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Busy summer with over 100 reported decisions!

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

published reports in August 2025.

Good news for: Brentuximab vedotin,
approved for Hodgkin’s lymphoma in
Australia and Scotland; Durvalumab,
approved for small-cell lung cancer in
Australia and hepatocellular carcinomain
England; and Guselkumab, approved for
Crohn’s disease in Australia and England
and for ulcerative colitis in England.

Mixed news for: Glofitamab, approved for
B-cell lymphoma in Australia and France but
not approved in Germany; Nirsevimab,
approved for prevention of RSV infectionin
Germany but not in Argentina; and
Pembrolizumab, not approved for
endometrial and urothelial cancer in
Australia but approved for endometrial
cancer in England.

Bad news for: Letermovir, not approved
for prevention of cytomegalovirus
infection after transplant in Germany and
Scotland; Nivolumab + ipilimumab, not
approved for hepatocellular and colorectal
cancer in Australia; and Upadacitinib, not
approved for giant cell arteritis in Germany.

66

71 Approvals

24 with special arrangements
1 with orphan drug status

66

34 Not approved
3 Excluded
9 Terminated

66

14 Evidence reviews
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Polymyalgia Approved
BREXPIPRAZOLE «‘“PP"’“E" rharlm?atiga % with special

SAR“.UMAB * conditions
Australia A, South Korea
PBAC HIRA Notice 2025-129
Mental Health

Musculoskeletal, Skin
Schizophrenia

Rheumatoid arthritis, Approved
PALIPERIDONE Atopic dermatitis w with special

BARICITINIB

* conditions

=
o
=
o
=
@
o

Australia Australia
| PBAC PBAC
Musculoskeletal Musculoskeletal, Skin
Osteoporosis Psoriatic arthritis, Ankylosing
ABALOPARATIDE Bt T o
SECUKINUMAB

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.youtube.com/@crystallise3499
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-07/pbac-web-outcomes-07-2025-v2.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-07/pbac-web-outcomes-07-2025-v2.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-07/pbac-web-outcomes-07-2025-v2.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-07/pbac-web-outcomes-07-2025-v2.pdf
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-07/pbac-web-outcomes-07-2025-v2.pdf
https://www.iqwig.de/projekte/a25-83.html
https://www.hira.or.kr/rc/insu/insuadtcrtr/InsuAdtCrtrPopup.do?mtgHmeDd=20250801&sno=2&mtgMtrRegSno=0002
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/pbac-outcomes/2025-07/pbac-web-outcomes-07-2025-v2.pdf

HTANGEL

Issue 28: August 2025

Pharmacological Technologies

Australia Australia
PBAC PBAC

Musculoskeletal, Skin

e

s50ria IF_H r '.5' .I1 osing

ETANERCEPT

L Australia TR Australia
PBAC 3 PBAC

Musculoskeletal, Skin, Neurolo ay

Gastrointestinal

Rheumatoid arthritis, Ankylosing Multiple sclerosis . -
spon s, Psoriatic arthr soriasis, rove
thn}; disease, Ulcerative colitis OCRELIZUMAB “ e

INFLIXIMAB
0 South Korea
@ )
HIRA Notice 2025-129

Australia
PBAC

Neurology Neurology
Alzheimer's disease Not Neuromyelitis optica Approved
DONANEMAB approved spectrum disorder { with special
X v SATRALIZUMAB viT
Australia Australia
PBAC PBAC
Neurology Neurology
Langnx-Gastaut ( ﬁphpmuegil Parkinson's disease
SYICTOIMe I APOMORPHINE REREES
CANNABIDIOL Sondttions
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Pharmacological Technologies

Australia Australia
PBAC PBAC

Neurology Skin
Spasticity Atopic dermatitis Not
INCOBOTULINUMTOXINA NEMOLIZUMAB Xapprnuad
England Australia
NICE TA1087 PBAC

Other

Skin
Allergic rhinitis, Atopic dermatitis
Conjunctivitis TACROLIMUS “ Approved
BETULA VERRUCOSA
Australia Australia
PBAC PBAC

=
o
=
o
=
@
o

Other Skin
Pain Psoriasis
‘, Approved ‘, Approved
DIPROPIONATE

Scotland 4 Australia
OEQ SMC2801 -1 PBAC

Respiratory Skin, Musculoskeletal
Chronic obstructive Not Psoriasis, Juvenile Approved
pulmonary disease X"PP“‘” od arthritis w wit hdslfgcian

DUPILUMAB ADALIMUMAB
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Non-pharmacological Technologies

it South Korea A, South Korea
H NECA HTA-2025-21 HIRA Notice 2025-130

Cancer Other
Liver cancer Approved Hearing loss Approved
PREOPERATIVE 3D % with special BONE CONDUCTION % with special
RECONSTRUCTION FOR conditions HEARING IMPLANT (BAHA) conditions
LIVER RESECTION SURGERY

%<\ South Korea Argentina

[

+*¢ ) HIRA Notice 2025-133 IECS 1039
Gastrointestinal Other
Pancreatic disease Approved Pain Not
ENDOSCOPIC PANCREATIC y with special X
NECROSIS REMOVAL * conditions CRYUQNALGESIﬂ approved

England
NICE IPG793

Musculoskeletal

Knee cartilage defect Approved
SCAFFOLD INSERTION %‘“ﬂh special

SINGLE-STEP, NO CELL conditions
ULTURE)

A, South Korea
¢.¢ NECA Innovation-2025-6

Neurology

Cognitive impairment Approved

METAMEMORY TRAINING | with special
DIGITAL THERAPEUTICS conditions

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.youtube.com/@crystallise3499
https://nhta.neca.re.kr/nhta/publication/nhtaU0601V.ecg?pub_seq=1129
https://www.hira.or.kr/rc/insu/insuadtcrtr/InsuAdtCrtrPopup.do?mtgHmeDd=20250801&sno=5&mtgMtrRegSno=0003
https://www.nice.org.uk/guidance/ipg793
https://nhta.neca.re.kr/nhta/publication/nhtaU0601V.ecg?pub_seq=1131
https://www.hira.or.kr/rc/insu/insuadtcrtr/InsuAdtCrtrPopup.do?mtgHmeDd=20250801&sno=4&mtgMtrRegSno=0001
https://ets.iecs.org.ar/publication/2336

HTANGEL

Issue 28: August 2025

Diagnostic Testing

AP, South Korea
= .
+* %) HIRA Notice 2025-133

Blood

Haemorrhage, Anaemia
CROSSMATCH IMMUNOLOGIC “A'PPTUVEE'
TEST (NU155)
%<\ South Korea
H ﬁ.& NECA Innovation-2025-7

Cancer

Breast cancer

Approved
Al-BASED BREAST wﬂith Slpfanial
ULTRASOUND SOFTWARE * conditions

et South Korea
' @
h{ NECA HTA-2025-22

Cancer

Gastric cancer Not
GASTRIC CANCER x
PROGNOSIS PREDICTION approved
GEMETIC TEST (RT-PCR)

\@ et South Korea
& @ )
/[_J +%4 ) HIRA Notice 2025-133

Genetic & Metabolic

Congenital metabolic Approved
abnormality % with special

NEWBORN METABOLIC conditions
SCREENING TESTS

‘@. Canada
6 INESSS REF1188

Genetic & Metabolic
Rickets (vitamin D-
dependent)

Not
NEONATAL SCREENING TEST x
FOR VITAMIN D-DEPEMDENT approved
RICKETS (VDDR1A)

‘ Canada
INESSS REF1179

Neurology

Epilepsy
PENTOBARBITAL
HPLC-MS/MS ASSAY
A South Korea
HIRA Notice 2025-130

Other

Surgary Approved

CONTINUOUS /! vithspecia
TEMPERATURE s
MONITORING PROBES
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Other Guidance

(8] @) iesserer (] Iome

Cancer Cardiovascular

Cancer (solid tumors) Evidence Hypertension Evidence
TUMOR BIOMARKER p b HOME BLOOD PRESSURE p b
PANELS /| NGS MONITOR (UPPER ARM

SEQUENCING VALIDATED CUFF)

D Canada o Canada
h’ INESSS REF1175 | j,u INESSS REF565

Cardiovascular, Respiratory
Cancer Heart failure, Respiratory
Lung cancer ailure

LOW-DOSE CT LUNG Emnnunmnzu ,@E"i"“““
SCREENING EEH%I;MHE OXYGENATION
y Canada Canada
b{ INESSS REF1190 INESSS REF442

Cancer Gastrointestinal

Prostate cancer Evidence Gastrointestinal acid Eut
suppression, Peptic ulcer vidence
EXTERNAL RADIOTHERAPY review PROTON PUMP INHIBITORS /@ review

ULTRA-
hwumncnnummn] (PPIS)

England ‘@ Canada
ﬁ NICE HTE31 & INESSS REF1181

Cardiovascular Genetic & Metabolic

Aortic stenosis Evidence Sex-linked genetic conditions Evidence
; NON-INVASIVE FETAL SEX ;
I,iﬁ#égﬂﬂ'ﬁ.'&&s'f““ review DETERMINATION (CFDNA) review
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Other Guidance
Sweden Canada
D G SBU Evidence Map 2025 @ INESSS REF1185
Other Respiratory
Behaviour change

BEHAVIOUR CHANGE

. Chronic obstructive .
/@ Evidence pulmonary disease Evidence
INTERVENTIONS (VARIOUS) B A EeTICRE Ll
DEVICES)
Ireland England
HIQA protocol NICE HTE32

Other

Skin

Substance abuse p;uidm“ Venous leg ulcers Exiiance
E:?&(Thgggf LLING review éﬁiﬁ{%ﬂﬂﬂ;ﬁ&%‘fﬁ review

England

NICE HTE33
Other
3“'997'1? Evidence
BED FRAMES /@ review
(VARIOUS)

Canada
oﬁQ INESSS REF1186

Respiratory

Chronic obstructive
pulmonary disease

MOBILE APPLICATIONS FOR
PULMONARY REHABILITATION

Evidence
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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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