Crystallise

= HTANGEL

KEEPING YOU UP-TO-DATE ON
INTERNATIONAL HTA DECISIONS

Issue 30: October 2025
More than half of all the October decisions were
not approved!

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

Good news for: Bimekizumab, approved with special
conditions for hidradenitis suppurativa, axial
spondyloarthritis and ankylosing spondylitis in

Ireland; Beremagene geperpavec, approved for ‘ ‘

dystrophic epidermolysis bullosa in France; and 29 Approvals

Odevixibat, approved for progressive familial

intrahepatic cholestasis in South Korea. 10 with special arrangements
2 with orphan drug status

Mixed news for: Durvalumab, approved for small-

cell lung cancer in England with special conditions and

for endometrial cancer in Scotland but not approved

for non-small-cell lung cancer in France. ‘ ‘

Bad news for: Acalabrutinib, not approved for 30 Not approved

chronic lymphocytic leukaemia or mantle cell 10 Excluded

lymphoma in Germany; Clascoterone, with a
terminated submission for acne vulgaris in England 4 Terminated
and no submission in Wales; Iptacopan, not approved

for paroxymal nocturnal haemoglobinuria in Brazil or

complement 3 glomerulopathy in France, with

terminated submission in England and Wales; and

Nivolumab, not approved for oseophageal cancer in

Germany or non-small-cell lung cancer in Scotland
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Blood

Beta-thalassaemia, Fm]o Breast cancer
Anaamia ® Excluded ABEMACIGLIB “ﬂpprnvad
LUSPATERCEPT
Germany 3'- Scotland
IQWIG A25-56 y SMC2823
Blood Cancer
Haemophilia B Not Breast cancer Not
CONCIZUMAB Xprrnuad CAPIVASERTIB Xprrnuad
Germany 3'- Brazil
IQWiG A25-115 y CONITEC
Blood Cancer
Haemophilia B Not Breast cancer Not
CONCIZUMAB Xprrnuad PERTUZUMAB Xprrnuad
Brazil 3'- Germany
CONITEC h’ IQWIG A25-116
Blood Cancer
Paroxysmal nocturnal Not Breast cancer Not
haemoglobinuria spprove TRASTUZUMAB approve
IPTACOPAN Koo DERUXTECAN Koo
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Cancer Cancer
Breast cancer Not Gastriccancer, Not
TRASTUZUMAB K opproved S Tigsssmction
DERUXTECAN PEMBROLIZUMAB
> Germany y Brazil
y IQWiG A25-85 y CONITEC
Cancer Cancer
Chronic lymphocytic Not Lung cancer Not
I:g:f:g};?jﬂhna XH pproved CRIZOTINIB Xprrnuad
} Scotland % England
ﬁ SMC2858 y NICE TA1099
Cancer Cancer
Colorectal cancer Lung cancer Approved
FRUQUINTINIB DURVALUMAB \ﬁ‘:‘;';;f;f:‘

Scotland
SMC2797

% France
E HAS AP513
Cancer Cancer
Endometrial cancer Lung cancer Not
DURVALUMAB DURVALUMAB Xapprnuad
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) England Germany
h NICE TA1103 IQWiG A25-89

Cancer Cancer
Lung cancer Approved Lymphoma Not
LORLATINIB v ith Specta ACALABRUTINIB )(apprmd
¥ Wales y Wales
H AWTTC 4494 y AWTTC 5176
Cancer Cancer
Lung cancer Lymphoma
LORLATINIB @75’“"“"“ GLOFITAMAB ”1(%75“'“"‘"’
D Scotland % Ireland
H SMC2874 y HSE 23023
Cancer Cancer
Lung cancer Not Lymphoma Not
NIVOLUMAB Xprrnuad MOSUNETUZUMAB Xprrnuad
!, Ggrma“v i Scotland
H IQWiG A25-90 y SMC2727
Cancer Cancer
Lymphoma Not Multiple myeloma Approved
ACALABRUTINIB xapprwad BELANTAMAB vi it Specta
MAFODOTIN

Crystallise


https://www.crystallise.com/
https://www.crystallise.com/
https://www.crystallise.com/
https://www.crystallise.com/
https://www.crystallise.com/
https://www.linkedin.com/company/crystallise-ltd
https://www.crystallise.com/
http://www.evidencemapper.co.uk/
https://www.nice.org.uk/guidance/ta1103
https://awttc.nhs.wales/accessing-medicines/medicine-recommendations/lorlatinib-lorviqua1/
https://scottishmedicines.org.uk/medicines-advice/nivolumab-opdivo-nonsub-smc2874/
https://www.iqwig.de/projekte/a25-90.html
https://www.iqwig.de/projekte/a25-89.html
https://awttc.nhs.wales/accessing-medicines/medicine-recommendations/glofitamab-columvi1/
https://www.hse.ie/eng/about/who/cpu/drugs-group-minutes/hse-drugs-group-minutes-october-2025.pdf
https://scottishmedicines.org.uk/medicines-advice/belantamab-mafodotin-blenrep-full-smc2727/

HTANGEL

Issue 30: October 2025

Pharmacological Technologies

Scotland 3'- Germany
SMC2747 h{ IQWIG A25-71
Cancer

Multiple myeloma Not Thyroid cancer
BELANTAMAB xﬂppmuad SELPERCATINIB W Approved

MAFODOTIN
Wales Brazil
AWTTC 5210 ﬁ CONITEC

Cardiovascular

Multiple myeloma Fm-lo Cardiovascular Not

TALQUETAMAB Excluded assessment

S EZETIMIBE x "

Germany Brazil
IQWiG A25-88 ; CONITEC

Cancer Cardiovascular
Oesophageal cancer, Cardiovascular

= q Not Not
canar st | ¢, ROSUVASTATIN

03

X

cancer pproved assessment

NIVOLUMAB

Wales England
AWTTC 6680 ﬁ NICE TA1101

Cardiovascular

Prostate cancer Hereditary Approved
DAROLUTAMIDE r@f N E:?;zgiacT’:AB % - :ds::::zl
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= %\ Korea Scotland
=9 +<#J HIRA 2025-169 SMC2841
Gastrointestinal Genitourinary
Cholestasis familial Endometriosis
progressive pprove LINZAGOLIX pprove
ODEVIXIBAT
: Brazil England
CONITEC NICE TA937
Gastrointestinal Genitourinary
Crohn's disease Nephropathy Approved
USTEKINUMAB BUDESONIDE v S
‘@ Germany England
A IQWiG A25-93 NICE TA1074

Genetic & Metabolic Genitourinary

Amyluidusis Not N'BP hrnpathy ﬁppmuaf:l
VUTRISIRAN xﬂppmuad SPARSENTAN " vithspecial

* conditions
‘@ % ¢\ Korea England
®
&, HIRA 2025-169 NICE TA1100

Benetic & Metabolic, Genitou rinar'f

Cardiovascular, Renal N i d
Type 2 diabetes, Heart failure, eurogenic detrusor | ~ _
Chronic kidney disease “ Approved overactivity Tﬂ'm'“ﬂtﬂd

EMPAGLIFLOZIN MIRABEGRON

»
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Germany Brazil
IQWIG G25-23 CONITEC

Genitourinary Infection

Phenylketonuria Approved Hepatitis C Not

SEPIAPTERIN \6“""“: o SOFOSBUVIR/ AR
status VELPATASVIR x Pp

Ireland Brazil

HSE 21055 CONITEC
Genitourinary Infection
Uterine fibroids Not Human _

JTENOFOVIR ALAFENAMIDE

Brazil Wales

CONITEC AWTTC 3656
Genitourinary Infection

Uterine fibroids Not Human o . Fm]QE e
TRANEXAMIC ACID AND X d immunodeficiency virus xclude
LEVONORGESTREL i CABOTEGRAVIR N

Brazil
CONITEC

Germany
IQWiG A25-92

Infection

Infection

cOvID-19 Not Tungiasis Not
REMDESIVIR DIMETHICONE XaPPrnuad
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= England France
L NICE TA1104 HAS AP510

Musculoskeletal Neurology

Juvenile arthritis A Metachromatic
/1}Terminated leukodystrophy Approved
SARILUMAB ATIDARSAGENE “

AUTOTEMCEL
= Wales
W AWTTC 4522

Scotland
SMC2805

Musculoskeletal Neurology

Juvenile arthritis Spinal muscular Approved
Excluded orphan dru

SARILUMAB & NUSINERSEN VO s

';‘ 5 ‘e* Korea Brazil
i *7¢J HIRA 2025-169 CONITEC
Musculoskeletal,

Pregnancy, Skin Neurology, Endocrine

; oo Parkinson's disease,
;Iat;’lg L&r ﬁg?:iult;uns see « Approved Hyperprolactinemia XEP;::B d
METHOTREXATE BROMOCRIPTINE

MESYLATE
Germany & Brazil
IQWiG A25-86 o CONITEC
Neurology Pregnancy
Friedreich's ataxia Not Postpartum
OMAVELOXOLONE approved haemorrhage approved
Koo CARBETOCIN Koo
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K England England
. NICETA1102 NICE TA1105

Renal Skin
Glomerulopathy A _ Acne vulgaris
IPTACOPAN T“'“"““‘“" CLASCOTERONE
K France
. HAS AP501
Renal Skin
Glomerulopathy Not Acne vulgaris
IPTACOPAN Xappmad CLASCOTERONE @75“'“"“'
K Wales
. AWTTC 5123
Renal Skin
Glomerulopathy Eczema
IPTACOPAN DELGOCITINIB @45“'“"“"

France
HAS AP503

A, Korea
[
HIRA 2025-169

Eaupirétnry, Skin

Musculoskeletal . .

Interstitial pneumonitis, Epidermolysis bullosa

Polymyositis, _ “ﬁppruvad BEREMAGENE “ﬂpprnvad
Dermatomyositis GEPERPAVEC

CYCLOSPORINE
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(i Ireland
O HSE 25018

Skin

Hidradenitis Approved
suppurativa { with special
BIMEKIZUMAB L

Korea
#.%
. HIRA 2025-169

Skin, Renal,
Huut;hskalntal Blood,
eurology
Multiple conditions - see “ Approved
page for details

CYCLOSPORINE

7o\ Korea
=
. HIRA 2025-169

in, ur. ery, Renal, E
Neurol v enetic & L

Hﬂtllﬂll Inl,‘ﬂlasplratuw
usculoskeletal
Multiple conditions - see page “ﬁppruvad
for details
MYCOPHENOLATE MOFETIL
= Korea
+<#J HIRA 2025-169

Surgery, Musculoskeletal,
Neurology, Renal

Rhoumatiod arenriti,

umatiod arthr

Myasthenia gravis, Nephrotic “ﬁppruved
syndrome

TACROLIMUS
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P R

Cardiovascular

Heart failure Approved
VENOARTERIAL % with special
EXTRACORPOREAL * conditions
MEMBRANE OXYGENATION

P R

Cardiovascular

Heart failure Approved
VENOARTERIAL % with special
EXTRACORPOREAL * conditions
MEMBRANE OXYGENATION

Crystallise


https://www.crystallise.com/
https://www.crystallise.com/
https://www.crystallise.com/
https://www.crystallise.com/
https://www.crystallise.com/
https://www.linkedin.com/company/crystallise-ltd
https://www.crystallise.com/
http://www.evidencemapper.co.uk/
https://www.nice.org.uk/guidance/ipg807
https://www.nice.org.uk/guidance/ipg808

HTANGEL

Issue 30: October 2025

Diagnostic Testing

& conec

Genetic & Metabolic

ANCA-Associated o
Vasculitis X“ ot

ELISA TESTS

@‘ England
'! _' NICE HTE34

Musculoskeletal

pproved

Fractures Approved
AITECHNOLOGIES | /1 vithevecia

* conditions

Brazil
CONITEC

Other

Transplant rejection
IMMUNOHISTOCHEMISTRY “ Approved
ft!'sn A?HTI-HI.A ANTIBODIES
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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.

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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