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Drug Development; from the industry-perspective

» Close to 100 % av all drugs and vaccines are developed and brought
to the patients by the industry (often in collaboration with
academia)

» It could take 10-15 year and cost 1-2 bill Euros to bring a molecule to
the patients

» Industry tends cut in-house R&D and to develope molecules in
collaboration with academia

» Phase 2 and 3 studies tend to be have shorter follow-up and
including fewer patients than previous; phase 4 studies will be of
more importance in the future ( real-life data, HE and bio-markers)

» Nordic Countries have a opportunity to play an important role; 11-

digit unique ID, large national registries and several high-standard
biobanks.



Biomarkers and molecular diagnosis have changed treatment
options

From population - to individual

N

based on biological ‘ ' '

- Molecular diagnosis
knowledge

We “treat” a population. We “treat” a fargeted population
Some respond and some don't They all respond




Challenges in modern industry-trials (Oncology)

From:

-large (time and # patients) phase 3 trials, single agents, stratified by
site, tumor stage, histological type, age and gender, OS

To:

-small trials (few and selected patients, with short follow-up), combined
drugs, based on biomarkers, surrogate endpoints

» Same type of treatment across organs; mutation and targeted
therapy

» Phase 4/RWE trials will be more important

» Payers hestitates to reimburse new innovative medicine



Endpoints

Overall survival
Progression-free survival
Clinical respons
Pathological respons
Overall respons
Biomarker surrogate
Cirkulating tumor DNA?

Retrospective data breakdown?
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RWE - (Virkelighetsdata) What is it?

> Definition:

Real World Evidence is collected outside of controlled clinical

trials and is used to understand the burden of illness, treatment
patterns, patient behaviors and product performance in settings
and populations that are representative of routine clinical

practice.l

1. Garrison LP Jr, Neumann PJ, Erickson P et al (2007) Using real-world data for coverage and payment decisions: the ISPOR Real-World Data Task
Force report. Value Health 10(5):326-335



Register-and biobank data are important from drug
discovery to Phase four studies
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The research questions before and after launch

Before: After:

What is the current disease How does a new treatment option look

»Incidence/prevalence including » «real-life phase 4»: treatment effects (changes)
subgroups with biomarkers based on recurrence and survival by
»Survival/mortality based on region/hospital.

current treatment options _

(historical data) » Compare new treatment options and track real-
>O0ut +h ¢ standard world use of different treatment options by

o Cgrgome WIth current stanaards tumor-type/mutations and by regions/hospitals

» Adaptive licensing/Market access in Nordic
countries

» Costs and HEOR-data

» Pay for performance



GAPs

-

.

Increase registration into the
quality registry (clinical data,
medicinal treatment data).

Improved registration of
biomarkers Clinical studies —

Possibility to retrospectively studies running in

Evaluate and mitigate end- analyze biomarkers in samples Norway and patients
points in relation to industry from matched comparator included and followed
needs arms and establish new

diagnostic analyses? in the registries.

From per project agreements to master agreement?




Combination of national population registries

The Norwegian
cancer registry

-incidence, survival,
biomarkers, clinical
and treatment

characteristic

National
institute of
Directorate of Unique public health

Health personal S
identification -prescription

-patient registry Narhor registry
-cause of death
registry
Statistics
Norway

-register of
social benefits ,
employment
and social
wellfare
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NEW POLITICAL CLIMATE

MR L P RTEME

HelseOmsorg?1

B
e g p

Meld. 5t. 19
[EUES ]
Mg ] Sturtinged

[
...........................

Meld. st. 28

gemiddelmeldingen
Bt bruk - bedre hebse

Regjeringa sin handlingsplan
|far oppfelging av
HelseOmsorg21-strategien

| ek g (A B-ZEIN

| o s

23.1.2017 2

* Increased usage of registry data and development of new areas to utilize the data is wanted
e Collaboration between industry and public sector is an increasing need and wish from the

government side
e Leverage the possibility to build a strong health industry based on our national (and Nordic)

advantages within this field
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PRESENTASJON AV PANELET

16.00-17.30
Clarion Hotel Tyholmen, Sal A

Mateleder Tom Pike
Dagligleder Credio

NORSKE HELSEDATA - FRA ORD TIL HANDLING

Kreftregisteret, Oslo Cancer Cluster, Innovasjon Norge, Folkehelseinstituttet og Forskningsradet
isamarbeid med AbbVie.

Norske helsedata er ettema som har fatt mye oppmerksomhet bade internasjonalt og her i
Norge. Deter storenighet om betydningen av disse dataene og mulighetene de kaninnebzere,
menhvorforer viikke allerede i gang med a utnytte disse mulighetene?

Med de ressursene og den unike infrastrukturen vi har i Norge bar disse dataene vare etstort

- L
lonkurransefortrinn, men dette er et prosjekt med lange tidshorisonter. Hva kan vi gjgre med Giske Ursin Anne Kjersti Fahlvik - Divisjonsdir ektar Camilla Stoltenberg
dataeneidag? Hvordan kan visikre at de ogsé pf: kortsiktbliren ressurs ForNDrge7 Direktor Kreftregisteret forinnovasjon, Forskningsradet Direktpr Folkehelseinstiturtet

Enkelbevertning

PROGRAM

+ Velkommen
v/Tom Pike J
/ “n ! 4
* Hvilke muligheter ligger i vare registre? Ketil Widerberg - General Per Morten Sandset - Viserektor Hanne Mette Dyrlie Kristensen
v/Giske Ursin, Kreftregisteret - Manager Oslo Cancer Cluster for forskning og utdanning Seniorradgiver Innovasjon Norge

Nytteverdiiregistre fraindustriens stasted
v/ Ketil Widerberg, OCC, Hanne Mette Dyrlie Kristensen, Innovasjon Norge og
Steinar Thoresen, AbbVie

+ Forskerens og universitetets syn pd mulighetene iregistrene -
v/Per Morten Sandset, Universiteteti Oslo
* Hvordan kanviraskere og allerede i dag utlgse nytteverdien? L
v/ Anne Kjersti Fahlvik, Forskningsradetog Camilla Stoltenberg, Folkehelseinstituttet . ‘ % A ‘ 4 .
N Steinar Thoresen Sveinung Stensland Ketil Kjenseth
+ Diskusjon -hvakan vigjgre na? Medisinsk direktgr AbbVie Stortingsrepresentant Hayre Stortingsrepresentant Venstre

Debatt med Ketil Kjenseth (W), Sveinung Stensland (H), Giske Ursin, Anne Kjersti Fahlvik,

Camilla Stolkenberg og Hanne Mette Dyrlie Kristensen
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National initiatives for better access to health data and registries

e Helsedatautvalget e Helsedataprogrammet
Contribute to a better and National platform to improve
more effective system for accessibility and analyses of
treatment of health data for: health data

e Statistical analyses

e Planning

e HTA analyses

e Quality improvement
e Research

e |nnovation
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Konklusjon

» Industrien har behov for helsedata for a sikre tidlig tilgang for nye
medisiner for norske pasienter

» De politiske signaler og vedtak er klare

» Tiden med store fase 3 studier med single drug-versus placebo og OS
er forbi

» Norge burde bruke sine registre for a kunne bista myndighetene i
vurderingene av nye medisiner

» Helsedata kan bli en helsenaering i Norge
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