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This newsletter summarises final decisions from HTA bodies around the world from

published reports in November 2025.

Oncology remained the most active field globally, marked by

significant approvals and notable rejections, reflecting

ongoing scrutiny of cancer therapy evidence.
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75 Approvals

8 with special arrangements

3 with orphan drug status

Good news for:  Datopotamab deruxtecan, approved for

HER2-negative breast cancer in Austria and approved with

special conditions in Germany; Pembrolizumab, approved

for head and neck cancer in Australia and mesothelioma in

Austria; and Tislelizumab, approved for oesophageal,

gastric, small-cell and non-small cell lung cancer and

nasopharyngeal cancer in Austria.

Mixed news for: Durvalumab, approved for muscle-invasive

bladder cancer in Germany and Australia, hepatocellular

carcinoma in Scotland and small-cell lung cancer in Germany,

but not approved for non-small-cell lung cancer in Germany;

Efgartigimod alfa, approved for myasthenia gravis in

Australia but not approved for chronic inflammatory

demyelinating polyneuropathy in Germany; and Guselkumab,

approved for Crohn's disease in Germany and Scotland and

for ulcerative colitis in Scotland but not in Germany. 

Bad news for: Cemiplimab, not approved for non-small-cell

lung cancer in England; Lecanemab, not approved for early

dementia in France; and Trastuzumab deruxtecan, not

approved for gastric cancer in Australia and terminated

application for HER2-low breast cancer in England.
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Further Information 
HTAngel is designed to help keep you up to date with the latest HTA

decisions around the world. Below is a breakdown of the tiles in the

newsletter.

HTA body and

code (if available)

At Crystallise we aim to provide an innovative approach to processing

information, using software tools to automate processes that are slower

and less accurate when done by humans. Our approach provides clients

with greater transparency and scope than they could find for the same

budget elsewhere. We work with a network of experts and organisations

that help us support clients efficiently and effectively, and are proud of our

flexible and ingenious way of solving their problems.

For further information about HTAngel contact

newsletter@crystallise.com

To speak to us about our services contact

contact@crystallise.com
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