Jamlik tillgang till innovativa
cancerlakemedel - en utopi inom
Europa?
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“Ojamlikheter i cancervarden rasar over hela EU” och
tillgang till cancerlakemedel ar bara ett exempel pa det

gy medicines
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The Capitals The Brief VDL2.0 Ukraine Intelligence

Cancer care inequalities rage across the EU,
says Swedish Institute

By Vasiliki Angouridi | Euractiv's Advocacy Lab (© Est. 7min i 20 feb. 2024 (updated: & 1 mars 2024)
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Kallor: https://www.euractiv.com/section/health-consumers/news/cancer-care-inequalities-rage-across-the-eu-say-swedish-researchers
https://www.europeancancer.org/pulse-map/countries
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Agenda

e Vad menas med tillgang till lakemedel i europeiska lander?

- Regulatoriskt godkannande .
Svarare att

~ Pris- och subventionsbeslut mata jamlik

- Anvandning i sjukvarden tillgang

e Tankbara forklaringar till ojamlikheter
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Steg 1: Regulatoriskt godkannande

e EU/EES-lander - Europeiska lakemedelsmyndigheten (EMA) -
inga skillnader mellan landerna

e Storbritannien > “Medicine authorisations for products that the
EU approves centrally are typically slower in Great Britain than
they would be, if it were still a member state.” (wuffield Trust, 2024)

e Serbien - Manga lakemedel som ar godkanda i nagot rikare EU-
lander i naromradet (Rumanien, Bulgarien, Ungern, Kroatien)
saknar regulatoriskt godkannande

Kallor: Storbritannien https://www.nuffieldtrust.org.uk/research/the-future-for-health-after-brexit 4
Serbien - exempel lungcancer https://pubmed.ncbi.nlm.nih.gov/32162818/ I



https://www.nuffieldtrust.org.uk/research/the-future-for-health-after-brexit
https://pubmed.ncbi.nlm.nih.gov/32162818/

Slutsats 1

e Inga skillnader mellan EU/EES-lander tack vare EMA och samre tillgang i
ovriga Europa
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Noter: Statistiken avser godkanda cancerlakemedel av EMA
mellan 2019-2022 och visar statusen den 5 januari 2024.

Steg 2: Pris- och subventionsbeslut i
EFPIA Patients WAIT Indicator Survey

Andel EMA-godkanda cancer- Antal dagar fran EMA godkannande till
lakemedel med positivt beslut positivt beslut for cancerlakemedel
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https://efpia.eu/media/vtapbere/efpia-patient-wait-indicator-2024.pdf
https://efpia.eu/media/vtapbere/efpia-patient-wait-indicator-2024.pdf

Slutsats 2

e Enorma skillnader mellan EU-lander i pris- och subventionsbeslut

e Men varfor?

IHE



Steg 2: Pris- och subventionsbeslut

Table 1: The root causes of delays and unavailability
Lakemedelsindustrins _
0 . Category
(EFPIA) Syn pa varfor det . EFPIA medlemmars lofte
finns stora skillnader i I::,;;Tﬁ bgﬂiﬁ)r'sat'on fran april 2022 om att skicka
3k 'ng au 1satl 2. Accessibility of medicines before marketing in en ansokan senast 2 ar
antal lakemedel med

o . authorisation efter EMA godkannande i
positivt subventionsbeslut alla medlemsstater

S . . The price and 3. Initiation of the process
och i tid till beslut: reimbursement process . .
4. The speed of national timelines and adherence

Potential root causes

The speed of the regulatory process

The value assessment 5. Misalignment on evidence requirements _ Det har blir
process 6. Misali I d ori forhoppningsvis battre
i gnment on value and price efter EU:s nya HTA
7. The value assigned to product differentiation and [ielgelge/alial-I WA 1aI0t-1gWrA0)A5)

choice
Health system 8. Insufficient budget to implement decisions
constraints and 9. Diagnosis, supporting infrastructure, and relevance
resources o !

to patients
The subnational 10. Multilayer decision-making process

approval process

®
Kalla: https://www.efpia.eu/media/xsmfuf4h/root-causes-of-unavailability-and-delay-efpia-cra-2024.pdf IHI
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Steg 3: Anvandning i1 sjukvarden

e Comparator Report serien (forsta utgavan
2005) av Nils Wilking och Bengt Jonsson
och sedermera med storre involvering av |HE

A pan-European comparison regarding

e Idé: Att anvanda forsaljningsdata - i patient access to cancer drugs
milligram (och ej € pga hemliga rabatter)
for att approximera faktiskt anvandning i Nils Wilking
sjukvarden Bengt onsson

Karolinska Institutet in collaboration
with Stockholm School of Economics
Stockholm, Sweden

>
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%\\;.4:1.1,-1
Sed 0.2 Karolinska
f";?%sf“ Institutet
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Steg 3: Anvandning i1 sjukvarden - 2008

Trastuzumab Cetuximab

anvandning i mg per 100 000 invanare, 2008 anvandning i mg per 100 000 invanare, 2008

» Storst anvandning: Frankrike, Schweiz - Storst anvandning: Frankrike, Spanien

* Minst anvandning: Rumanien, Bulgarien, « Minst anvandning: Grekland, Polen, UK,
Grekland, Polen Nederlanderna, Finland

Si
o
Kalla: Wilking et al (2009) Comparator Report on Patient Access to Cancer Drugs in Europe IHI



Steg 3: Anvandning i sjukvarden - 2018

Immunterapi (checkpoint inhibitors)
anvandning i antal standardiserade doser (SWD)
per 100 000 invanare, 2018

1000 SWD+
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500 SWD+

250 SWD1

Lower tier

0 SWD1

Slovakia
Slovenia

Ml Atezolizumab Il Nivolumab
Ipilimumab Il Pembrolizumab

Lakemedel for multipel myelom

anvandning i antal standardiserade doser

(SWD) per dodsfall av MM, 2018

150 SWD

100 SWD

50 SWD

0 SWD

Lower tier Mid tier

Upper tier

Slovenia

M Bortezomib I Daratumumab
Carfilzomib Il Lenalidomide

Netherlands

Pomalidomide

Kalla: Hofmarcher et al. (2020) Comparator Report on Cancer in Europe 2019 - Disease Burden, Costs and Access to Medicines
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Slutsats 3

e Enorma - bestaende - skillnader mellan EU-lander i anvandning i sjukvarden
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Steg 3: Anvandning i1 sjukvarden

e Kan vi mata tillgang pa ett annu battre satt an antal doser per dodsfall?

e Borde vi inte ocksa fundera pa HUR patienter bor behandlas? Dvs. att ratt
patient far ratt behandling vid ratt tidpunkt?

IHE



Steg 3: Exempel - Likemedelsbehandling av NSCLC i Europa

Skattningar pa behandlingsmonster Kliniska riktlinjer
Drug treatment rates in advanced NSCLC ESMO-
Benchmark
100% 2014 & 2019 100%
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m Chemotherapy alone = Immunotherapy +/- chemo = Targeted therapy||® Chemo alone

Notes: pp = percentage points.

The benchmark is derived from treatments recommended in ESMO guidelines.

Hungary: The comparatively high number of death-certificate-only cases among the incidence numbers introduces a downward bias o

to the treatment rates. IHE

Kalla: https://ihe.se/app/uploads/2022/02/IHE-Report-2022 2 .pdf
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Steg 3: Exempel - Likemedelsbehandling av NSCLC i Europa

Skattningar pa behandlingsmonster

Kliniska riktlinjer

Drug treatment rates in advanced NSCLC
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BEL BUL FIN GRE HUN IRE NET NOR POL POR ROM UK

Potentially eligible patients
receiving drug treatment

IS

m Chemotherapy alone © Immunotherapy +/- chemo m Targeted therapy

100%
90%

ESMO-
Benchmark

2014

2019

Best supportive care

Targeted

Immuno +/- chemo
B Chemo alone

(1) Very large differences in
treatment rates across countries
both in 2014 and 2019:

« Top = BEL, GRE, NOR, POR

« Mid = BUL, FIN, HUN, IRE, NET, ROM
« Low =POL, UK

(2) Many patients do not receive

standard-of-care treatment

options compared to the ESMO-

benchmark

» Overuse of chemotherapy

» Underuse of targeted therapy and
immunotherapy

Notes: pp = percentage points.
The benchmark is derived from treatments recommended in ESMO guidelines.

Hungary: The comparatively high number of death-certificate-only cases among the incidence numbers introduces a downward bias

to the treatment rates.
Kalla: https://ihe.se/app/uploads/2022/02/IHE-Report-2022 2 .pdf
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Steg 3: Huvudbarriirer for likemedelsbehandling av NSCLC i Europa

Patienterna forblir obehandlade pa Patienter far aldre, ineffektiva
grund av ... behandlingsalternativ pa grund av ....

Poor functional status at

time of diagnosis
(ECOG PS, co-morbidities, old age)

Delays in time from

diagnosis to treatment
(mostly delays in diagnostic testing)

Narrow eligibility criteria for

receiving drug treatment
(stage IlIB/C and ECOG PS 2 are excluded)

Treatment refusal by patients
(stigma, fear of treatment, low trust)

Country-specific barriers

Delays in reimbursement of

modern drugs
(often 2-3 years after EMA approval)

Limited public drug budgets

(affects reimbursement of
new and existing drugs)

Limited resources for testing
(mostly for extensive genomic testing)

Limited continuing

medical education
(new standard of care every year)

Country-specific barriers
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Slutsatser

e Det finns flera dimensioner av tillgang till lakemedel (regulatoriskt godkannande, pris-
och subventionsbeslut, anvandning)

e Vart och hur man an tittar, finns det enorma skillnader i tillgang mellan olika
europeiska lander, forutom for regulatoriskt godkannande i EU/EES landerna tack vare
EMA

e Det finns manga olika forklaringar for dessa skillnader - ekonomiska,
kapacitetsmassiga, organisatoriska, administrativa, osv.

e Det behovs mer data-driven forskning och styrning

- kvantitativt (faktiska behandlingsmonster jamfort med behandlingsmonster enligt kliniska
riktlinjer) och ett aterkopplingssystem pa statlig, regional och sjukhusniva (via kvalitetsregister)

- kvalitativt for att forsta VARFOR skillnader uppstar
[ ]
IHE



Tack sa mycket!

Kontakt:

Mer info om IHE:



mailto:thomas.hofmarcher@ihe.se
https://ihe.se/
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