Heolth Care



Specifications in IQWIG methods

Three categories for the certainty of benefit:

= Proof (“Beleg”):

— Meta-analysis of studies with high certainty of results
— At least 2 significant studies with high certainty of results

* |ndication (“Hinwels”):
— Meta-analysis of studies with moderate certainty of results
— One significant study with high certainty of results

= Hint (“Anhaltspunkt”):

— Meta-analysis of studies with low certainty of results
— One significant study with moderate certainty of results
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Principles of work at IQWIG

* Independent
= Assessment methods, results of assessment

= Objective and evidence-based

= Assessment reports based on evidence, analyzed using
scientific methods

Patient-oriented

= Assessment based on patient-relevant outcomes,
consultation of patient representatives

Transparent

= Publication of project results in intermediate and final
stages, no acceptance of commercial in-confidence data

= Scientific
= Regular exchange with the scientific community
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