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Why this Working Group?

THE IMPORTANCE OF HEALTH DATA

Activity (claims) and cost data Clinical data
= Owners: payors, providers * Owners: providers

* Example data sets: utilization
of care, cost estimates

* Example data sets: electronic
medical records, medical images

Integration of

data pools required for
major opportunities

Pharmaceutical R&D data Patient behavior and sentiment data
* Owner: pharmaceutical * Owners: ct and stakeholders
companies, academia outside healthcare (eqg, retail, apparel)
* Example data sets: clinical trials, * Example data sets: patient behaviors
high-throughput-screening and preferences, retail purchase
libraries history, exercise data captured
in running shoes

Source: McKinsey Global Institute analysis
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Health data — and electronic
health records (EHRs) - are widely
viewed as a potential treasure
trove for medical
research



Why this Working Group?

Paediatric patients represent a ‘small population’

v Recruitment challenges e 1
v' Geographical dispersion Trials are
v" No active control available more difficult,
v' Adequate statistical power needed take longer
v" Surrogate and validated endpoints and cost more
needed Q/ e
v' Sample size to be minimised PAEDIATRICS
Large population for Studies involving “small
CTs and other studies populations” are typically multi-
are needed centre and multi-national
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Why this Working Group?

AND WHEN A LARGE POPULATION IS NOT AVAILABLE ?

e Reports and
statistics on use
e Overview on
. developmental
Data collection status
Data sharing * Market reports
Data storing for * Regulatory
secondary information
use e Efficacy and safety
of the drugs
 Information on
PK/PD

1°step TO SEARCH FOR ...
PAEDIATRIC DATABASES
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in GRiP WP2
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TEDDY participation to the European Network of Centres for
Pharmacoepidemiology and Pharmacovigilance — WG3 on
Inventory of EU data sources and methodological approaches
for multi-source studies

European Network of Centres
for Pharmacoepidemiology and Pharmacovigilance

\ENCDD,

About Us
ENCePP Documents
Training in PhEpi and PV

Chca ata Source JRN Ao stucy

Code of Conduct
Standards & Guidances
ENCePP Study Seal
Public Consultation

About ENCePP

Glossary of terms

Find out more about the European Network of
Centres for Pharmacoepidemiology and
Pharmacovigilance.

Resources Database

Partners Forum
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EU PAS Register 7
@ Are you a company seeking to commission or Find out more

collaborate in the conduct of a post-authorisation study
(PAS)?

@ Do you wish to register a study in the EU PAS Register? Find out more

@ Are you considering applying for an ENCePP study seal? Read a personal account

Col
of the FNCePP study

ENCePP® is a network coordinated by the European
Medicines Agency

TEDDY

NETWORK

European Network of Excellence
for Paediatric Clinical Research



The landscape of healthcare databases

Laboratory test findings Mortality and disease registries

Drug prescriplion dispensing . Geriatric assessment’

Hospital discharge diagnoses

Outpatient diagnostic-test : .
P g ] ~ record linkage
Emergency departmient visits — data analysis
Clinicaldatabases
. - Bigbank
Primarigggre DBs / Healthcare service payment
Prospective data collection | exempuons

Other administrative DBs

visualization & reporting

Trifird G, Sultana S, Bate A. From big data to smart data for pharmacovigilance: the role
of healthcare databases and other emerging sources. Drug Saf. 2017 Aug 24. [Epub
ahead of print]
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WHAT
COULD
WE DO?
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Considering:
 TEDDY experience with health data and database

 TEDDY participation as research resource in ENCePP
WG3

..THE FIRST ACTIVITY OF TEDDY WORKING GROUP ON
HEALTH DATA COULD BE...
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ENCePP WG3 ~ CASKY

Contribution to the concept paper:
“Models for multi-database pharmacoepidemiologic studies”

Different models identified for multi-database studies:

A) Local data extraction and analysis, common protocol

B) Local data extraction and central analysis on patient-level raw data

C) Study-specific local data extraction in a common data model and central
analysis

D) General local data extraction in a common data model and central analysis
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ENCePP WG3 et

Outline for a concept paper:
“Models for multi-database pharmacoepidemiologic studies”

&

evaluate the four models evaluate the four
with respect to relevant models with respect
dimensions collect relevant examples of to relevant study
multi-database initiatives, scenarios

with a particular focus on
European database networks
and application to regulatory
decision-making
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ENCePP WG3 CNEPP,

The activity has been structured in different phases:

a) collection of relevant examples of multidatabase
initiatives (Nov-Dec 2017, lead: Miriam Sturkenboom)
. use previous WG3 work
ii. use recent systematic review

. J

/b) evaluate the four models with respect to relevant dimensions\
(Nov 2017 — February 2018, lead: Rosa Gini)
i.  conduct systematic review of methodological literature
on multi-database studies, to assess completeness of 4
models and identify relevant dimensions
ii. conduct a consensus process based on the literature
\ review to score the 4 models /
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ENCePP WG3 &Ep

/c) evaluate the four models with respect to relevant study scenarios )
(Nov 2017 — February 2018, lead: Gianluca Trifiro)

i.  collect expert opinion via online questionnaire
ii. explore EU PAS registry

iii. survey of regulators
\ iv. evaluate models across scenarios and dimensions /

¥

d) First draft of the concept
paper and abstract ICPE
(mid-February 2018, lead: TBD)

¥

e) Final draft of the concept paper
and manuscript for publication
(April 2018, lead: TBD)
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TEDDY WG- Health data proposal of work

1. Collaboration with ENCePP WG3

2. Collection of relevant examples ofmultidatabase initiatives

(following the example of ENCePP)

3. What else ?
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TEDDY Working Group members

*Fedele Bonifazi (Italy)
Madlen Gazarian (AUSTRALIA)
*Annalisa Landi (Italy)

*Kejla Musaraj (Italy)

*Valeria Pignataro (Italy)

"i i i i rl NEW MEMBERS ARE WELCOME!
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Comments and proposals for
discussion
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