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Issue 14: June 2024
Approval decisions are split almost 50:50!

This newsletter summarises final decisions from HTA bodies around the world from
published reports in June 2024.

Good news for: ‘ ‘

Etrasimod, approved for ulcerative colitis in 32 Approvals
Australia and Scotland; Ivosidenib, approved

for acute myeloid leukaemia in England and

France; Voxelotor, approved for haemolytic

anaemia in England and sickle cell disease in

Scotland.

Mixed news for:

Capivasertib, approved for breast cancer in

Australia but not in France; Dupilumab,

approved in France for prurigo nodularis but ‘ ‘
not approved in Scotland for eosinophilic 31 Not approved
esophagitis.

Badpnef\,s for: 7 Excluded submissions
Nivolumab, not approved for malignant

melanoma in England and non-small-cell lung

cancer in France; Pembrolizumab, not

approved for stomach or gastroesophageal

junction cancer in England and Germany and

not approved for biliary tract carcinoma in ‘ ‘
Scotland; Polatzumab vedotin, not approved

alone or with rituximab, cyclophosphamide,
doxorubicin and prednisone for relapsed or

refractory diffuse large B-cell lymphoma

(DLBCL) in Germany.

8 with special arrangements
1 with orphan drug status

5 Evidence reviews
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Blood Cancer

Hemophilia B Myelodysplastic
Etranacogene ffﬁ%? oCeC syndrome v Approved
dezaparvovec Azacitidine

Scotland o France
SMC2636 k HAS AP345

Blood Cancer

Anaemia Breast cancer Not
Momelotinib Capivasertib Xa pproved
England wde Australia
NICE TA981 k TGALO1EX27

Blood Cancer

Haemolytic anaemia Approved Breast cancer g )
e Ve Capivasertib v/ Approve

- Scotland e Scotland
>’ SMC2626 y SMC2681

Blood Cancer

Sickle cell disease Approved Acute myeloid leukaemia o

Voxelotor %‘:‘;:;if;f:' Decitabine and Xﬂppmuad
cedazuridine
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o Germany o Scotland
h IQWiG A24-29 h SMC2614

Cancer Cancer
Acute myeloid leukaemia Not Relapsed or refractory
. diffuse | B-cell A d

Dﬂgltﬂbl_l&?f Xprrnuad Iy:m:!s::n?; ELBEEL] “ pprove
cedazuridine Glofitamab

b Germany b England

h IQWiG A23-143 h NICE TA979
Cancer Cancer
Endometrial cancer Acute myeloid leukaemia Approved
Dostarlimab Ivosidenib % e

ol Wales e France

# AWTTC 4943 y HAS A24-01
Cancer Cancer
Rel d fract Acut loid leuk i
miﬂ?:lae nf;;ﬂ:r:?a £ %Excludnd ;:;J::?I: e otraemE “ Approved
Elranatamab

() Qo B @

Cam':ard o Cancer

Relapsed or refractory Lymphoma

e retaanid it
pcoritamab rituxima
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Australia e England
TGA LO1BBO7 h NICE TA983

Cancer Cancer

T-ALL and T-LBL StnTanh o roaal Not
Nelarabine v Approved e Kroroved

Pembrolizumab

England e Scotland
NICE TA980 # SMC2683

Cancer Cancer

Melanoma st Biliary tract Not
i carcinoma anDrove
Nivolumah Pembrolizumab X pproved
France h Germany
HAS A23-141 e IQWiG A24-01

Cancer Cancer

Stomach or
Non-small cell lung Not gastroesophageal x Not
cancer approved junction cancer spproved

Nivolumab Pembrolizumab

Austria k Germany
AIHTA 178 4 IQWiG A24-58

Cancer

Cancer Stomach or

Advanced non-small gastroesophageal X Not
cell lung cancer VAPP”’““ unction cancer approved
Osimertinib embrolizumab
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Cancer

Eraast ca:m:l x Not Thyroid cancer X Not

rt a rove i a rove
t;s::zulrnfnha{?imd-dnsa s Sertlie pproved
subcutaneous)

o Brazil i L Brazil

# CONITEC h CONITEC
Cancer Cancer
Breast cancer Not Lymphoma
Pertuzumab ﬂ“!'-l approved Rituximab approved
i X (monotherapy) X

Germany e Wales
IQWiIG A23-141 h AWTTC 5155
Cancer Cancer
Relapsed or refractory Not Ovarian Cancer
flﬁ:ﬁ:::; EE&E{I} Xappmuad R“Cﬂpﬂrib
olatzumab vedotin
Germany wde [ Brazil
IQWiG A24-60 h CONITEC

Cancer Cancer

Relapsed or refractory e Thyroid cancer Mot
ﬂﬁ:ﬁgl!:; EE&EEIH xﬂPprnuad Sorafenib and Xa pproved

Paolatzumab vedotin lenvatinib
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Austria Wales
AIHTA 177 ﬁ AWTTC 5341

Cancer Cardiovascular

Metastatic Approved Acute ischaemic

non-small-cell lun with special Excluded
cancer [NSCLC} y %c:ndi:iuns strnka %7 e

Sugemalimab Tenecteplase

Austria L Australia
AIHTA 179 =9 TGA LO4AE

Cancer Gastrointestinal

Locally advanced or ; Approved Ulcerative colitis 7 .
metastatic non-sma w with special - “ pprove
cell lung cancer * conditions Etrasimod

Tislelizumab
Scotland
SMC2682

Germany
ﬁ IQWiG A24-25
Gastrointestinal

Cardiovascular

Heart failure Not Eosinophilic esophagitis Not

Enalapril Dupilumab Xa pproved
England ™ Scotland

ﬁ NICE TA984 =9 SMC2655

Cardiovascular Gastrointestinal

Tranlst_lévrqtin -~ Approved Ulcerative colitis . ’
amyiloidosis wi {w]th special . { pprove
cardiomyopathy ! conditions Etrasimod

Tafamidis
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Wales # Switzerland
AWTTC 4751 A FOPH

Genitourinary Metabolic/ genetic
Uterine fibroids Cystic fibrosis Not
Linzagolix % St Elexacaftor/ Xa pproved

tezacaftor/ ivacaftor

—» Germany ﬁ France
0% IQWiG A23-139 A HAS A24-59
Infection Metabolic/ genetic
Cytomegalovirus Acid sphingomyelinase

i Approved deficiency Approved
Lotermavir “ Olipudase alfa “
—» Germany ﬁ Germany
7% IQWIG A24-27 A IQWIG G24-06

Infection Metabolic/ genetic

Respiratory syncytial Not Friedreich's ataxia Approved
L Xappmuad Omaveloxolone ﬁ""’;:::;”“

Nirsevimab

<D Argentina Scotland
7% @IECS ‘%\ @smczssa

Infection Metabolic/ genetic
Dengue fever Obesity

Not Approved
Quac!rivalant dengue xapprwﬂd Tirzepatide V !::::itpiﬂ;::l
vaccine
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England
NICE TA982

Musculoskeletal

Idiopathic arthritis Not
Baricitinib Xa pproved
Wales
AWTTC 5094

Musculoskeletal

Idiopathic arthritis
Baricitinib
Scotland
I SMC2680
Musculoskeletal
Focal spasticity Not
Clostridium botulinum approved
neurotoxin type A
Canada

; CADTH RC1540-000

Neurology

Multiple sclerosis and

clinically isolated syndrome X Not
Interferons, glatiramer approved
acetate, and minocycline

‘ Germany
e IQWiG G24-05

Neurology

Genar:;:izad Approved
i i orphan drug

myasthenia gravis V(D han

Rozanolixizumab

‘ Canada
o CADTH RC1534-000
Neurology
ﬁftnkinn]'qlt;ams ndrome
eurotoxIicity syndrome A d
Tocilizumabh, anakinra, “ et
siltuximab

0y Germany

'_;‘_

"“ IQWiG A24-26

Neurology

Generalized
myasthenia gravis X“ p;::md
Zilucoplan

Germany
IQWiIG A24-24

Other

Insomnia Not
Daridorexant XEpprnuad
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Brazil France
CONITEC HAS AP240

Other Skin

Neuromyelitis optica 5 Prurigo nodularis

spectrum disorder XHP:m:fﬂd Dupil?lmah { Approved
Inebilizumab

Canada Australia
CADTH RC1536-000 TGAD11AH
Other Skin

Therapy-related Atopic dermatitis
toxicities v Approved Lebrikizumab
Infliximab

Canada Wales
CADTH RC1539-000 AWTTC 5025
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Other Skin
Chronic non-cancer B Vitiligo [ﬂh?
pain raview Ruxolitinib e
Nabilone p S
e Canada 4 g France
'if‘ RC1531-000 €y HAS AP356
Pregnancy Skin

s_etal dalcnhnl spectrum ; - Multiple myeloma X Not
isorder V pprove
Choline supplementation Talquetamab Spprovos
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[E o I?::::arland
SOf

Cancer
Glioblastoma

Tumour treating
fields

(5] © courec

Cardiovascular

Left ventricular heart

failure X“ h:_::, od
Left ventricular assist PP

device

AP South Korea
ﬁ 1&.& NECA Innovation-2024-6

Cardiovascular

Stroke
Virtual reality-based “ Approved
software for visual

perception training

Germany
N23-02

Musculoskeletal

Ligament ruptures Evidence

Active knee
movement splints

it South Korea

-
NECA HTA-2024-24
Musculoskeletal

Knee osteoarthritis

Autologous fat-derived
stromal vascular fraction

treatment
England
NICE IPG789

Approved

%‘H]th special
* conditions

Musculoskeletal

Hallux valgus

Minimally invasive “ Approved
percutaneous surgical

techniques

Germany
IQWIG E20-06

Musculoskeletal
Drug-resistant

. Evidence
EPIIBPBY p review
Transcutaneous vagus

nerve stimulation

it South Korea
aﬂQ ﬁ.&* NECA Innovation-2024-5

Respiratory

COPD
Respirato Approved
rah:hilitag:n software
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@ ™\ Argentina
« =/ IECS

Surgery

Urological pathology Not
Balloon dilation with approved
paclitaxel
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(s Spain
AQUAS

Cancer
Breast Cancer Not

Support tool in Xappmund
ultrasound
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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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