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Issue 26: June 2025
Over 60% approvals last month!

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

Good news for: Bimekizumab, approved for moderate

to severe hidradenitis suppurativa in Australia and 57 Approvals
chronic severe plaque psoriasis in South Korea;

Guselkumab, approved for severe chronic plaque 9 with special arrangements
psoriasis in Australia and for psoriasis, palmoplantar 5 with orphan drug status

pustulosis, and psoriatic arthritis in South Korea; and
Garadacimab, approved for prophylaxis of hereditary
angioedema in Germany

Mixed news for: Durvalumab, approved with

tremelimumab for hepatocellular carcinoma in ‘ ‘

Australia but not in Scotland and not approved for 31 Not approved
bladder cancer in France; Fosdenopterin, approved

for molybdenum cofactor deficiency type A in 2 Terminated

Germany, not approved in Wales and terminated in
England; and Tislelizumab, approved for NSCLC in
Germany but not in Wales and terminated in England,
and not approved for oesophageal cancer in
Germany.

Bad news for: Abemaciclib, not approved for breast ‘ ‘
cancer in Brazil; Ribociclib, not approved for HER2- . .
negative early breast cancer in Germany and Wales; 5 Evidence reviews
and Zuranolone, not approved for severe postpartum

depression in France.
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Brazil Australia
CONITEC PBAC

Blood Blood

Haemophilia A Not Paroxysmal nocturnal -
EMICIZUMAB P, haemoglobinuria Approved
PEGCETACOPLAN “
Australia l Brazil
) @ O
Blood Cancer

Myelofibrosis Not Breast cancer Not
FEDRATINIB XB pproved ABEMACICLIB XH pproved
Germany 3'- Australia
IQWiG G25-11 h PBAC

Blood Cancer

Myelofibrosis Approved Lung cancer
FEDRATINIB \6""1'1:::‘;““ ALECTINIB

England 3'- France
NICE TA1073 h HAS AP478

Blood Cancer

Haemophilia B Approved Lung cancer Not

MARSTACIMAB v ith Specta AMIVANTAMAB & xappmd
LAZERTINIB
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Cancer Cancer

Leukaemia Not Bladder cancer Not
ARSENIC TRIOXIDE XE pproved DURVALUMAB XB pproved
D England l Scotland
h NICE TA1071 y SMC2735

Cancer Cancer

Lung cancer Approved Liver cancer Not
ATEZOLIZUMAB v ith Spectl DURVALUMAB
L Germany 3'- Australia
ﬁ IQWiG G25-09 h{ PBAC

Cancer

Cancer
foute tmphoblestic [ aorms | Hopgocabete
BLINATUMOMAB status ?Egﬂgtmﬁﬁ
y Australia l France
| h{ @ PBAC h{ I O HAS AP454
Cancer

Cancer
Endometrial cancer Not Multiple myeloma
DOSTARLIMAB ELRANATAMAB ( Approved
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Wales l Australia
AWTTC 4197 y PBAC

Cancer Cancer

Colorectal cancer Not Lung cancer Not
FRUQUINT'N'B Xprmuad OSIMERTINIB Xprrnuad
Brazil y Wales
CONITEC ﬁ AWTTC OW29

Cancer Cancer
Oesophageal cancer Not Colorectal cancer
NIVOLUMAB PANITUMUMAB \/ Approved
Australia ] Scotland
PBAC h SMC2812
Cancer Cancer

Malignant melanoma Pancreatic cancer Not
NIVOLUMAB & “ Approved PEGYLATED LIPOSOMAL Xapprnuad
IPILIMUMAB IRINOTECAN
Brazil 3'- Germany
CONITEC h IQWiG A24-124

3

3

3

Cancer Cancer

Oesophageal cancer Not Breast cancer Not
NIVOLUMAB & Xappmuad RIBOCICLIB XBpprnuad
PEMBROLIZUMAB
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¥ Wales l Germany
y AWTTC 5132 y IQWiG A24-129

Cancer Cancer
Breast cancer Not Oesophageal cancer Not
RIBOCICLIB XE pproved TISLELIZUMAB & XB pproved
SUCCINATE CHEMOTHERAPY
! Scotland ( Wales
y SMC2732 y AWTTC 5431
Cancer Cancer

Thyroid cancer Approved Lung cancer Not
SELPERCATINIB v ith Spectl TISLELIZUMAB
i Germanv i Wales
h’ IQWiG A24-128 E AWTTC OW30

Cancer Cancer

Lung cancer Approved Ovarian cancer
TISLELIZUMAB v i TRAMETINIB

(] Prenier ] @ rwmmcsaoe

Cancer Cancer

Lung cancer A Non-Hodgkin's Not

TISLELIZUMAB (izyferminated lymphoma approved
ZANUBRUTINIB Koo
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Scotland " England
5 I QSMCZWI @ NICE TA1066

Cardiovascular Endocrine

Atherosclerotic - Growth h Approved

cardi:wasc:ﬂalr disease X ap:mz od d;?;i:ien;‘;rmuna w w]:]hpslpfacial
BEMPEDOIC ACID SOMAPACITAN conditions

Scotland = Scotland
5 SMC2741 ¢ SMC2744

Cardiovascular Eye

Atherosclerotic Not Age-related macular

cardiovascular disease Xappm od degeneration « Approved
EEETITE‘I?%G ACID & BEVACIZUMAB GAMMA

South Korea - Australia
I bt )
ﬁ HIRA 2025-88 (\/ @ PBAC

Cardiovascular

Pumonary hypertension, Diabetic retinopathy
Pul rterial
hypertension v hpproved RANIBIZUMAB v Approved

RIOCIGUAT
P Australia - Australia
b I & 2

@ @ PBAC (\/ @ PBAC

Endocrine

Type 2 diabetes Thyroid eye disease

mellitus TEPROTUMUMAB | W/ Aporoved

PIOGLITAZONE

<
®

<
®
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% %<\ South Korea # Germany
=9 HIRA 2025-88 A IQWiG A25-40

Gastrointestinal Genetic & Metabolic

Crohn's disease Amyloidosis

INFLIXIMAB v Approved BEEATUMUMAB + |/ Peproved

Germany # England

IQWiG A25-42 A NICE TA1078

Gastrointestinal Genetic & Metabolic

Crohn's disease Not Molybdenum A
MIRIKIZUMAB e cofactor deficiency | /1) Terminated
Koo FOSDENOPTERIN

South Korea @ Germany

HIRA 2025-88 A IQWIG G25-12
Gastrointestinal Genetic & Metabolic
Inflammatory bowel Molybdenum Approved
disease v l:nf:ctnr deficiency %ﬂrnhan drug
RAMOSETRON FOSDENOPTERIN Statie

Germany @ Wales
IQWiG G25-13 A AWTTC 4134

Gastrointestinal Genetic & Metabolic

Primary bilia Approved Molybdenum cofactor ;
chuh.:;itig & 6ﬂrphan drug deficiency type A
SELADELPAR status FOSDENOPTERIN
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‘@ Germany England
A IQWiIG A25-41 NICE TA1067

Genetic & Metabolic Genitourinary

Hereditar Endometriosis

GARADACIMAB

‘@ Argentina Germany
A IECS IQWIG A25-39

Genetic & Metabolic Genitourinary

Acid sphingomyelinase Not Overactive bladder Approved
dﬂfil’:iﬂl‘lc‘f P VIBEGRON "! with slpfacial
OLIPUDASE ALFA e

‘@ Scotland A South Korea
/un SMC2813 HIRA 2025-88

Genetic & Metabolic Infection

Hyperarginaemia Not Cytomegalovirus
PEGZILARGINASE GANCICLOVIR W Avproved
‘@ Germany > <\ South Korea

/ul IQWiG G25-10 HIRA 2025-88
Genetic & Metabolic Infection

Obesity Approved Cytomegalovirus
SETMELANOTIDE ﬁ“";';;::;“ﬂ LETERMOVIR
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Brazil %<\ South Korea
CONITEC | HIRA 2025-88
Infection Musculoskeletal
Meningococcus Not Rheumatoid arthritis,
apDrove Juvenile arthritis Approved
#AEI!}‘II!';‘NGEOCOCBAL B X pproved ETANERCEPT

Germany Wales
IQWiG A25-33 AWTTC 6561

Infection Musculoskeletal

Respiratory syncytial Osteoporosis
vird VYt TERIPARATIDE v pproved

NIRSEVIMAB
France A South Korea
HAS AP450 | HIRA 2025-88

Musculoskeletal

Mental Health
Pust-partum Not Rheumatoid arthritis, Juvenile
d epre ssion R arthritis, Still's disease
G NE Kews TOCILIZUMAB v’
> o\ South Korea Germany
L -
| HIRA 2025-88 IQWiG A25-38
Musculoskeletal Neurology

Rheumatoid arthritis, Migraine Not
Osteo-arthritis Approved approve
ADALIMUMAB ATOGEPANT x pproved
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Scotland Australia
SMC2751 PBAC

Neurology Neurology

Multiple sclerosis Approved Multiple sclerosis
CLADRIBINE \ﬁ‘:‘;';;f;::' UBLITUXIMAB

England Scotland
NICE TA1069 SMC2756
Neurology Neurology
Myasthenia gravis Not Migraine Not
EFGARTIGIMOD Xprmuad SUMATRIPTAN Xprmuad
Australia Scotland
PBAC SMC2750
Neurology Other
Sialorrhea Graft-versus-host
INCOBOTULINUMTOXINA disease
RUXOLITINIB
%\ South Korea & Brazil
® o
HIRA 2025-88 A CONITEC
Neurology Pregnancy
Narcolepsy Contraception
MODAFINIL ETONOGESTREL
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& Brazil K England
‘.'f;f‘ CONITEC . NICETA1074

Pregnancy Renal
Contraception Nephropathy Approved
ETONOGESTREL SPARSENTAN v S
& @ Australia OEQ @ Australia

% PBAC - PBAC
Pregnancy Respiratory
crovaats Tt il oo |
ETHINYLESTRADIOL OMALIZUMAB

K Australia South Korea

. PBAC HIRA 2025-88
Renal Skin
Chronic kidne Psoriasis, Psoriatic
EMPAGLIFLOZIN APREMILAST

K Brazil Australia

[ CONITEC PBAC
Renal Skin
Haemolytic uraemic y Hidradenitis
syndrnn?l: xap:m:md suppurativa
RAVULIZUMAB BIMEKIZUMAB
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A, South Korea
@
HIRA 2025-88

South Korea
HIRA 2025-88

Skin

Skin

Psoriasis Psoriasis, Psoriatic
BIMEKIZUMAB “AF'F’““B“' arthritis

IXEKIZUMAB

Wales
AWTTC 3715

%<\ South Korea
@
HIRA 2025-88
Skin
Psoriasis

Atopic dermatitis Not
DEUCRAVACITINIB \/ Approved NEMOLIZUMAB )(appmad
Australia
PBAC
Skin Skin
Psoriasis (ﬁ , Psclt:iasis, Psoriatic
GUSELKUMAB pprove arthritis pprove
RISANKIZUMAB
A South Korea
@
HIRA 2025-88
Skin Skin
Psoriasis, Psoriati hriti 1aci 1ati
GUSELKUMAB SECUKINUMAB

Skin

South Korea
HIRA 2025-88

South Korea
HIRA 2025-88
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Non-pharmacological Technologies
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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.
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Cancer

Breast cancer
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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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