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INTERNATIONAL HTA DECISIONS

Issue 24: April 2025
32 approvals from Australia!

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

Good news for: Capivasertib, approved for

PIK3CA/AKT1/PTEN-mutated, ER+, HER2-, locally ‘ ‘ —

advanced or metastatic breast cancer in Germany and 66 Approvals
Australia; Elafibranor, approved for primary biliary
cholangitis in Scotland and Australia; and
Molnupiravir, approved for mild to moderate COVID-
19 in England and Scotland.

16 with special arrangements
4 with orphan drug status

Mixed news for: Bulevirtide, approved for chronic

hepatitis D in Germany but not in Australia;

Futibatinib, approved for locally advanced or ‘ ‘
metastatic cholangiocarcinoma in Scotland but not in 50 Not approved
Australia; and Lumasiran, approved for primary

hyperoxaluria in Australia but not Brazil; and 3 Excluded
Tislelizumab, not approved as first-line therapy for
non-small cell lung cancer in England and Germany or
for oesophageal, stomach and gastroesophageal
junction cancer in Germany, but approved as second
line therapy for PD-L1-negative NSCLC in Germany.

2 Terminated

Bad news for: Delgocitinib, not approved for hand ‘ ‘
eczema in Germany; Mavacamten, not approved for
hypertrophic obstructive cardiomyopathy in 2 Evidence reviews
Argentina; and Seladelpar, not approved for primary

biliary cholangitis in France.
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England 3'- Scotland
NICE TA1051 h SMC2749

Blood Cancer

Haemophilia A Approved Lung cancer
EFANESOCTOCOG \ﬂ S ALECTINIB

ALFA

Germany 3'- Australia

IQWiG G25-05 h PBAC
Blood Cancer
Sickle cell disease Approved Lung cancer Not
EXAGAMGLOGEN \6“"’5';;:;';"“ AMIVANTAMAB AND approved
AUTOTEMCEL LAZERTINIB

Germany 3'- Wales

IQWIG G25-04 # AWTTC OWO01
Blood Cancer
Beta-thalassaemia Approved Ovarian cancer, Fallopian tube Approved

orphan dru cancer, Peritoneal cancer with special

Eﬁ#g#EJ'ECLEI-GEN 6 Pstatus ’ BEVACIZUMAB %nondi:‘nns

Australia 3'- Canada

PBAC # CDA RC1573
Blood Cancer

Polycythaemia vera Renal cancer Not
RUXOLITINIB CABOZANTINIB
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3'- Germany 3'- Australia
E IQWIG A25-26 h PBAC
Cancer Cancer
Breast cancer Approved Multiple myeloma
CAPIVASERTIB v S DARATUMUMAB
3'- Germany 3'- Australia
E IQWIG A24-105 h PBAC
Cancer Cancer
Breast cancer Not Bone cancer
CAPIVASERTIB Xapprnuad DENOSUMAB
v Australia v Australia
y @ PBAC | h @ PBAC

Cancer Cancer
Breast cancer Neuroblastoma
CAPIVASERTIB W Aproved EFLORNITHINE / Approved

3'- Australia L Australia
h @ PBAC | h @ PBAC
Cancer Cancer
Lung cancer Breast cancer Not
?#Eﬁ%;lEﬁlllBB AND ELACESTRANT XHPPmuad
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Australia , Germany
PBAC h IQWiG A25-01
Cancer

(=

Multiple myeloma Urothelial cancer Not
ELRANATAMAB ERDAFITINIB XaPPmuad
7 Garmanv 4/ Scotland
h IQWIiG A24-98 h SMC2661
Cancer Cancer
Urothelial cancer Biliary tract cancer
g
7 Germanv 4/ Australia
h IQWIG A25-22 h PBAC
Cancer Cancer
Urothelial cancer Biliary tract cancer Not
EEE?J%IIWMAB FUTIBATINIB XaPPrnuad
7 Germanv 4/ Australia
h IQWiG A24-108 h PBAC
Cancer Cancer
B-Cell Lymphoma Not Cancer
EPCORITAMAB Xappmad GEMCITABINE v Approved
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| © couree ] © e

Cancer Cancer
Cancer Not Oesophageal cancer Not
LAROTRECTINIB Xprrnuad NIVOLUMAB AND XB pproved
PEMBROLIZUMAB
] Australia ) Germany
H PBAC y IQWiG A25-03
Cancer Cancer
Systemic - Lung cancer Not
mastocytosis SPPOVeC OSIMERTINIB approved
MIDOSTAURIN - Koo
} Australia % Wales
h PBAC E AWTTC 5349
Cancer Cancer
Lymphoma Lung cancer
MOGAMULIZUMAB OSIMERTINIB ”1®h75“'“=""'
D Brazil l England
h CONITEC E NICE TA1052
Cancer Cancer
Oesophageal cancer Not Pancreatic cancer
NIVOLUMAB XH pproved PEGYLATED LIPOSOMAL
IRINOTECAN
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3'- Germany 3'- Australia
H IQWiG A25-23 h PBAC

Cancer Cancer
Urothelial cancer Approved Lymphoma
PEMBROLIZUMAB %"'““ . POLATUZUMAB
conditions VED DTIN
D Germany % Brazil
y IQWIiG A24-99 h CONITEC
Cancer Cancer
Urothelial cancer Approved Gastrointestinal Not
PEMBROLIZUMAB e stromal cancer
Vi REGORAFENIB x Pp

} Australia % England
# PBAC # NICE TA1055
Cancer Cancer
Cervical cancer Ovarian cancer, Fallopian tube Approved
Approved cancer, Peritoneal cancer e |
PEMBROLIZUMAB RUCAPARIB % o difl.m
3'- Australia ! Australia
# @ PBAC ﬁ PBAC
Cancer Cancer
Breast cancer Breast cancer Not
PERTUZUMAB SACITUZUMAB
GOVITECAN
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y France l Germany
h’ HAS AP457 y IQWiG A24-129

Cancer Cancer
Cancer Not Oesophageal cancer Not
SODIUM approved TISLELIZUMAB approved
THIOSULFATE Koo Koo
¥ Brazil l Germany
y CONITEC y IQWiG A24-130
Cancer Cancer
Prostate cancer Not Oesophageal cancer Not
SUNITINIB Xprmuad TISLELIZUMAB XH pproved
) Scotland ! Germany
h’ SMC2746 y IQWIG A24-127
Cancer Cancer
Malignant melanoma Not Lung cancer Not
TEBENTAFUSP Xappmuad TISLELIZUMAB XH pproved
3 England 3'- Germany
h’ NICE TA1058 y IQWIG A24-126
Cancer Cancer
Lung cancer Lung cancer Not
TISLELIZUMAB TISLELIZUMAB Xa pproved
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D Germany Brazil
E IQWiG A24-128 ﬁ CONITEC

Cancer Cardiovascular

Lung cancer 'w?:]hp;';z:?al nﬂﬁinamgﬂi;adnma x Not
TISLELIZUMAB v mip L DERIVED C1 ESTERASE approved

INHIBITOR

3'- Germany Argentina
E IQWiG A24-131 ﬁ IECS

Cancer Cardiovascular
Stomach cancer,

H trophic obstructi
E:murmphanaaliunctiun c:rl::lﬂi;r:;“;l;plzt?“ Fﬁ ructive
TISLELIZUMAB MAVACAMTEN
3" Australia Brazil
# PBAC ﬁ CONITEC

Cancer Cardiovascular

Nasopharyngeal - Hyperlipidemia Not
cancer Approved ROSUVASTATIN approved
TORIPALIMAB ( x "
} Australia Australia
# PBAC ﬁ PBAC
Cancer Cardiovascular

Gastric cancer, . Pulmona =
E:murmphanaaliuncﬂun Xam:in:md hyp artanrfﬁun
ZOLBETUXIMAB SOTATERCEPT
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- Australia Australia
| @ PBAC PBAC

Endocrine

Gastrointestinal
Menopause - Primary bilia
FEZDII.:;HETANT Xam:rn:rad =hula|:§itis v
ELAFIBRANOR
o Scotland
| @ @ SMC2714

Endocrine

Gastrointestinal
Hypoparathyroidism Not Primary biliary
PALOPEGTERIPARATIDE Xapprnuad cholangitis “‘"‘PP’“E"
ELAFIBRANOR
= Australia Brazil
(/ PBAC CONITEC

Eye Gastrointestinal

Macular cedema Crohn's disease Not
FARICIMAB INFLIXIMAB
@

Eye Gastrointestinal

Thyroid eye disease Not Familial progressive Not
TEPROTUMUMAB Xapprmd cholestasis Xapprmd
ODEVIXIBAT

Australia
PBAC

Australia
PBAC

Australia
PBAC
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Brazil
CONITEC

Gastrointestinal Gastrointestinal,

r : i Musculoskeletal, Skin

XOcCrine pancreatic Crohn's disease, Ulcerative

insufficiellzcv gnnliﬂz,s?:nliatin arthritits,
PANCREATIN USTEKINUMAB

France ‘@. France

HAS AP459 A HAS AP456

Gastrointestinal

Genetic & Metabolic
Primary biliary cholangitis Metachromatic
leukodystrophy ‘, Approved
SELADELPAR LYSINE X d PP
DIHYDRATE P ATIDARSAGENE
Australia ‘@ England
PBAC /r:__; NICE HST8

Gastrointestinal, Musculoskeletal, Skin - .
Crohn's disease, Ulcerative colitis, Genetic & Metabolic

Rheumatoid ﬂrtﬁ_rit[i, Ankylosing X-linked Approved
S —
INFLIXIMAB BUROSUMAB

Australia ‘@ Australia
PBAC /r:__,n PBAC

Gastrointestinal, Musculoskeletal, Skin - .
Crohn's disease, Ulcerative Genetic & Metabolic

colitis, Rheumatoid arthritis Pompe disease ok
ity Lot e R CIPAGLUCOSIDASE ALFA | X\ approved
INFLIXIMAB AND MIGLUSTAT

Australia
PBAC
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‘@ Brazil ‘@ France
&, CONITEC A HAS AP455
Genetic & Metabolic

Genetic & Metabolic
Duchenne muscular Not Hypercholesterolaemia
dystrophy Approved
DELANDISTROGEN XH pproved E‘"NAC UMAB
MOXEPARVOVEK
‘@ Australia ‘@ Australia
A PBAC A PBAC

Ganatit; l&: Metabolic Genetic & Metabolic

Cystic fibrosis Cystic fibrosis

ELEXACAFTOR WITH V Approved ‘f Approved
TEZACAFTOR AND WITH IVACAFTOR

IVACAFTOR

< | O G %) © e

Genetic & Metabolic Genetic & Metabolic

Gaucher's disease Approved Hereditary Not
ELIGLUSTAT AL angioedema
Vo LANADELUMAB x ’

\

Scotland ‘@ England
o, SMC2755 A NICEHST33
Genetic & Metabolic Genetic & Metabolic
Amyloidosis Activated phosphoinositide Approved
Approved 3-kinase delta syndrome | with special
EPLONTERSEN LENIOLISIB Vit

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.youtube.com/@crystallise3499
https://www.crystallise.com/
http://www.evidencemapper.co.uk/
https://www.gov.br/conitec/pt-br/midias/reuniao_conitec/2025/Pauta139Reunio_Medicamentos.rev.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf
https://www.iqwig.de/projekte/g25-01.html
https://scottishmedicines.org.uk/medicines-advice/eplontersen-wainzua-abb-smc2755/
https://www.has-sante.fr/jcms/p_3602593/fr/evkeeza-evinacumab-hypercholesterolemie-homozygote-familiale-pediatrie-6-mois-a-4-ans
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‘@ Australia Wales
A PBAC AWTTC 4202

Genetic & Metabolic Genitourinary

Hyperoxaluria Endometriosis
LUMASIRAN LINZAGOLIX @’\? Cxciuded

7| @ e [ P eries

Genetic & Metabolic Genitourinary

Hyperoxaluria Not Endometriosis
e RELUGOLIX-ESTRADIOL- Approved
HUMASIRAN NORETHISTERONE “
\@ England Germany
/-.,__/I NICE HST32 IQWiG G25-02

Genetic & Metabolic Infection

Acid sphingomyelinase Not Hepatitis D Approved
dnfini&ncy P BULEVIRTIDE orphan drug
OLIPUDASE ALFA 6 ——

Scotland Australia
SMC2763 PBAC
Genitourinary Infection

Chronic kidney Approved Hepatitis D Not
disease v it Spectal BULEVIRTIDE

DAPAGLIFLOZIN
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England TR Australia
@ NICE TA1056 %@ @ PBAC
Infection Neurology

COVID-19 Myasthenia gravis

MOLNUPIRAVIR EFGARTIGIMOD ALFA
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Pharmacological Technologies
Australia England
PBAC NICE TA1054
Neurology Other
Myasthenia gravis - Graft-versus-host Approved
RAVULIZUMAB Approved disease [t
- RUXOLITINIB viTi:
Australia & @ Australia
PBAC % PBAC
Neurology Pregnancy
Myasthenia gravis Contraception
ROZANOLIXIZUMAB “A"F"“Ed ESTETROL WITH
DROSPIRENONE
Australia
PBAC
Neurology Respiratory, Skin
Myasthenia gravis Asthma, Atopic
ZILUCOPAN ( Approved dermatitis
DUPILUMAB
Germany Australia
IQWiG A25-04 PBAC

=
o
=
o
=
@
o

Australia
PBAC

=
o
=
o
=
@
o

Other Respiratory, Skin

Aller , Allergic asthma,

B ey I
OMALIZUMAB

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.youtube.com/@crystallise3499
https://www.crystallise.com/
http://www.evidencemapper.co.uk/
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf
https://www.iqwig.de/projekte/a25-04.html
https://www.nice.org.uk/guidance/ta1054
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-03/pbac-web-outcomes-03-2025.pdf

HTANGEL

Issue 24: April 2025

Pharmacological Technologies
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Non-pharmacological Technologies
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Diagnostic Testing
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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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