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Issue 32: December 2025

Immuno-oncology agents led December HTA decisions,
featuring significant approvals and key rejections due to
ongoing evidence challenges.

This newsletter summarises final decisions from HTA bodies around the world from published
reports in December 2025.

Good news for: Delgocitinib, approved

for hand eczemain Scotland;

Pembrolizumab, approved for cervical,

gastric and urothelial cancers in France; ‘ ‘
and Vutrisiran, approved for

transthyretin amyloidosis with 39 Approvals

cardiomyopathy in England. 6 with special arrangements
1 with orphan drug status

Mixed news for: Givinostat, approved

for Duchenne muscular dystrophy in

Scotland but not in France.

Bad news for: Acalabrutinib, not

approved for mantle cell lymphoma or ‘ ‘

chronic lymphocytic leukaemiain 28 Not approved

Germany; Dapagliflozin, not approved
for heart failure in Brazil; and Nivolumab,
not approved for oesophageal or
colorectal cancer in Germany.

6 Excluded submissions
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Blood

Cancer

Beta-thalassaemia, 8 Acute myeloid
Anaemia Xa P:rﬂ:'ﬂ d leu kaam‘n'a “ Approved
LUSPATERCEPT VENETOCLAX

England
NICE TA1113

Brazil s
CONITEC __
Blood Cancer
Haemophilia A B-cell lymphoma Approved
EMICIZUMAB GLOFITAMAB \ﬁ‘:‘j';;f;‘;‘:‘
France s
HAS AP524 ._
Blood Cancer
Haemophilia B Biliary tract cancer
CONCIZUMAB ZANIDATAMAB
e England
h{ NICETAl1116

Cancer

Cancer
Acute lymphoblastic Approved Breast cancer
leukaemia w with special INAVOLISIB “ Approved
OBECABTAGENE " conditions
AUTOLEUCEL
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43 | 623 swczzas

Cancer
Breast cancer Not
TRASTUZUMAB Xprrnuad
DERUXTECAN
3'- France

y HAS AP440
Cancer
Cervical cancer
PEMBROLIZUMAB “ﬁ"""m“d

, Germany
h IQWIG A25-112

Cancer
Cervical cancer Not
TISOTUMAB VEDOTIN approved

! Germany
h IQWIiG A25-91
Cancer

Chronic lymphocytic .
Iaukaam?a S Xap:m:ad
ACALABRUTINIB

l Germany
y IQWiG A25-85

Cancer

Chronic lymphocytic -
Iaukaam?a procys Xap:rn:md
ACALABRUTINIB

) © e

Cancer
Chronic myeloid
Iaukaamiav
ASCIMINIB
% Germany
y IQWiG A25-135
Cancer

Colorectal cancer Not
NIVOLUMAB Xﬂ

3'- Germany
y IQWiG A25-80

Cancer
Colorectal cancer Not
NIVOLUMAB Xﬂ

pproved

pproved
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. England
y NICETA1117

Cancer
Endometrial cancer Approved
DOSTARLIMAB o/} vith special

* conditions

s France
y HAS AP443

Cancer

gnﬁrlc ::am}:lar. T
astroesophageal junction
cancer Approved

PEMBROLIZUMAB

B<E=

Cancer
“ﬁppruved

Lung cancer
( Wales
y AWTTC 5305,

AMIVANTAMAB
AWTTC 7960

i

Cancer
Lung cancer
AMIVANTAMAB

. France
h{ HAS AP533

Cancer
Lung cancer
DURVALUMAB

. Germany
E IQWiG A25-143

Cancer
Mantle cell .
ACALABRUTINIB

& Germany
h{ IQWiG A25-89

Cancer
Mantle cell .
ACALABRUTINIB

. France
y HAS AP521

Cancer
Mantle cell .
IBRUTINIB
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https://awttc.nhs.wales/accessing-medicines/medicine-recommendations/amivantamab-rybrevant-plus-lazertinib-lazcluze/
https://www.has-sante.fr/jcms/p_3752786/fr/imfinzi-durvalumab-cancer-bronchique-a-petites-cellules-de-stade-limite-cbpc-sl
https://www.iqwig.de/projekte/a25-89.html
https://www.has-sante.fr/jcms/p_3761970/fr/imbruvica-ibrutinib-lymphome-a-cellules-du-manteau-lcm
https://www.iqwig.de/projekte/a25-143.html

HTANGEL

Issue 32: December 2025

Pharmacological Technologies

= Wales - Wales
E AWTTC 5157, AWTTC E AWTTC 3880,
7980, ANTTC 7981
Cancer Cancer AWTTC 7962

Multiple myeloma Fm-lo Prostate cancer Fm-lo
BELANTAMAB Y Pt TALAZOPARIB Y Pt
MAFODOTIN
= England France
h’ NICE TA1114 HAS AP381

Cancer Cancer

Multiple myeloma Approved Urothelial cancer
TALQUETAMAB \ﬁ‘:‘;';;f;'::' PEMBROLIZUMAB

= Germany Brazil
b{ IQWIG A25-142 CONITEC

Cancer Cardiovascular

Oesophageal cancer, Cardiovascular risk
Gastroesophageal junction Not
cancer approved EZET'M'BE approved
NIVOLUMAB X "
- Germany Brazil
ﬁ IQWiG A25-88 CONITEC
Cancer Cardiovascular

Oesophageal cancer, No Cardiovascular risk No
NIVOLUMAB
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Brazil = France
5 CONITEC ¢ HAS AP526

Cardiovascular Eye
Heart failure Not Graves'
DAPAGLIFLOZIN approved opthalmopathy
TEPROTUMUMAB “
%<\ South Korea
@
5 HIQA 2025-189
Cardiovascular

Gastrointestinal
Polyangiitis, Eosinophilic s Gastroesophageal
AVACOPAN FEXUPRAZAN
o England
T8 NICE TA1115

Germany
IQWiG A25-114

Germany
IQWIG A25-117

Eﬁff:;jf:'a“ Genetic Gastrointestinal
Cardi Approved Liver fibrosis, Metabolic Not
ardiomyopathy, with special dysfunction-associated .
Amyloidosis V1 vith specia steatohepatitis approved
VUTRISIRAN RESMETIROME
@ > o\ South Korea <\ South Korea
</| \+®-) HIQA 2025-189 | \¢®:) HigA 2025-189
Endocrine Gastrointestinal,

Cushing syndrome Husculnskalatal Skin
Multipl ditions -
OSILODROGTAT [/ Howroved | Multiple condiions- | o ppove
INFLIXIMAB
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‘@ Scotland # France
) SMC2836 /[_J HAS AP531

Genetic & Metabolic

Genetic & Metabolic

Activated PI3K-delta Approved Obesity, Bardet

(APDS) syndrome %ﬂmhﬂ" drug Biedl syndrome “ Approved

LENIOLISIB status SETMELANOTIDE

‘@ Scotland Brazil

/VJ SMC2806 CONITEC

Genetic & Metabolic Genitourinary

Alagille syndrome Uterine leiomyoma

MARALIXIBAT LEVONORGESTREL-
RELEASING IUD

‘@ France - Brazil

/r;) HAS AP530 & CONITEC

Genetic & Metabolic Genitourinary, Endocrine

Duchenne muscular Not Chronic kidney disease, Not
dystrophy xappm od Type 2 diabetes mellitus xﬂpp"‘”“ d

GIVINOSTAT FINERENONE

‘@ Scotland
) SMC2856

Brazil
CONITEC
Genetic & Metabolic Infection

Duchenne muscular Approved Hepatitis C fmb
dystrophy % with special ELBASVIR/GRAZOPREVIR AND ® Excluded
GIVINOSTAT conditions LEDIPASVIR/SOFOSBUVIR
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Brazil
CONITEC
Infection Infection
Hepatitis C Pneumococcal infection
A d A d
SeTSEn B
Brazil
CONITEC
Infection Infection
Hepatitis D Not Pneumococcal infection
approve PNEUMOCOCCAL Approved
BULEVIRTIDE CONJUGATE VACCINES
Brazil
CONITEC
Infection Infection
Herpes zoster Not Sexually transmitted Not
RECOMBINANT approved infection approved
ADJUVANTED VACCINE DOXYCYCLINE Koo

A, South Korea
[
HIQA 2025-189
Infection H::ti:!ﬁ:::tllnr::g Skin, Eye

Pneumococcal infection Multiple cnndltmns-

15-VALENT PNEUMOCOCCAL Approved P for det Approved

CONJUGATE VACCINE see page for details
ADALIMUMAB

Brazil
CONITEC

Germany
IQWiG A25-113

Brazil
CONITEC

Brazil
CONITEC
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Germany
IQWiIG A25-111
Neurology Neurology

Alzheimer's disease Not Spinal muscular Not
LECANEMAB Xappmad atrophy

NUSINERSEN
AP, South Korea
@
HIQA 2025-189

Brazil
CONITEC

Brazil
CONITEC

Neurology Neurology

Ataxia Spinal muscular atrophy Not

TALTIRELIN HYDRATE ONASEMNOGENE
ABEPARVOVEC

Wales

Brazil
AWTTC 8080, CONITEC
Neurology AWTTC 5199

Neurology, Endocrine
Multiple sclerosis 1V Exctuded Eﬂrki““'l"“f.i“‘-"ﬁ;ﬂ. 1L Excluded
Xclude yperprolactinemia Xcluae
ALl ® BROMOCRIPTINE ®
MESYLATE
France France
HAS AP535 HAS AP528

Neurology Other

Neurofibroma A ; Poisoning A ;
v pprove F(AB')2 FRAGMENTS OF v pprove
MIRDAMETINIB SR At
IMMUNOGLOBULIN
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Brazil Brazil
CONITEC CONITEC
Other Skin
Poisoning

MESO-2

Tungiasis
Not g
OIMERSAPTOSUCCINIC ACID x“""“’“" DIMETHICONE

Scotland %<\ South Korea
_ SMC2869 | HIQA 2025-189
Pregnancy Skin, Musculoskeletal

Miscarriage Multiple conditions -
PROG ESTERDNE see pgga for details

SECUKINUMAB
K Scotland
[ SMC2889

Complement 3

Not
glomerulopathy ]
IPTACOPAN x "

Scotland
SMC2817
Skin
Eczema
DELGOCITINIB
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Germany
IQWiG N24-03

Genitourinary
Erectile dysfunction X Not

RADIOFREQUENCY
ENERGY

England
g NICE IPG810/HG762
Cardiovascular
Cardiogenic shock
EXTRACORPOREAL
MEMBRANE OXYGENATION

pproved
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AP South Korea
@
NECA HTA-2025-31

Cancer

Lung cancer

ELECTROMAGNETIC-GUIDED “ Approved
ROBOTIC-ASSISTED

BRONCHOSCOPY
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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.

Locaﬂon

E. Germany HTA body and

: IQWiG A24-30 &~ . i

' code (if available)
Cancer

Breast cancer
/Evlacastrant «ﬁpprwad \

Technology Decision

Disease N

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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