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Real world evidence studies:

A fully integrated part of drug 

development



Need for real world data in a life cycle of a drug?

Preclinical studies Clinical trials

Pharma

cology/

chemistry

IND* Phase I Phase II Phase III NDA** Phase IV
**New Drug 

Application

2ï4 years 2ï6 months 3ï6 years 1ï3 years 

*Investigational 

New Drug

RWE study program



RWE a fully integrated part of drug development
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ÅHow large is this 

patient population?

ÅHow are they 

treated?

ÅOutcome/risk?

ÅWhich are the high 

risk groups?

ÅWhat are the cost 

of treating/not 

treating them?

ÅAn RCT population 

vs. real life

ÅWho would benefit 

most of treatment?

ÅWho are treated?

ÅFor how long?

ÅSwitch pattern?

ÅDisturbing 

signals?

ÅDo we deliver the

story?

Unmet medical

need

RCT results into 

clinical perspective

How are the drugs 

used?
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Administrert sammen med 

acetylsalisylsyre (ASA), er

indisert for profylakse mot 

aterotrombotiske hendelser

hos voksne pasienter med 

akutt koronarsyndrom

Forlenget behandling?



ACS PAD
Stable 

CHD with 

prior MI

n=18,624 n=13,887n=21,162

Acute 

ischaemic 

stroke or TIA

nå9600

Type 2 

diabetes at 

high risk of CV 

events

nå17,000

Brilique (ticagrelor)

Clinical trial program



Medicare HealthCore

CPRD

MINAP

HES

National 

registries

EGB

PMSI

ÅDemographics 

and health 

insurance 

claims

ÅLinked to death 

registry

ÅAge >65 years

Ån=53,9091

ÅDemographics 

and health 

insurance 

claims

ÅCommercially 

insured 

Å50ï64 years2

Ån=13,4922

ÅThree linked 

datasets

ÅLongitudinal 

data

ÅPrimary and 

secondary care

Ån=72381

ÅNationwide

ÅLongitudinal data

ÅHospital discharge 

data linked to 

prescription 

register and death 

registry data

Ån=77,9761

ÅSample of 

national 

healthcare 

insurance data

ÅHospital 

discharge data 

linked to death 

registry

Ån=1764

Countries

Databases

Details

USA UK Sweden France

APOLLO: 5 individual studies in 4 countries 
encompassing >150,000 patients

1Rapsomaniki E, et al. ESC Late Breaking Registry abstract 2014: In 

press; 2 DeVore S, et al. ISPOR poster 2014;

*This differs from the N in the 4-country analysis (Rapsomaniki E, et al) due to harmonisation of the data 
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CV Death, MI or stroke 
within 365 days of index MI

~1 in 5 patients will suffer a MI, stroke or CV death 
within the first year after a MI

CV, cardiovascular; MI, myocardial infarction.

Jernberg T. et al. Eur Heart J 2015: doi:10.1093/eurheartj/ehu505
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~1 in 5 patients, event-free for 1 year post-MI, will suffer a MI, 
stroke or CV death within 3 years
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CV, cardiovascular; MI, myocardial infarction.

Jernberg, T et al. Eur Heart J 2015: doi:10.1093/eurheartj/ehu505

CV Death, MI or stroke 
in the 1 year post-MI event free population

Of the 20% of patients who 

experienced an event in the 3 

year follow up , 40.8% 

experienced an MI, 18.6%

experienced stroke, and 40.6% 

died due to cardiovascular 

causes as their first event

The mean duration of follow-up 

was 2.54 years and the 

maximum follow-up was 5.5 

years



Kaplan-Meier estimated of the risk of the combined endpoint after 365 days 

after the index myocardial infraction until end of study for stable post-

myocardial patients, stratified by age and high- vs. low-risk patients
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Jernberg T. et al. Eur Heart J 2015: doi:10.1093/eurheartj/ehu505



Burden of disease

High risk post-MI patientsé. 
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Data on file. Janzon M, et al. ESC abstract  2015: Accepted
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Bonaca MP el al. Heart J 2014, 167:437-444 Jernberg,T. et al. Eur Heart J 2015: doi:10.1093/eurheartj/ehu505
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Janzon M, et al. ACC abstract 2015: In press



Supportive data for long term use of dual 

antiplatelet therapy in post myocardial infarction 

patients
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Clinical 

paper/Abstracts:

ñCardiovascular risk 

in post myocardial 

infarction patients; 

nationwide real world 

data demonstrate the 

importance of a long 

term perspectiveò 

Health economic 

paper:

ñCardiovascular risk 

in post myocardial 

infarction patients; 

nationwide real world 

data demonstrate the 

continued high long 

term health care 

costs for these 

patientsò

When RCT results 

available:

Results into clinical 

perspective

Selection of patient 

groups



ACS PAD
Stable 

CHD with 

prior MI

n=18,624 n=13,887n=21,162

Acute 

ischaemic 

stroke or TIA

nå9600

Type 2 

diabetes at 

high risk of CV 

events

nå17,000

Brilique (ticagrelor)

Clinical trial program



Do we need more or other types of 

documentation?
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Only two 

pages of 

inclusion 

and ex 

criteria's



ACS treatment in real life?
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