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ZUSAMMENFASSUNG

Die Entwicklung neuer Arzneimittel schreitet insbe-
sondere in der Onkologie rasch voran. Die steigende
Zahl innovativer und hochspezialisierter Arzneimit-
tel (z.B. zielgerichtete Therapien, Immuntherapien
und Zelltherapien) kann erhebliche Auswirkungen
auf die kinftige klinische Praxis sowie auf die Arz-
neimittelausgaben im Krankenhaussektor haben.
Horizon Scanning kann Entscheidungstrager:innen
dabei unterstltzen, neue Arzneimittel frihzeitig
zu erkennen und sich auf deren potenzielle Aus-
wirkungen vorzubereiten. Es handelt sich dabei um
einen systematischen Ansatz zur friihzeitigen Iden-
tifikation von Entwicklungen mit mittel- bis langfris-
tiger Relevanz.

Der vorliegende Bericht ist die erste Ausgabe des
Onkologie-Pipeline-Monitors, der im Rahmen des
Pilotprojekts ,,Nutzung von IHSI-Daten: Onkologie-
Pipeline-Monitor und Drug Alerts fur High-Impact-
Arzneimittel” erstellt wurde. Auf Basis von Daten
der International Horizon Scanning Initiative (IHSI)
werden onkologische Arzneimittel mit einer mog-
lichen EU-Zulassung innerhalb der néchsten zwei
Jahre sowie ausgewahlte Arzneimittel mit poten-
ziell hohem Impact auf die Versorgung und die Arz-
neimittelausgaben im 0&sterreichischen Kranken-
haussektor dargestellt. Dartber hinaus kann der
Pipeline-Monitor die Priorisierung von Arzneimit-
teln im Rahmen des Bewertungsboards fir ausge-
wahlte Arzneimittel unterstitzen.

Als primare Datenquelle diente die IHSI-Daten-
bank. Die onkologische Arzneimittelpipeline wur-
de anhand zentraler Merkmale der Entwicklung,
Zulassung und Indikation beschrieben. Erganzend
wurden gemeinsam mit Vertreter:innen des Kran-
kenhaussektors und klinischen Expert:innen Arz-
neimittel mit potenziell hohem Impact auf den 6s-
terreichischen Krankenhaussektor identifiziert und
in Kurzprofilen dargestellt.

Zentrale Ergebnisse auf einen Blick
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Umfangreiche und dynamische Pipeline: Aus
der IHSI-Datenbank haben wir 377 Eintrége zu
236 onkologischen Wirkstoffen fir 70 verschie-
denen Krebsarten extrahiert. Rund ein Drittel
der Wirkstoffe wird fir mehrere Indikationen
entwickelt.

& Hoher Anteil spezialisierter und innovativer

Therapieansatze: Neben etablierten zielgerich-
teten Therapien umfasst die Pipeline insbeson-
dere Zell- und Gentherapien, Immuncheckpo-
int-Inhibitoren, bispezifische Antikdrper und
T-Zell-Engager sowie Antikorper-Wirkstoff-Kon-
jugate.

Ausweitung bestehender Therapien und neue
Therapieansdtze: Die Pipeline ist sowohl durch
Indikationserweiterungen bereits etablierter
Arzneimittel als auch durch neue Wirkstoffe fir
Erkrankungen mit hohem ungedecktem medi-
zinischem Bedarf gepragt. Mehr als die Halfte
der Indikationen sind Kombinationstherapien.

Potenzielle finanzielle Relevanz: Fir rund die
Halfte der Datensatze liegen Kostenschatzun-
gen vor. Bei 90 % dieser Datensatze mit verfug-
baren Kostenschatzungen liegen die geschéatz-
ten Jahrestherapiekosten Uber 25.000 € pro
Patient:in.

20 Arzneimittel mit potenziell hohem Impact
identifiziert: Expert:innen aus dem Kranken-
haussektor und der klinischen Versorgung iden-
tifizierten 20 Arzneimittel fir 25 Indikationen
als potenziell besonders relevant fir den oster-
reichischen Krankenhaussektor. Fir 18 davon
wird eine EU-Zulassung im Jahr 2027 erwartet.

Schwerpunkt auf neuartigen Therapien und

seltenen Erkrankungen: Die ausgewdhlten
Arzneimittel umfassen insbesondere Zell- und



Gentherapien sowie weitere neuartige The-
rapieansatze. Knapp die Halfte weist einen
Orphan-Status auf, keine der ausgewahlten
Indikationen betrifft frihe Krankheitsstadi-
en.

Hohe Unsicherheit bei der frithzeitigen Ein-
schatzung: Die Auswahl und Einschatzung
des potenziellen Impacts sind mit Unsicher-
heiten hinsichtlich des Zulassungszeitpunkts,
der tatsachlichen Zulassung sowie der spate-
ren Anwendung und Ausgabenentwicklung
verbunden. Die Ergebnisse sind daher als
Momentaufnahme und nicht als Prognose
zu verstehen.

Der Onkologie-Pipeline-Monitor 2026 bietet eine
strukturierte frihzeitige Informationsgrundlage
Uber neue und potenziell versorgungsrelevante
Arzneimittelentwicklungen im Krankenhaussek-
tor. Die Ergebnisse verdeutlichen sowohl die Dy-
namik der onkologischen Arzneimittelentwicklung
als auch die potenzielle Bedeutung neuer, haufig
hochspezialisierter und kostenintensiver Therapie-
ansatze flur die zuklnftige Versorgung. Als Folge-
projekt sollte der Monitor durch regelmalige Ak-
tualisierungen und eine weitere Standardisierung
und Validierung der Auswahlmethodik fortgefiihrt
und weiterentwickelt werden.



INTRODUCTION

This report represents the pilot edition of the Sum-
mary Reports developed as part of the pilot project
‘Use of IHSI Data: Oncology Pipeline Monitor and
Drug Alerts for High-Impact Medicines” which ex-
plores the use of data from the International Ho-
rizon Scanning Initiative (IHSI) to support decision-
making in the hospital sector in Austria [1]. The
pilot edition focuses on oncology — the therapeutic
area that dominates the global clinical trial landsca-
pe, accounting for 41% of new trial starts in 2024
[2], and 37% of novel medicines recommended for
approval by European Medicines Agency (EMA) in
2025 [3]. It provides a snapshot of the regulatory
oncology pipeline and highlights a selection of me-
dicinal products that may have a substantial impact
on future clinical practice and pharmaceutical ex-
penditure in the Austrian hospital setting. At the
same time, it represents the first Austrian applicati-
on of IHSI data to systematically monitor emerging
medicines from a hospital perspective.

The development and availability of new medici-
nal products are progressing rapidly, particularly in
oncology. The growing number of innovative and
highly specialised medicinal products entering the
market, including targeted therapies, immunother-
apies, and cell therapies, may have substantial im-
plications for future clinical practice and pharma-
ceutical expenditure in hospitals. For hospital and
regional health fund decision-makers, this increa-
singly dynamic landscape creates challenges for
anticipating future developments and preparing for
their potential impact. Horizon scanning can sup-
port this process by raising awareness of new medi-
cinal products that may come to market in the next
few years, thereby enabling decision-makers to
assess potential opportunities and challenges and
to prepare the healthcare system accordingly. It is
a qualitative foresight method aimed at the early
discovery of developments not yet on the radar
of most experts, decision makers, or the general
public, and whose potential is not widely recogni-
sed.

'To learn more about the IHSI, please visit https://ihsi-health.org/about-ihsi/.

Although it is not a predictive tool, it facilitates the
systematic exploration of novelties that offer op-
portunities and challenges in the medium or long-
term [4], making it a particularly suitable approach
to supporting hospital preparedness for emerging
innovation.

Against this background, this pilot project explores
how data from the IHSI Database can be used to
provide a systematic overview of the regulatory
oncology pipeline and to identify medicinal pro-
ducts that may be particularly relevant for hospital
and regional health fund planning in Austria. The
IHSI Database is a global pharmaceutical intelli-
gence platform that consolidates data from multi-
ple relevant resources into a single, structured and
transparent repository of emerging health techno-
logies. It supports policymakers, payers and HTA
bodies in anticipating new medicines, preparing
health systems for market developments, and in-
forming pricing and reimbursement decisions.
IHSI is a member-state-owned, not-for-profit or-
ganisation governed exclusively by its participating
governmental health agencies, with funding pro-
vided through member-state contributions and no
pharmaceutical industry funding or involvement.!


https://ihsi-health.org/about-ihsi/

AIHTA has been active in horizon scanning initiati-
ves since 2009, when the programme line on ear-
ly assessments of new oncological therapies was
initiated to support decision-making by regional
drug commissions and payers [5]. As part of the
previous Horizon Scanning in Oncology (HSO) ini-
tiative, 91 early assessments of selected new on-
cology medicinal products were prepared by the
end of 2019, with a focus on products predicted to
have significant financial and/or therapeutic impli-
cations [6]. Due to the evolving European regula-
tory environment and Austria’s membership in the
IHSI network, the focus temporarily shifted in 2020
from active horizon scanning to the preparation of
monthly fact sheets on all recently approved onco-
logy indications [6]. Following the establishment of
the Austrian Appraisal Board (“Bewertungsboard
fir ausgewdhlte Arzneimittel”) in 2024, data from
the IHSI database has been leveraged to aid deci-
sion-makers in identifying high-cost and specialised
medicinal products relevant to the hospital setting
(and at the intersection of in- and extramural care)
with imminent or recent EU marketing authorisa-
tion, and in prioritising those that qualify for a full
health technology assessment.

Building on this experience, the present pilot pro-
ject takes a broader forward-looking perspective
and explores how IHSI data can be used to syste-
matically monitor medicines in development that
may become relevant to hospital care and hospital
pharmaceutical expenditure in Austria. The pipe-
line monitor could potentially also support the
prioritisation process of the Austrian Appraisal
Board by providing early information on emerging
medicinal products that may warrant considera-
tion for further assessment. The pilot is intended
to explore how pipeline monitoring could be es-
tablished as a regular and systematic activity. Rat-
her than predicting future market developments,
the monitor is designed to support early identifi-
cation and structured monitoring of potentially
relevant medicines. The experience gained from
this pilot may provide the basis for future regu-
lar updates and, potentially, an extension of the
approach to other therapeutic areas with signi-
ficant relevance for hospital strategic planning,
resource allocation and system preparedness.



AIM AND SCOPE OF THE REPORT

As one of the outputs of the pilot project ,Use of IHSI Data: Oncology Pipeline Monitor and Drug Alerts for
High-Impact Medicines’, the Pipeline Monitor Summary Report provides a structured overview of oncology
medicinal products in development that may obtain EU marketing authorisation within the next two years,
together with a selection of medicinal products associated with a particularly high potential impact if ap-
proved [1].

In addition to these aims, the Pipeline Monitor may provide information that could potentially support the
prioritisation of medicinal products for further assessment by the Austrian Appraisal Board.

Drawing on data from the IHSI database, In doing so, the report addresses the follo-

the report aims to: wing research questions (RQ):

3¢ Provide timely, structured, and actionable > RQ1: Which oncology medicinal products
information on the emerging oncology currently in development are expected to
pharmaceutical landscape to support stra- obtain EU marketing authorisation and re-
tegic and budget planning in the hospital ach the Austrian market within the next
sector in Austria, two years?

3  Present a visually accessible, synthesised > RQ2: Which of these products are likely to
overview of oncology medicinal products have a significant impact on hospital care
approaching potential market authorisa- and pharmaceutical expenditure in Aust-
tion based on pipeline data from the IHSI ria, in particular in the intramural sector
database, and the interface between intramural and

extramural care?

€ Raise awareness of selected oncology me-
dicinal products with high projected im- > RQ3:How can IHSI data be structured and

pact through the brief profiles. presented to best support early awaren-
ess, strategic decision-making and prepa-

redness in the hospital sector in Austria?



METHODS

The pilot approach was designed from an HTA and health system perspective to identify and characterise
emerging oncology medicines that may be relevant for future decision-making in the Austrian healthcare
system. The methodology combines systematic identification of the pre-regulatory oncology pipeline using
the IHSI Database with an aggregate assessment of the emerging pipeline and an exploratory selection of
medicinal products with potentially high clinical, organisational, and economic impact. The approach com-
prises three steps: (1) initial screening and application of predefined selection criteria, (2) development of
a shapshot of the oncology pipeline, and (3) selection and profiling of potentially impactful medicinal pro-

ducts.
STEP 1: Initial screening and selection criteria

The IHSI Database is the primary data source for iden-
tifying oncology medicinal products in the European
pre-regulatory pipeline. Arecord in the IHSI Database
represents a unique combination of compound, in-
dication, basic pharmaceutical form, and developer
(company)?. A single new medicinal product from a
specificdevelopermaybeundergoingmultipleclinical
studies for separate indications in parallel; these thus
appear as standalone records in the IHSI Database.

The IHSI Database offers advanced search and ex-
port functions, which are employed to retrieve
the list of oncology medicinal products relevant
for the Austrian pipeline monitor. The records
are restricted by the following criteria:

3¢ Record status: Active; only Originator pro-
ducts (no Generics or Biosimilars)

3 MedDRA System Organ Class: Neoplasms
Benign, Malignant and Unspecified (incl.
Cysts and Polyps)

IHSI Category: Oncology, Haematology

\YA Y4
I\ I\

Expected opinion of the EMA Committee for
Medicinal Products (Estimated): July 2026 to
December 2028

Two data extractions from the IHSI Database were
used to inform this report. The snapshot of the
oncology pipeline (described in detail in Step 2)
is based on data extracted on 8 July 2026, which
represents the most recent extraction at the time
of report preparation. The selection of medicinal
products deemed impactful (Step 3), however, was
performed on an earlier extraction dated 31 March
2026, as the selection process by hospital and
clinical partners required sufficient lead time. The
records retrieved using the search criteria descri-
bed above represent the oncology pipeline as cap-
tured by the IHSI Database at the date of extraction.

9

STEP 2: Snapshot of the pipeline

This section of the report presents anonymised
information at aggregate level. The retrieved list
of medicinal products was analysed to generate a
snapshot of the oncology pipeline as of the date of
extraction. The pipeline was broken down by the

following characteristics.

Cancer type

Cancer types are coded using the Medical Dictionry
for Regulatory Activities (MedDRA) Preferred Terms
terminology. MedDRA is a hierarchical classification
system used for regulatory submissions, surveillan-
ce, and clinical trial registries, and it is embedded
in the IHSI Database’s automated processes. The
Preferred Terms describe a condition more broadly
than Lowest Level Terms but more specifically than
System Organ Class (SOC), enabling distinctions

among various cancer types.

Highest stage of development

The highest stage of development corresponds to
the most advanced clinical trial in this sequence,
from lowest to highest: Phase 1 — 1/2 — 2 — 2/3
— 3. Products under the evaluation of EMA's Com-
mittee for Medicinal Products (CHMP) at the time
of data extraction are presented separately in the

accompanying visualisation.

Expected European Commission (EC)
Authorisation Date

This refers to the timeframe in which the EU mar-
keting authorisation is expected, typically granted
two months after a positive CHMP opinion is issu-
ed. It is reported as a combination of month and
year. As this information is generally unavailable

2 Explanations of the methodologies underlying the IHSI Database fields presented in this section were adapted from the IHSI Glossary of Terms [7]



for products in development, IHSI has developed
an algorithm to predict key regulatory milestones,
particularly the expected submission of the mar-
keting authorisation application (MAA) and the
subsequent CHMP opinion. The algorithm integ-
rates multiple types of horizon-scanning signals,
including primary completion dates for pivotal cli-
nical trials, company announcements, EMA docu-
mentation, and other publicly available third-party
sources. Given the numerous scientific, regulatory,
and commercial factors that influence the timing
of regulatory review and approval, these estimates
should be interpreted as indicative rather than de-
finitive.

Drug class

Drug class labels from the IHSI database were con-
solidated into broader pharmacological categories
to enable meaningful comparison across the pipe-
line. Where a finer-grained breakdown was dee-
med useful, notably for small-molecule targeted
therapies, subcategories by molecular target family
were also distinguished. As there is no established
drug class hierarchy, drug classes of pipeline pro-
ducts are currently coded in the IHSI database with
inconsistent nomenclature. Work is ongoing within
the IHSI database to develop a standardised met-
hod for reporting drug classes and tracking emer-
ging drug classes. In the meantime, to mitigate this
issue, the Claude Al model Opus 4.6 was first tasked

with creating a scientifically plausible taxonomy of
pharmacological categories based on drugs’ me-
chanism of action and modality, and subsequently
with grouping the raw data into these categories.
The scientific soundness of the resulting categori-
sation was reviewed and verified by the authors

EMA Submission type

A MAA can be submitted to EMA as either a New
medicine application, a Type Il variation, or an Ex-
tension of marketing authorisation. A new medici-
ne is a brand name that has not previously been
authorised for any indication by EMA. This applies
to novel compounds as well as new biosimilars
and generics, although this report includes only
originators. Where a brand name has previously
been authorised in the EU, the marketing autho-
risation holder may expand the terms of the aut-
horisation by applying for either a Type Il variation
or an Extension. The distinction between these
two pathways is outlined in the Factbox below.

10



EMA Regulatory Designations

Three EMA designation schemes were considered:
Orphan, PRIME (PRlority MEdicines), and Advanced
Therapy Medicinal Product (ATMP) classification.
These designations share the benefit of ena-bling
accelerated development and assessment to me-
dicinal products that qualify for the access. For a
brief explanation of these schemes, please check
the Factbox below. Products classified as , Potential
ATMP“ — indicating that ATMP eligibility has been
flagged by the IHSI database but not yet formally
confirmed — are reported separately from confir-
med ATMPs to distinguish between established and
anticipated regulatory status.

Indication-related specifications

The anticipated indication wording for which each
medicinal product is expected to be authorised in
the EU is also estimated by the IHSI. This indicati-
on-related information can be broken down across
these four dimensions: target age group, stage of
disease it is intended to treat, place in treatment
(mostly treatment lines), and whether it is expec-
ted to be a combination therapy. The following age
groups were considered: adults and elderly; adole-
scents; and paediatric population (children, and/or
infants and toddlers).

Stage of disease is broadly split into advanced- and
early-stage cancers. Place in treatment distinguis-
hes first-line treatment from second-line and later-
line treatments. Products expected to be used in
combination with other therapies are distinguished
from monotherapies.

1

Cost

The IHSI Database aims to estimate the per-patient,
per-year cost of treatment using cost data from var-
ious sources. Cost estimates are reported using five
tiers predefined in the IHSI Database:

3¢ Tier 1 (up to €1,000),

3¢ Tier 2 (€1,001 to €25,000),

3¢ Tier 3 (€25,001 to €150,000),

3 Tier 4 (€150,001 to €750,000), and
¢ Tier 5 (above €750,000).

Cost information is not yet available for all pipeline
products; the proportion with available estimates is
reported alongside the tier distribution.

It should be noted when reading this report that
information on the development of medicinal pro-
ducts is subject to considerable uncertainty, and
predicting when products will reach particular de-
velopmental and regulatory milestones is inherent-
ly imprecise. International publications describe cli-
nical-stage attrition rates of up to 40% (or Phase llI
to approval) [8, 9], although they can vary substan-
tially depending on the technology platform and
therapeutic area. Factors that may affect the rea-
lisation of projected timelines include clinical trial
failures, regulatory delays, shifts in global health
policy, and changes in commercial strategy. This
should be borne in mind particularly when inter-
preting the expected EC authorisation timeline and
MAA submission-related projections presented in
this report.



FACTBOX 1

EMA Submission types:

Commission Regulation (EC) No 1234/2008 (the
Variations Regulation) defines a Type Il variation
as a major variation to the previously granted
marketing authorisation that may have a signi-
ficant impact on the quality, safety or efficacy
of a medicinal product, but does not fulfil the
conditions for extension of a marketing authori-
sation. Examples include the addition of a new
therapeutic indication, major changes to manu-
facturing processes, or other changes that may
significantly affect the product’s quality, safety or
efficacy.

Certain changes to a marketing authorisation are
considered to fundamentally alter the terms of
the initial marketing authorisation and therefore
cannot be granted following a Type Il variation
procedure. These changes are to be submitted
as ,Extensions of marketing authorisations’.
Two main categories of changes requiring an
extension of marketing authorisation” are follo-
wing: changes to the active substance and chan-
ges to the strength, pharmaceutical form and
route of administration [10].

FACTBOX 2

EMA Regulatory Designations:

ATMPs are defined by EMA as medicines for hu-
man use that are based on genes, tissues or cells.
Main types include: gene therapy medicines, so-
matic-cell therapy medicines, and tissue-engi-
neered medicines; some ATMPs may also contain
medical devices as a part of the medicine. The
classification of a medicinal product as ATMP is
a voluntary EMA procedure governed by Regula-
tion (EC) No 1394/2007 with the potential to grant
health technology developers (HTDs) several re-
gulatory and commercial advantages.

Given the voluntary status of the classification
procedure, IHSI identifies the medicinal products
which meet the criteria set out in Regulation
No 1394/2007 and classifies them as ,Potential
ATMPs".

Orphan designation is granted to medicinal pro-
ducts that show promise in treatment, preventi-
on, or diagnosis of life threatening or chronical-
ly debilitating diseases affecting fewer than 5 in
10,000 people in the EU or offering low returns on
R&D investment. The incentives to HTDs include
access to scientific advice, reduced fees, and 10-
year market exclusivity.

PRIME is an EMA scheme designed to support and
optimise the development and assessment of me-
dicines targeting unmet medical needs. The main
advantage to HTDs lies in earlier and more intensi-
ve regulatory support, such as early dialogue and
scientific advice, eligibility for accelerated assess-
ment, among others. It is a highly selective sche-
me focusing on the most promising medicines
with the potential to deliver a major therapeutic
advantage: the acceptance rate in 2025 was 29%
(16 of 56 applicants were accepted) [3].

For further details on the EMA submission types
and regulatory designations, please consult the
official website of EMA at link https://www.ema.
europa.eu/en/human-requlatory-overview

12
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STEP 3: Selection of medicinal products
deemed impactful

The second section of the Results presents a short-
list of selected medicinal products accompanied by
brief profiles.

Hospital-based stakeholders and clinical experts
identified medicinal products considered potenti-
ally highly impactful for the Austrian hospital sec-
tor. This includes products expected to be used

at the interface of inpatient and outpatient care, as
well as those that may lead to shifts in care pro-
vision between sectors. For the purposes of this
pilot project, high impact was defined broadly as
the potential to meaningfully change patient health
outcomes and disease management while affecting
healthcare costs, resource utilisation, and the orga-
nisation and delivery of care in Austria.

The primary inclusion criteria applied by our hospi-
tal and clinical experts at the time of the selection
were following:

3¢ EMA submission type= New medicine applica-
tion
¢ Expected CHMP opinion in year 2027

N
3 Route of administration and pharmaceutical
form signalling the intramural administration.

There were no further explicitly defined inclusion
or exclusion criteria, but the hospital and clinical
experts outlined these rationales that guided their
prioritisation:

3 High expected economic impact,

3¢ Disruptive mechanism of action,

3¢ Combination therapy potential,

3¢ Ultra-orphan therapies,

3 Infrastructure demands,

3¢ Regulatory accelerations, especially from the
U.S. Food and Drug Administration (FDA),

3 Inclusion of the medicinal product in the IHSI
High Impact Report series.
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The characteristics of the selected medicinal pro-
ducts were compared with those of the overall on-
cology pipeline across the dimensions described in
the Snapshot of the pipeline section. The results of
this comparative analysis are presented in the Re-
sults section. It should be noted that the selection
methodology used in this first pipeline monitor ref-
lects the pilot phase of the project and should the-
refore be considered exploratory. In future editions,
the selection process is intended to become more
explicit, transparent, and reproducible through
the application of predefined criteria for identify-
ing high-impact pipeline products. Further details
are discussed in the Interpretation of findings.

The last part of the Results section features sum-
mary profiles of the selected medicinal products.
Each profile includes the following information:

3¢ Active compound and drug class (as it appe-
ars in the IHSI database and the respective
category),

2 Astimated indication,

3¢ Estimated size of the eligible population in

Austria,

3¢ Registrational clinical trial and its phase,

3¢ Health technology developer,

3¢ Estimated EC authorisation timeline,

3¢ Maximum duration of related patent protection
and

3 Selected record attributes (EMA designations,

combination therapy, paediatric target popu-
lation, under CHPM evaluation, Austria among
clinical trial sites),

3¢ Expected cost tier.

The estimated size of the eligible population in
Austria was derived using the incidence rate pro-
vided in the IHSI Database. The crude incidence or
prevalence rates of the given condition in Europe



are narrowed down by the IHSI using published
epidemiological data on the prevalence of indica-
tion-specific characteristics (e.g. biomarker status,
disease stage, or prior treatment history) to appro-
ximate the population meeting the expected indi-
cation wording.

Patent expiry was considered an additional context-
ual indicator for decision-makers, as it may provide
an indication of the potential timing of generic or
biosimilar competition and, consequently, of future
changes in medicine expenditure. The information
should, however, be interpreted as an estimate of
the maximum duration of patent protection and
does not necessarily correspond to the actual date
of loss of market exclusivity or the expected timing
of generic or biosimilar entry. As patent informa-
tion is not provided in the IHSI Database, additional
research was conducted to estimate the remaining
duration of patent protection for selected medici-
nes included in the oncology pipeline monitor. For
this purpose, annual reports on Form 10-K filed
with the U.S. Securities and Exchange Commission
(SEC) were reviewed. Companies whose securities
(stocks) are publicly traded in the United States are
required under the Securities Exchange Act of 1934
to file a 10-K report each year, giving a comprehen-
sive overview of their business, financial condition
and key risks. Under Item 101 of SEC Regulation S-K,
companies must describe the duration and effect
of patents that are material to their business. Phar-
maceutical and biotechnology companies therefo-
re routinely disclose patent information, as the loss
of market exclusivity for a product can substantially
affect future revenues and is thus

of direct relevance to investors. This information
is often presented in tabular form, listing for each
product or product candidate:

3 The type of patent (e.g., composition of matter,
method of use, formulation or manufacturing
process),

3¢ The jurisdictions covered (typically the United
States, Europe and Japan),

3 The expected expiry dates.

Some companies also indicate whether these dates
include, or may be prolonged by, patent term ex-
tensions in the United States or supplementary
protection certificates in the EU. Some also report
regulatory exclusivities such as data or orphan mar-
ket exclusivity. Where available, the latest reported
patent expiry date relevant to the medicinal pro-
duct was used to estimate the maximum duration
of market exclusivity.
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RESULTS

Snapshot of the oncology pipeline

The oncology pipeline comprises a total of 377 re-
cords with expected CHMP opinion until December
2028 (see complete list in Appendix). It is composed
of 236 active compounds; of these, 155 (65.7%) are
associated with a single indication, while 81 (34.3%)
are under development for multiple indications. The
most extensively represented active compounds in
the pipeline are durvalumab and datopotamab de-
ruxtecan, each in development across 13 indications,
followed by pembrolizumab with 11 indications. As all
three are already authorised in the EU, the associated
records represent Type |l variation applications for ex-
tensions of indication.

Cancer types

The pipeline spans 70 distinct cancer types as classi-
fied by MedDRA Preferred Terms. Overall, solid tumor

indications account for 278 records (73.7%) and hae-
matological malignancies for 99 records (26.3%). The
six most represented conditions are non-small cell
lung cancer (51 products; 13.5%), breast cancer (38;
10.1%), plasma cell myeloma (19; 5.0%), bladder tran-
sitional cell carcinoma, diffuse large B-cell lymphoma
and small cell lung cancer (all three related to 16 pro-
ducts; 4.2%), together accounting for 41.2% of the
oncology pipeline. Twenty-two conditions have more
than five medicinal products in development, while
the remaining 48 conditions (collectively comprising
89 records; 23.6%) each have fewer than five pro-
ducts in the pipeline (see Figure 1).

Non-small cell lung cancer 51 (13.5%)
Breast cancer 38 (10.1%)
Plasma cell myeloma 19 (5.0%)
Bladder transitional cell carcinoma 16 (4.2%)
Diffuse large B-cell lymphoma 16 (4.2%)
Small cell lung cancer 16 (4.2%)
Prostate cancer 15 (4.0%) — Solid tumours
Endometrial cancer 12 (3.2%) B Haematological
Hepatocellular carcinoma 11 (2.9%) Other / unspecified
Malignant melanoma 11(2.9%) Lighter shade = Type Il variation
Acute myeloid leukaemia 9 (2.4%)
Adenocarcinoma 9% (2.4%)
Ovarian cancer 9 (2.4%)
Colorectal cancer 8 (2.1%)
Bladder cancer 6 (1.6%)
Chronic lymphocytic leukaemia 6 (1.6%)
Mantle cell lymphoma 6 (1.6%)
Myelofibrosis 6 (1.6%)
Pancreatic carcinoma 6 (1.6%)
Renal cell carcinoma 6 (1.6%)
Squamous cell carcinoma of head and neck 6 (1.6%)
Transitional cell carcinoma 6 (1.6%)
Other cancer types (48 conditions) 89 (23.6%)
40 60 80 100

0 .20
* Includes 1 Extension application

Figure 1: Pipeline composition by cancer types
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EMA Submission types

Of the 377 records, 219 (58.1%) correspond to new
medicine applications, 157 (41.6%) to Type Il vari-
ation applications, and one (0.3%) to an extension
application (for explanation of the three main EMA
submission types, please refer to Factbox 1). The
distribution of EMA submission types varies across
expected authorisation years. In the remaining
months of 2026, 80% (20 of 25) of the expected
marketing authorisation approvals are expected to
result from Type Il variation applications. In 2027,
the peak year with 198 anticipated authorisations,
the split is expected to be approximately even bet-
ween new medicine applications (104; 52.5%) and
Type Il variation applications (94; 47.5%). In 2028,
new medicine applications are expected to account
for the majority of approvals (99 of 136; 72.8%),
with Type Il variation applications expected to ac-
count for 37 approvals (27.2%) (see Figure 2).

198
(52.5%)

200 ~

150 1

100

Number of medicinal products

25
(6.6%)

2026 2027
2026 2027
5 104
20 %
0 0
25 198

Figure 2: Pipeline composition by EMA submission types

Analysing the EMA submission types distribution
across the leading cancer conditions, the non-small
cell lung cancer pipeline consists predominantly of
new medicine applications (33 of 51; 64.7%), whe-
reas the breast cancer pipeline was predominantly
composed of Type Il variation applications (21 of 38;
55.5%). At the extremes of this spectrum, pancrea-
tic carcinoma stood out as the only condition with
more than 5 pipeline records, all of which were new
medicine applications (6 of 6). Bladder cancer, con-
versely, was the only condition with a comparable
pipeline size composed entirely of Type Il variation
applications (6 of 6), indicating that pipeline activity
is driven exclusively by already approved products
(all immune checkpoint inhibitors) undergoing fur-
ther development for new indications, rather than
by novel active compounds.

M New medicine
mmm Type |l variation
Extension

136
(36.1%)

18
(4.8%)

2028 2029
2028 2029 Total
99 11 219
37 6 157
0 1 1
136 18 377
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Highest stage of development

The majority of pipeline products has reached Pha-
se 3 clinical trial level of development (239; 63.4%),
followed by Phase 2 (52; 13.8%), Phase 1/2 (35;
9.3%), Phase 2/3 (14; 3.7%), and Phase 1 (5; 1.3%).
Additional 32 products (8.5%) were under evalua-
tion by the CHMP at the

250

200

=
%
o

100

Number of medicinal products

52 (13.8%)
50
35 (9.3%)

5(1.3%)

Phase 1 Phase 1/2 Phase 2

Figure 3: Pipeline composition by highest stage of development
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time of data extraction. Among these, the vast ma-
jority (28; 87.5%) have completed Phase 3 trials,
while two have Phase 2 data, one has Phase 1/2
data, and, notably, one product (cosibelimab for
cutaneous squamous cell carcinoma) is associated
with a Phase 1 trial only only (see Figure 3).

239 (63.4%)

Phase 1 (1)
_—Phase 1/2 (1)

14 (3.7%)

32 (8.5%) _—phase2 (2)
e
< Phase 3 (28)
Phase 2/3 Phase 3 Under CHMP
evaluation



Expected EC authorisation timeline

The chronological distribution of expected EC
authorisations reveals a pronounced peak in the
anticipated regulatory activity in 2027, when
52.5% of the pipeline products are expected to
receive EC approval, followed by 2028 (36.1%).
The single month with the highest amount of ex-
pected approvals is October 2027 (45 products),
followed by August 2027 (34) and April 2028
(29). The period from February to October 2027

50

N w B
o o o

Number of medicinal products

-
o

accounts for a substantial share of projected aut-
horisations, consistent with the maturation of a
large cohort of late-stage products approaching
regulatory decisions. A gap is observed in Decem-
ber 2026, with no anticipated authorisations, follo-
wed by a rapid escalation into early 2027. Activity
is expected to taper from mid-2028 onwards, with
monthly counts generally ranging between 7 and
14 products through to February 2029 (see Figure 4).
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Figure 4: Pipeline composition by expected EC authorisation date
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EMA regulatory designations

Three EMA regulatory designation schemes were
examined in this analysis: Orphan, PRIME and ATMP
classification. Each captures a different aspect of
regulatory recognition and can signal medicines
of particular relevance to healthcare systems. A
detailed description of these designation schemes
is provided in Factbox 2. Of the 377 records, 112
(29.7%) carry at least one confirmed EMA regula-
tory designation, while 265 (70.3%) have none. Or-
phan designation is the most prevalent, covering
101 records (26.8%), while both the PRIME desig-
nation and confirmed ATMP status are reported for
16 records (4.2%). An additional 33 records (8.8%)
are classified as potential ATMPs, indicating that
ATMP eligibility has been recorded by IHSI but not
yet formally confirmed by the Committee for Ad-
vanced Therapies. Note that all ATMPs and poten-
tial ATMPs belong exclusively to the following drug
classes: Cell & Gene Therapies, Cancer Vaccines
and Oncolytic Virus Therapies, directly reflecting
the definition of ATMPs (see Factbox 2).

Designations Combination
Orphan + PRIME + ATMP
n=2 additional Potential ATMPs
Orphan + PRIME
Orphan + ATMP
2 additional Potential ATMPs

PRIME + ATMP

additional Potential ATMPs

Orphan
ATMP
n=93 additional Potential ATMPs
PRIME
0 No EMA designation
n=265
Total

Figure 5: Pipeline composition by EMA designations
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Only two records hold all three confirmed designa-
tions (brexucabtagene autoleucel for mantle cell
lyphoma and afamitresgene autoleucel for synovi-
al sarcoma), with a further six records potentially
meeting all three criteria if the potential ATMP sta-
tus is formally confirmed. Among records with two
confirmed designations (n=17), the most common
pairing was orphan designation with PRIME desig-
nation (9 records). The majority of records with a
single designation (n=93) hold Orphan designation
as their sole designation (85 records), with six ha-
ving a confirmed ATMP status (further 25 classified
as potential ATMPs) and 2 holding PRIME designa-
tion only (see Figure 5).

Count %
2 0.5%
6
9 2.4%
5 1.3%
1
3 0.8%
1
85 22.5%
6 1.6%
25
2 0.5%
265 70.3
377 100%



Drug class grouping

At the unique active compound level (n=236), pro-
ducts are classified into 11 top-level drug class ca-
tegories. Small-molecule targeted therapies cons-
titute the largest class (102 compounds; 43.2%),
followed by cell and gene therapies (26; 11.0%),
immune checkpoint inhibitors and bispecific anti-
body and T-cell engagers (18 each; 7.6%), other
monoclonal antibodies (17; 7.2%), and antibo-
dy-drug conjugates (16; 6.8%). Cytotoxic chemot-
herapy accounted for 10 compounds (4.2%), can-
cer vaccines and radiopharmaceuticals for 6 each
(2.5%), and oncolytic virus therapies for 4 (1.7%).
Thirteen compounds (5.5%) could not be assigned
to a specific category.

Within the small-molecule targeted therapies, the
breakdown by target shows that receptor tyrosine
kinase inhibitors represent the largest subcategory
(29 compounds; 12.3% of the total pipeline), en-
compassing agents directed at EGFR, HER2, ALK,
ROS1, RET, c-MET, KIT, FGFR, and VEGFR targets.

# Drug Class (Grouped)

[y

Small-Molecule Targeted Therapies

N

Cell & Gene Therapies

3 Immune Checkpoint Inhibitors

4 Bispecific Antibody & T-Cell Engagers
5  Other Monoclonal Antibodies

6  Antibody-Drug Conjugates

7  Other

8  Cytotoxic Chemotherapy

{e)

Cancer Vaccines
10 Radiopharmaceuticals
11  Oncolytic Virus Therapies

Total

Figure 6: Pipeline composition by major drug classes

Serine/threonine and pathway kinase inhibitors
(13; 5.5%), targeting BRAF/RAF, CDK, PI3K/AKT/
mTOR, and checkpoint kinases, constituted the se-
cond-largest subcategory. Hormone and endocrine
therapies and epigenetic modulators are equally
represented (11 each; 4.7%), followed by non-re-
ceptor tyrosine kinase inhibitors and other targeted
small molecules (9 each; 3.8%). Apoptosis and pro-
tein homeostasis agents account for 8 compounds
(3.4%), RAS/KRAS pathway inhibitors for 7 (3.0%),
and PARP inhibitors for 5 (2.1%) (see Figure 7).

It should be noted that, with a few exceptions
(gedatolisib, leuprolide acetate, nanvuranlat, ni-
brozetone, octreotide, tambiciclib, trilaciclib, and
zilovertamab vedotin), all small-molecule targeted
therapies with available information on pharma-
ceutical form are intended for oral administration
and therefore fall largely outside the scope of intra-
mural sector.

Count %
102 43.2%
26 11.0%
18 7.6%
18 7.6%
17 7.2%
16 6.8%
13 5.5%
10 4.2%
6 2.5%

6 2.5%

4 1.7%
236 100%
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Within the small-molecule targeted therapies, the
breakdown by target showed that receptor tyrosi-
ne kinase inhibitors represent the largest subcate-
gory (29 compounds; 12.3% of the total pipeline),
encompassing agents directed at EGFR, HER2,
ALK, ROS1, RET, c-MET, KIT, FGFR, and VEGFR tar-
gets. Serine/threonine and pathway kinase inhi-
bitors (13; 5.5%), targeting BRAF/RAF, CDK, PI3K/
AKT/mTOR, and checkpoint kinases, constituted
the second-largest subcategory. Hormone and en-
docrine therapies and epigenetic modulators are
equally represented (11 each; 4.7%), followed by
non-receptor tyrosine kinase inhibitors and other

SM Small-molecule targeted therapies
Py Receptor tyrosine kinase inhibitors
(EGFR, HER2, ALK, ROS1, RET, c-MET, KIT, FGFR, VEGFR)

Py Serine/threonine & pathway kinase inhibitors
(BRAF/RAF, CDK, PI3K/AKT/mTOR, CHK)

PY Hormone & endocrine therapies
(SERDs, AR antagonists, GnRH, GR modulators)

°® Epigenetic modulators
(HDAC, EZH2, BET, menin-MLL, LSD1)

® Non-receptor tyrosine kinase inhibitors
(BTK, BCR-ABL, JAK, CSF-1R)

® Other targeted small molecules
(IDH, HIF-2a, Notch, SST, etc.)

PY Apoptosis & protein homeostasis
(BCL-2, cereblon/CELMoD, MDM2/p53, exportin)

@® RAS/KRAS pathway inhibitors

® PARP inhibitors

Figure 7: Small-molecule targeted therapies by target groups

21

targeted small molecules (9 each; 3.8%). Apopto-
sis and protein homeostasis agents account for 8
compounds (3.4%), RAS/KRAS pathway inhibitors
for 7 (3.0%), and PARP inhibitors for 5 (2.1%) (see
Figure 7). It should be noted that, with a few excep-
tions (gedatolisib, leuprolide acetate, nanvuranlat,
nibrozetone, octreotide, tambiciclib, trilaciclib, and
zilovertamab vedotin), all small-molecule targeted
therapies with available information on pharma-
ceutical form are intended for oral administration
and therefore fall largely outside the scope of intra-
mural sector.

102 43.2%
29 12.3%
13 55%
11 47%
11 47%

9 3.8%
9 38%
8 3.4%
7 3.0%
5 21%



The pipeline does not include any first-in-class pro-
duct, i.e., prototype drugs introducing a complete-
ly novel mechanism of action to treat a particular
medical condition. However, the first-in-class status
is normally assigned only retrospectively, following
regulatory approval, particularly by the FDA.

Combining the drug class grouping with the EMA
submission types demonstrates that Immune
Check-point Inhibitors, Bispecific Antibody & T-Cell
Engagers, and ADCs are predominantly represented
by already approved medicinal products undergo-
ing further indication development through Type I
variation applications. By contrast, Cancer Vaccines
(100% new medicine applications), Oncolytic Virus
Therapies (100%), Radiopharmaceuticals (80%), as
well as Cytotoxic chemotherapies (82%) and Cell
& Gene therapies (69%), are mostly novel com-
pounds expected to be submitted as new medicine
applications. A cross-tabulation by expected aut-
horisation timeline is consistent with this pattern:
immune checkpoint inhibitors, despite accounting
for the largest share of the early pipeline (17% of
combined 2026 and 2027 authorisations), decline
markedly in the later period (7% of combined 2028
and 2029 authorisations), which may suggest that
the scope for further indication expansion is beco-
ming more limited for this established therapeutic
modality. ADCs, also driven largely by

Type Il variations, show a different trajectory (7%
to 12%), which may indicate that this platform is
at an earlier stage of its indication-expansion cyc-
le. Smaller modalities such as cancer vaccines and
radiopharmaceuticals also show a proportionally
greater presence in the later pipeline, although the
small absolute numbers warrant cautious interpre-
tation. These shifts should, however, be interpreted
cautiously given the uncertainty associated with la-
ter-pipeline estimates.
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Indication-related specifications

3¢ Age group: The overwhelming majority of pipe-

line medicinal products are intended for the
adult population only (345; 91.5%). Thirty-two
products (8.5%) include adolescents within the
target age group of their estimated indication,
while 18 include children, and 11 also include
infants and toddlers. Two medicinal products
are developed exclusively for paediatric popu-
lations (infants, toddlers, children, and adole-
scents) (see Figure 8). The conditions most fre-
guently represented in the paediatric-inclusive
pipeline (n=32) are acute myeloid leukaemia (5
products), malignant melanoma (3), and syn-
ovial sarcoma (3).

Only adults and Also for

elderly adolescents
Adult and 345 14
elderly
Paediatric i i
only
Total 345 14

Figure 8: Pipeline composition by target population based on age
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Combination therapies: 195 of the pipeline
products (51.7%) are combination therapies,
while 182 (48.3%) are monotherapies. Che-
motherapy is the dominant backbone partner
(present in 59 combination regimens), followed
by immune checkpoint inhibitors mentioned in
47 various combination regimens (of which 23
contain pembrolizumab).

Place in treatment and stage of disease: Bro-
adly, 124 indications (32.9%) are intended for
first-line treatment, the vast majority targe-
ting advanced or metastatic disease (at least
82). Only 43 indications in the overall pipeline
(11.4%) were clearly identifiable as targeting
early-stage or resectable cancers (15 in first-li-
ne early-stage settings and 28 in adjuvant or
neoadjuvant settings), which underscores the
predominant focus of oncology pipeline de-
velopment on advanced, relapsed, or refractory
disease.

Also for children and

adolescents ezl
16 375
2 2
18 377



Cost

More than half of the pipeline records (192, 50.9%)
had cost estimates available in the IHSI Database.
Most pipeline records with available cost estima-
tes qualify for Tier 3 (Estimated European Cost of
€25,001 to €150,000)- 124 (32.8% of the overall
pipeline); followed by Tier 4 (Estimated European

Estimated European cost tier
(n=192 with cost estimate)

140 4

(65% of known)
124

120 1

100 4

80

60 -

Number of medicinal products

40 1

(7% of known)

20 1 (3% of known) 13
. ]
0 T
Tier 1 Tier 2 Tier 3
€1 -€1000 €1 001 - €25 000 €25 001 - €150 000

Figure 9: Cost distribution of the pipeline

ost of €150,001 to €750,000) with 49 products
(13.0% of the pipeline). No product has an estima-
ted per-year per-patient cost exceeding €750,000
(see Figure 9).

Data availability

185
(49%)
(26% of known)
49
Tier 4 0 100 200 300

€150 001 - €750 000 Products

I Cost estimate available
No estimate
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Selected medicinal products deemed highly impactful

Characterisation of the selected medicinal
product

The hospital and clinical experts involved in the
selection prioritised 20 medicinal products develo-
ped for 25 indications. This is how they compare
to the overall oncology pipeline across the chosen
dimensions:

3¢ Cancer types: The selection spans 20 distinct
cancer types andincludes rare cancer types that
have only a minor representation in the overall
pipeline, such as blastic plasmacytoid dendritic
cell neoplasia, synovial sarcoma, osteosarco-
ma, pleural mesothelioma, and Waldenstrom'’s
macroglobulinaemia. At the same time, mul-
tiple products were selected for the two most
represented pipeline conditions- non-small cell
lung cancer (3) and breast cancer (2), as well as
small cell lung cancer (2); therefore, we present
the medicinal products for the lung cancerin a
separate table.

\7
I\

Submission types: The selection contains only
one Type Il variation (tarlatamab, which was
classified as a new medicine at the time of the
prioritisation). New medicine applications ac-
count for 58% of records pipeline-wide.

\Y4
I\

Highest stage of development: The selection
is dominated by products in Phase 2 of devel-
opment, which represent 52% of the selection,
compared with only 14% of the overall pipeline.
Two products are currently under CHMP evalu-
ation (compared to 9% of the overall pipeline):
one based on Phase 2 registrational trial data
and one based on Phase 3 data.

€ Expected EC authorisation timeline: With the
exception of two products expected to be au-
thorised in the first quarter of 2028, all selected
products are expected to receive EU marketing
authorisation in 2027, which is the peak year
for regulatory activity in the overall pipeline
(53% of products).

EMA designations: Nearly half of the selected
products carry at least one EMA designation,
the orphan designation (27% in the overall pipe-
line). Three of these products have been gran-
ted an additional PRIME designation (compared
with only nine products with both Orphan and

\Y4
I\
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PRIME designations in the overall pipeline), and
one also holds confirmed ATMP status (compa-
red with only five products with both Orphan
designation and confirmed ATMP status pipe-
line-wide). Among the selected products wit-
hout any confirmed EMA designation, six carry at
least a potential ATMP status (24% of the selec-
tion, compared with 7% of the overall pipeline).

€ Drug class grouping: The selection is dispropor-
tionately represented by cell & gene therapies
(11% of the overall pipeline vs 30% of the selec-
tion), while small-molecule targeted therapies
are represented by only one selected product.
The selection also prioritised medicinal pro-
ducts from innovative drug classes with only a
minor pipeline representation: oncolytic virus
therapies (two selected products out of four in
the overall pipeline), radiopharmaceuticals and
cancer vaccines (one selected product out of
six in each class).

3¢ Paediatric population: Of the 32 pipeline pro-
ducts with an indication covering adolescents,
four were selected (representing 16% of the se-
lected products and 9% of the overall pipeline).
However, none of the selected products has an
indication for children below 10 years of age

3¢ Combination therapies: Eleven of the 25 selec-
ted indications (44.0%) are combination thera-
pies, with chemotherapy as the most common
backbone (included in 5 regimens).

3¢ Place in treatment: Six of the selected indi-
cations (24.0%) are intended for the first-line
setting, a lower proportion than in the overall
pipeline (32.9%). None of the selected products
targets an early-stage or resectable disease set-
ting, indicating a clear orientation toward ad-
vanced, persistent, or recurrent disease, pre-
dominantly in second-line or later treatment
settings.

3¢ Cost: No cost estimates were available for 13
of the selected products (52%). Seven selected
products belong to cost Tier 4 (13.0% of the
overall pipeline vs 28.0% of the selection), and
four to Tier 3 (32% of the overall pipeline, 17%
of the selection).



In addition to the analysed characteristics, the selection stands out for the increased FDA regulatory enga-
gement. 72% of the selection has already been approved or is under review by the FDA, compared to just
23% of the overall pipeline. The FDA Designations also differentiate the selection from the overall pipeline,
with a significant representation of products with Breakthrough Therapy (56% selection vs 16% pipeline)
and Priority Review designations (44% selection vs 13% pipeline).

Profiles of the selected MPs
Key attributes (illustrated with pictograms in the final report)

EMA designations

S & B
\
ATMP
(Potential ATMP*) Orphan PRIME ..‘
6. @ == Austrian
@ 1r =¢ trial site
Pediatric
Combination or population under CHMP
add-on therapy included in the evaluation
indication

Table 1: Medicinal products selected for lung cancer indications

s Indication and estimated . . .
name and . . . Estimated . Registrational .
eligible population in . Attributes . Developer  Timeline
drug class . Cost Tier trial and phase
. Austria
(categorised)
Ifinatamab Condition: Small cell lung Not available NCT05280470 Daiichi Sankyo  Est. EC approval:
deruxtecan cancer Phase 2 09/2027
Place in treatment: second line Max. patent
B7-H3-directed  or later protection: 2034
antibody-drug Stage of disease: extensive @
conjugate stage
(Antibody-Drug
Conjugates) Estimated eligible population in
Austria: 158-222 patients
Sintilimab Condition: Non-small cell lung Tier 3 NCT03607539- Eli Lilly Est. EC approval:
cancer (€25 001 to not confirmed as 02/2027
Anti-PD-1 Place in treatment: first line €150 000) registrational
monoclonal anti- =~ Stage of disease: advanced or Phase 3
body metastatic —
(Immune Check-  Disease specific: non-squamous @ ;_Q
point Inhibitors) ~ Combination agents: pemetre- —
xed and platinum
Estimated eligible population in
Austria: 1998-2066 patients
Tarlatamab Condition: Small cell lung Tier3 NCT05060016 Amgen Est. EC approval:
cancer (€25001 to Phase 2 10/2027
DLL3-Targeted Place in treatment: third line €150 000) Max. patent
BispecificT-Cell  or later protection: 2036
Engager Stage of disease: relapsed/
(Bispecific refractory .‘
Antibody & T-Cell
Engagers) Estimated eligible population in

Austria: 68-138 patients



Compound
name and
drug class
(categorised)

Telisotuzumab
vedotin

Antibody drug
conjugate
(Antibody-Drug
Conjugates)

Zenocutuzumab

HER2 and HER3
bispecific anti-
body

(Bispecific
Antibody & T-Cell
Engagers)

Indication and estimated
eligible population in
Austria

Condition: Non-small cell lung
cancer

Place in treatment: second line
or later

Stage of disease: locally advan-
ced or metastatic

Disease specific: c-Met over-
expressing, EGFR wild-type
non-squamous

Estimated eligible population
in Austria: 212 patients

Condition: Non-small cell lung
cancer

Place in treatment: second line
Stage of disease: locally advan-
ced unresectable or metastatic
Disease specific: NRG1 fusion-
positive

Estimated eligible population
in Austria: 4 patients

Estimated

Cost Tier Attributes

Tier 3
(€25001 to
€150 000)

Tier 4
(€150 001 to
€750 000)

wdll

Table 2: Medicinal products selected for other indications

Compound
name and
drug class
(categorised)

Anitocabtagene
autoleucel

BCMA-direc-
ted CAR-T cell
therapy

(Cell & Gene
Therapies)

Camrelizumab

Anti-PD-1
monoclonal anti-
body

(Immune Check-
point Inhibitors)

Cretostimogene
grenadenorep-
vec

Oncolytic
immunotherapy
(Oncolytic Virus
Therapies)
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Indication and estimated
eligible population in
Austria

Condition: Plasma cell mye-
loma

Place in treatment: fourth line
or later

Stage of disease: relapsed or
refractory

Estimated eligible population
in Austria: 111 patients

Condition: Hepatocellular
carcinoma

Place in treatment: first line
Stage of disease: advanced

Estimated eligible population
in Austria: 120-148 patients

Condition: Bladder transitional
cell carcinoma

Place in treatment: second line
Stage of disease: persistent or
recurrent

Estimated eligible population
in Austria: 36-41 patients

Estimated .
Cost Tier Attributes
Tier 4 (€150
001 to €750
000)
Y *
\
Tier 2
(€1001 to €25
T @O
Tier 4
(€150 001 to
€750 000)
S *

Registrational

trial and
phase

NCT03539536,
NCT04928846
Phase 3

NCT02912949
Phase 2

Registrational
trial and phase

NCT05396885
Phase 2

NCT03764293
Phase 3

NCT04452591
Phase 3

Developer

AbbVie

Genmab

Developer

Gilead Scien-
ces

HLB
Therapeutics

CG Oncology

Timeline

Est. EC approval:
10/2027
Max. patent

protection: Undefined:

between 2026 and
2040

Est. EC approval:
09/2027

Max. patent protec-
tion: Earliest 2035,
latest 2043

Timeline

Est. EC approval:
01/2028

Max. patent
protection: 2038

Est. EC approval:
10/2027

Est. EC approval:
09/2027

Max. patent
protection: patents
expiration between
2036 and 2038



Compound
name and
drug class
(categorised)

Gedatolisib

pan-PI3K/mTOR
inhibitor
(Small-Molecule
Targeted Thera-
pies)

Gedatolisib

pan-PI3K/mTOR
inhibitor
(Small-Molecule
Targeted Thera-
pies)

Igv-001

Cell therapy
(Cell & Gene
Therapies)

lopofosine i 131

lonising radiation
emitters
(Radiopharma-
ceuticals)

lopofosine i 131

lonising radiation
emitters
(Radiopharma-
ceuticals)

Letetresgene
autoleucel

T-cell receptor
(TCR) therapy
(Cell & Gene
Therapies)

Indication and estima-
ted eligible population
in Austria

Estimated

Cost Tier Attributes

Condition: Breast cancer Not available
Place in treatment: second

line or later

Stage of disease: locally

advanced or metastatic

Combination agent: fulves-

trant

®

Estimated eligible population
in Austria: 313-922 patients

Condition: Breast cancer Not available
Place in treatment: second

line or later

Stage of disease: locally

advanced or metastatic

Combination agent: fulves-

trant and palbociclib

Estimated eligible population
in Austria: 313-922 patients

Condition: Glioblastoma Not available
Place in treatment: first line

Stage of disease: newly

diagnosed

Combination agents: radio-

therapy and temozolomide

Estimated eligible population
in Austria: 101 patients

Condition: Lymphoplasma- Not available
cytoid lymphoma/immuno-

cytoma

Place in treatment: third line

or later

® 0%® ©

Estimated eligible population
in Austria: 17 patients

Condition: Waldenstrom'’s Not available
macroglobulinaemia

Place in treatment: third line

or later

Stage of disease: relapsed or

refractory

Estimated eligible population
in Austria: 17 patients

Tier 4
(€150 001 to
€750 000)

Condition: Synovial sarcoma
Place in treatment: second
line or later

Stage of disease: advanced
(metastatic or unresectable)

Estimated eligible population
in Austria: 2 patients

10%%9 g

Registrational
trial and phase

NCT05501886
Phase 3

NCT05501886
Phase 3

NCT04485949
Phase 2

NCT02952508
Phase 2

NCT02952508
Phase 2

NCT03967223
Phase 2

Developer

Celcuity

Celcuity

Imvax

Cellectar
Biosciences

Cellectar
Biosciences

US WorldMeds

Timeline

Est. EC approval:
10/2027

Max. patent protection:
December 2029

Est. EC approval:
03/2028

Max. patent protection:
December 2029

Est. EC approval:
10/2027

Est. EC approval:
09/2027

Max. patent protection:
likely until 2034/ 2035
(without extension)

Est. EC approval:
09/2027

Max. patent protection:
likely until 2034/ 2035
(without extension)

Est. EC approval:
09/2027
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Compound
name and
drug class
(categorised)

Lifileucel

Tumor infiltrating
lymphocytes
(TILs)

(Cell & Gene
Therapies)

Orca-t

Allogenic cellular
therapy

(Cell & Gene
Therapies)

Ost31-164

Immunother-
apeutic vaccine
(Cancer Vaccines)

Pegargiminase

Hydrolase enzyme
(Other)

Penpulimab

Anti PD-1
monoclonal anti-
body

(Immune Check-
point Inhibitors)

Pivekimab
sunirine

CD123-targeting
antibody-drug
conjugate
(Antibody-Drug
Conjugates)
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Indication and estima-
ted eligible population
in Austria

Condition: Cervix carcinoma
Place in treatment: second
line or later

Stage of disease: recurrent,
metastatic, or persistent

Estimated eligible population
in Austria: 1 patient

Condition: Haematological
malignancy

Stage of disease: advanced
Combination agents: tacro-
limus

Estimated eligible population
in Austria: 1.198 patients

Condition: Osteosarcoma
Place in treatment: mainte-
nance

Stage of disease: resected,
pulmonary recurrent
Estimated eligible population
in Austria: 8-12 patients

Condition: Pleural mesothe-
lioma

Place in treatment: first line
Stage of disease: unresecta-
ble malignant

Combination agents:
pemetrexed, cisplatin, and
carboplatin

Estimated eligible population
in Austria: 166-175 patients

Condition: Nasopharyngeal
cancer

Place in treatment: first line
Stage of disease: primary
metastatic

Combination agents: cispla-
tin and gemcitabine

Estimated eligible population
in Austria: 3-7 patients

Condition: Blastic plasmacy-
toid dendritic cell neoplasia
Place in treatment: first line
Disease specific: CD123-posi-
tive

Estimated eligible population
in Austria: 2 patients

Estimated
Cost Tier

Tier 4 (€150
001 to €750
000)

Not available

Not available

Not available

Tier 3
(€25001 to
€150 000)

Not available

Attributes

S *
\

(4
*

O® 2e® O

®
¥t

@)

Registrational

. Developer
trial and phase
NCT03108495 lovance Bio-
Phase 2 therapeutics
NCT05316701 Orca Bio
Phase 3
NCT04974008 0S Therapies
Phase 2
NCT02709512 Polaris
Phase 2/3
NCT04974398 Akeso
Phase 3
NCT03386513 AbbVie
Phase 1/2

Timeline

Est. EC approval:
01/2028

Max. patent protection:
2042

Est. EC approval:
09/2027

Est. EC approval:
11/2027

Max. patent protection:
between 2029 and
2038

Est. EC approval:
09/2027

Est. EC approval:
09/2027

Est. EC approval:
10/2027



Compound
name and
drug class
(categorised)

Vusolimogene
oderparepvec
Genetically mo-
dified oncolytic
viral therapy
(Oncolytic Virus
Therapies)

Vusolimogene
oderparepvec

Genetically mo-
dified oncolytic
viral therapy
(Oncolytic Virus
Therapies)

Zamtocabtagene
autoleucel
Bispecific targe-
ted CD20/CD19
chimeric antigen
receptor (CAR)
T-cell therapy
(Cell & Gene
Therapies)

Zenocutuzumab

HER2 and HER3
bispecific anti-
body

(Bispecific
Antibody & T-Cell
Engagers)

Indication and estima-
ted eligible population
in Austria

Estimated
Cost Tier

Condition: Malignant mela- Not available
noma

Place in treatment: second

line

Stage of disease: advanced

Combination agents: nivo-

lumab

Estimated eligible population
in Austria: 240-323 patients

Condition: Neoplasm, Solid Not available
tumour

Place in treatment: second

line

Disease specific: MSI-H or

dMMR

Combination agents: nivo-

lumab

Estimated eligible population
in Austria: NA

Condition: Diffuse large Tier 4
B-cell lymphoma (€150 001 to
Place in treatment: second €750 000)
line

Stage of disease: relapsed/

refractory

Estimated eligible population
in Austria: 43-111patients

Condition: Pancreatic carci- Tier 4
noma (€150 001 to
Place in treatment: second €750 000)
line

Stage of disease: locally

advanced unresectable or

metastatic

Disease specific: NRG1

fusion-positive

Estimated eligible population
in Austria: 1 patient

Attributes

Registrational
. Developer
trial and phase
NCT03767348 Replimune
Dk Phase 3
Ly
NCT03767348 Replimune
Phase 2
ASE 3
NCT04844866 Miltenyi Bio-
Phase 2 medicine
*
NCT02912949 Genmab
Phase 2

Timeline

Est. EC approval:
10/2027

Max. patent protection:
12 years from granted
biologic exclusivity
period

Est. EC approval:
10/2027

Max. patent protection:
12 years from granted
biologic exclusivity
period

Est. EC approval:
04/2027

Est. EC approval:
09/2027

Max. patent protection:
February 2035
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INTERPRETATION OF FINDINGS

Oncology pipeline snapshot

Innovation versus indication expansion

The oncology pipeline snapshot reveals a landsca-
pe shaped by two concurrent dynamics: the con-
tinued expansion of established therapeutic plat-
forms into new indications, and the emergence
of novel modalities targeting areas of high unmet
need. On the one hand, the significant proportion
of Type Il variations (42%) indicates that a substan-
tial portion of R&D activity is driven by indication
broadening and extensions of established thera-
peutic platforms, especially for existing immune
checkpoint inhibitors and targeted therapies. The
near-even split between monotherapy and combi-
nation therapy reinforces this pattern. With many
pipeline entries representing extensions or modifi-
cations of established combination regimens, inno-
vation is characterised by incremental therapeutic
advances and add-on costs for healthcare systems,
as the new therapies are layered onto existing stan-
dards of care. By contrast, conditions with a high
proportion of new medicine applications tend to be
those associated with persistent unmet need, such
as pancreatic carcinoma [11]as well as rare can-
cers such as synovial sarcoma. The concentration
of novel medicines in these settings may reflect, at
least in part, the role of regulatory incentives such
as those derived from Orphan and PRIME designa-
tions in supporting development in areas of high
unmet need.

The continued emphasis on precision
oncology

The increasing granularity of indications, with the
vast majority of products targeting precisely deli-
neated populations defined by disease stage, prior
treatment exposures, genomic alterations, and bi-
omarker expression, underscores the continued
fragmentation of cancer into molecularly distinct
diseases. The pipeline suggests that by 2028, on-
cology is likely to become even more biomarker-
driven, rendering treatment decisions increasingly
dependent on sophisticated molecular and com-
panion diag-nostics that enable more precise fpa-
tient selection. While this precision promises cli-
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nical benefits through improved patient selection,
an increased likelihood of treatment response and
potentially fewer off-target toxicities, it also poses
challenges for health systems in terms of diagno-
stic infrastructure requirements, as access to mo-
lecular testing may become a critical determin-
ant of equitable access to innovative cancer care
[12]. In addition, the narrowing of indications and,
consequently, the decrease in the number of eli-
gible patients for each therapy may create in-
centives for premium pricing of niche therapies.

The advanced-disease and adults-only
bias

The pipeline is heavily oriented toward advanced
and metastatic disease, with only 11% of indica-
tions clearly targeting early-stage and resectable
cancers. This trend may reflect both scientific and
regulatory considerations, as clinical development
in advanced and heavily pre-treated populations
may allow treatment effects to be evaluated in
smaller and potentially shorter studies, making ad-
vanced disease an important regulatory entry point
for many new therapies. The pipeline also provides
comparatively limited coverage of paediatric onco-
logy: only 8.5% of indications include adolescents
and just 4.8% include children. However, it is im-
portant to recognise that therapies successfully
developed in advanced disease or initially for adult
populations can eventually be translated into use in
earlier, curative-intent pathways and, where biolo-
gically appropriate, in paediatric populations. From
a policymaker’s perspective, this issue is particular-
ly relevant, because the greatest population-level
gains in cancer outcomes often arise from inter-
ventions delivered earlier in the disease course,
as well as by therapies that improve outcomes for
children. Therefore, it might be beneficial to consi-
der whether existing development and regulatory
incentives strike an appropriate balance between
extending survival in advanced disease and impro-
ving cure rates.



Cost and access implications

Among the 192 products with available cost estima-
tes, 90% exceeded the per-patient cost threshold
of €25 000, with 49 products estimated to exceed
€150 000. It should be noted that these costs re-
present only the acquisition costs of the medicinal
products. The overall cost of treatment with these
innovative therapies also includes genomic testing,
administration in specialised treatment centres,
monitoring requirements, and management of tre-
atment-related toxicities. Coupled with the combi-
nation-regimen profiles of nearly half of the pipe-
line products, these findings suggest that health
systems may face increasing budgetary pressure as
these products reach the market.

Selected high-impact medicinal
products

Selection characteristics

The product selection prioritised by the hospital
and clinical experts is characterised by a high pro-
portion of novel biologics and products developed
by smaller or mid-cap companies, primarily tar-
geting advanced or relapsed/refractory rare can-
cers. Most have already obtained FDA approval or
are undergoing FDA review, often on the basis of
promising early-phase (mostly Phase 2) evidence,
with several having benefited from accelerated re-
gulatory pathways. In the EU, these products also
exhibit a notably higher concentration of orphan
and other regulatory designations than the overall
oncology pipeline, reflecting both the rarity of the
targeted conditions and the urgency of therapeutic
need. Collectively, they represent a cohort of po-
tentially high-impact therapies expected to enter
the EU market around 2027.

Two-fold uncertainty

Identifying medicinal products with the potential to
have a high impact before marketing authorisation
is inherently uncertain, with the uncertainty being
two-fold: First, regulatory outcomes remain uncer-
tain, as products in clinical development may fail to
demonstrate a favourable benefit—risk balance, en-
counter delays, or be withdrawn before completing
the regulatory process. For comparison, while the
IHSI Database expects 104 new oncology medicinal
products to be approved in 2027 (see Figure 2 Pipe-
line composition by EMA submission types), EMA
recommended the approval of only 38 medicines
containing a new active substance in 2025, 14 of
which were oncology medicines [3]. This contrast
illustrates the substantial uncertainty and high at-
trition rate associated with the regulatory develop-
ment. Second, even for products that ultimately
receive marketing authorisation, their impact on
healthcare systems is difficult to predict in advance.
Clinical uptake, treatment guidelines, competing
therapies, pricing, and the actual size of the eligible
patient population all influence the extent to which
a medicine will affect clinical practice and health-
care expenditure. Consequently, any pre-authori-
sation assessment of potential impact should be
regarded as a prospective estimate rather than a
definitive prediction.
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Evidence maturity

The high proportion of products at relatively early
stages of clinical development also indicates that
evidence available at the time of marketing autho-
risation may remain immature, creating additional
uncertainty for subsequent HTA and economic eva-
luation.

Prospective approaches

Nevertheless, these uncertainties do not preclu-
de a structured approach to identifying products
that are more likely to have a substantial impact.
A weighted scoring system based on characteristics
associated with regulatory success and potential
health-system impact could provide a transparent
and reproducible selection method. Although no
single characteristic is sufficiently predictive on its
own, several regulatory and development features
have been associated with an increased likelihood
of approval or with medicines that subsequently
have a substantial impact on clinical practice. Cha-
racteristics such as individual regulatory designa-
tions, although not guaranteeing marketing aut-
horisation, provide useful signals of development
maturity and regulatory confidence. For example,
the FDA Breakthrough Therapy designation is re-
served for medicines supported by preliminary
clinical evidence suggesting substantial improve-
ment over available therapy and has been associa-
ted with more efficient development and a higher
likelihood of delivering high therapeutic value. [13,
14]. Similarly, EMA PRIME is a highly selective sche-
me intended for promising medicines that are ex-
pected to deliver a major therapeutic advantage to
populations with unmet medical needs, and it pro-
vides enhanced scientific and regulatory support
throughout development [14] [3]. imilarly, factors
such as the absence of effective therapeutic alter-
natives and signals of potentially high treatment
costs may provide additional evidence when as-
sessing a product’s potential clinical and economic
impacton the Austrian healthcare system. Combi-
ning such characteristics within a weighted scoring
system may therefore offer a more robust basis for
prospective identification of medicinal products as-
sociated with both a higher likelihood of regulatory
approval and a substantial clinical, organisational,
or economic impact. Nevertheless, to ensure that
such a framework reflects the priorities of Austrian
33

hospital and clinical stakeholders, any proposed
scoring system will require formal validation by pro-
ject partners prior to its implementation.

Further considerations and limitations

It should be noted that the accuracy of the informa-
tion presented in this report is inherently depen-
dent on the quality and reliability of the information
available in the IHSI Database. Moreover, the size of
the pipeline is a result of the restrictions imposed
in the search criteria- in particular, the expected
tim-ing of the CHMP opinion between July 2026
and December 2028- and this, in turn, depends on
the precision of the IHSI algorithm in estimating an-
ticipated regulatory events and the emergence of
new horizon scanning signals. The estimated num-
ber of medicinal products is therefore subject to
change, as the anticipated timelines, especially the
estimated MAA submission, are subject to conside-
rable uncer-tainty, and medicinal products may be
added or removed from the pipeline as they meet
the search cri-teria.

For instance, the oncology pipeline extracted on 31
March 2026 for the purposes of product selection
by our partners consisted of 405 records- the search
yielded nearly 30 additional hits compared to the 8
July 2026 extraction. This difference illustrates the
dynamic nature of the pipeline rather than neces-
sarily indicating an error in the underlying data.
Some products that were under CHMP evaluation
in March have received the CHMP opinion in the
meantime, or the MAA was withdrawn by the de-
velopers themselves. However, most of the missing
records no longer qualified for the December 2028
authorisation threshold, as the expected date of
the CHMP opinion in the IHSI Database had been
postponed by a couple of months. The remaining
records were archived by the IHSI, with the most
frequent reason be-ing termination of technology
development by the developer following unsatis-
factory trial results.

In addition, the patent expiry information was ob-
tained through an additional targeted search and
should therefore be interpreted separately from
the IHSI-derived pipeline information. Patent ex-
piry does not necessarily correspond to the actual
timing of generic or biosimilar market entry.



CONCLUSION AND OUTLOOK

In conclusion, the dynamic nature of the oncology
pipeline highlights the need for regular updates to
maintain an up-to-date horizon scanning monitor and
to support the planning needs of Austrian healthca-
re stakeholders. The results should be interpreted as
a snapshot of the emerging oncology pipeline at the
time of data extraction rather than as a prognostic
forecast of future marketing authorisations. Chan-
ges in expected regulatory timelines, development
status, and the emergence or discontinuation of me-
dicinal products contribute to both data-related and
inherent uncertainty. Consequently, the monitor is
intended to support the early identification and prio-
ritisation of potentially relevant medicinal products,
rather than to predict future regulatory outcomes or
provide definitive estimates of future expenditure.

As a pilot, this project demonstrates the potential va-
lue of a structured oncology pipeline monitor as an
early source of information for Austrian healthcare
decision-makers, supporting horizon scanning, HTA,
and healthcare planning. A follow-up project could
further standardise and validate the selection and
prioritisation methodology, establish regular update
cycles, and refine criteria for assessing potential clini-
cal, organisational, and economic impact. At the same
time, further development and increased granularity
of the IHSI Database could improve the complete-
ness, timeliness, and usability of the underlying data.
Together, these developments could strengthen the
use of horizon scanning to anticipate emerging tech-
nologies, identify areas requiring early HTA attention,
and support informed resource allocation decisions.
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