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! This is a courtesy translation of the summary provided as a service by IQWIG. For further information on the subject matter and the result of the assessment, please refer to the dossier
assessment for Project A26-20. The G-BA decides on the added benefit.
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Research question for the benefit assessment

Population Adult patients with locally advanced or metastatic cholangiocarcinoma with an IDH1-R132 mutation who were previously treated by
at least one prior line of systemic therapy
Intervention ivosidenib
Comparator Individualized treatment from a choice of
= folinic acid in combination with 5-fluorouracil and oxaliplatin (FOLFOX; only suitable for patients without an FGFR2 fusion, FGFR2
rearrangement, MSI-H or dMMR),
= pemigatinib (only suitable for patients with an FGFR2 fusion or an FGFR2 rearrangement),
= futibatinib (only suitable for patients with an FGFR2 fusion or an FGFR2 rearrangement),
= pembrolizumab (only suitable for patients with MSI-H or dMMR) and
= best supportive care
Outcomes At least one patient-relevant outcome
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Overview of positive and negative effects
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Overall: No advantage or disadvantage (no suitable data)

Institute for Quality and Efficiency in Health Care (IQWiG)

Page 3 of 6




Evidence base and noteworthy aspects

= No suitable data were available.

= There is a randomized controlled trial, ClarIDHy, comparing ivosidenib versus placebo. In the study,
the treatment in the comparator arm did not correspond to the appropriate comparator therapy
specified by the G-BA. Consequently, the study was not suitable for drawing conclusions about the
added benefit of ivosidenib compared to the G-BA’s appropriate comparator therapy.
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English translations for this project are published at
https://www.igwig.de/en/projects/a26-20.html.

Institute for Quality and Efficiency in Health Care (IQWiG) Page 5 of 6


https://doi.org/10.60584/A26-20
https://www.g-ba.de/bewertungsverfahren/nutzenbewertung/1322/
https://www.g-ba.de/bewertungsverfahren/nutzenbewertung/1322/
https://www.iqwig.de/en/projects/a26-20.html

Publisher details

Publisher
Institute for Quality and Efficiency in Health Care (IQWiG)

Address

Siegburger Str. 237
50679 Kéln

Germany

Phone: +49 221 35685-0
Fax: +49 221 35685-1
Email: info@igwig.de
Internet: www.igwig.de

Institute for Quality and Efficiency in Health Care (IQWiG) Page 6 of 6


mailto:info@iqwig.de
http://www.iqwig.de/

	Research question for the benefit assessment
	Overview of positive and negative effects
	Evidence base and noteworthy aspects
	References
	Publisher details

