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DP In France : a brief overview

« Several factors favour drug adverse events and
Increase risk associated with drug interactions

= patient mobility

= growing number of polymedicated elderly people
= nparrow therapeutic windows of certain medicines
= increasing use of self medication

« Within this context emerged the need to gather all
medication-related information in a single EHR (Electronic
Health Record)

= This is how the DP was born in 2005

« Article L 1111-23 of the French public health code
provides the legal basis for this health record and
establishes the National Council of Pharmacists as

the responsible entity for its implementation
e




Governance : focus, transparency, accountability
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The largest EHR In Europe

» More than 20,000 pharmacies online & 20,000
new patients every day

» DP fully integrated in pharmacy software
» Triggers every step of dispensing cycle

» Governance led by National Council of
Pharmacists along with health authorities

Increase patients’ confidence in medicines

Batch automated recall fulfills this objective




International benchmark

Kaiser Permanente’s CNOP’s

Health Connect (USA) DP (France)
Start date : 2004 Start date : 2005
8,7 million patients 20 million patients
Patient access : yes Patient access : no
454 medical offices 21600 pharmacies
36 hospitals 360 volunteer hospitals
Medication information : yes Medication information : yes
Real time drug interactions : no Real time drug interactions : yes
Patient summary : yes Patient summary : vaccinations soon
Lab test results : yes Lab test results : no
Radiology : yes Radiology : no
Health alert broadcast : no Health alert broadcast : yes
Batch recall : no Batch recall : yes
Nationwide availability : no Nationwide availability : yes

Cost : over $2000 million Cost : $30 million
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Batch recall organization scheme

AFSSAPS CNOP

(Frenc.h DIl ag_ency) President : |. Adenot BUSINESS MODEL
CEO : D. Maraninchi
Investments

Batch recall regulation

« More competitive
« Scalable infrastructure

Section B « Self-funding for both

President : JP. Paccioni eXiSting and projected
Steering & communication services

* Big bang to avoid double
Invoicing

Taskforce DTS * No commercial use of data
Owner : JN. Colin :
Implementation

Business needs
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DP batch recall principles

®
®, , afssaps x
”’
Validated /— B

PHARMA COMPANY

mail Main benefits of DP batch recall system
Accuracy of information flow 2
Automated processes flow 3
ramise No multiple typlng flows 1 /2
iihiage Enhanced reporting flows 4/5
Fast broadcast flows1/2/3/3
. s . /
: @1 @

Reporting
|

Batch recall
message A

®

Wholesalers

Com———

workstations

’
® Transmission via

- fax gateways
Queued Pharmacist

Messages @ AR
DP DATA CENTER ‘

(@

PHARMACY

» An end-to-end
process

» Reliable
» Fast
» Highly available

» Along with areal-
time and fully
detailed reporting

» Mail sent to
remaining
pharmacies, to
ensure 100%
coverage
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Strong security prerequisites

» Framework agreement signed by pharma company

» Secured access components delivered by CNOP : security card,
software authentication certificate, user id, initial password

Rappels de lots

= One user, one card

PACCIONI
Jean-Pierre .

= Certificate activated once downloaded %* N°00001 g
P

4

and valid for three years 4> BP e nnasens

» Secured access components successfully
Installed on personal computer

» Connection tests passed by the user

» Annual change of password

CNOP — AFSSAPS — Septembre 2011




How does it really look like ?
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Content area (up to
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And then it works : results of our pilot phase
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reached

Official Start date

15000

0
nov-10
(Avandia-
Avandamet)

10 000 1111
5000 I I I I

02 March 2011 01 dune 2011

H Transmission to workstations

01 July 2011 07 July 2011 01

# Transmission via fax gateways

eptember2011 02 Cctober 2011 02 December

i Mail transmission

§ m

Ordre national
des pharmaciens




1. Introduction to French pharmaceutical record (DP)
2. DP batch recall overview

P 3. Main benefits
4. Roadmap




A truly nationwide coverage

Batch recall results for transmission to
healthcare facilities via fax gateways

Batch recall results for transmission to
community pharmacies on line or via fax

80 -85 %
85-90 %
90 -95%
95-97 %
97 -99 %

>99 %

100 %

EE B0 000

80 -85 %
85-90 %
90 - 95 %
95-97 %

97 -99 %

t

HENEE

>99 %

Recall MED12-A007-B007 — Feb. 2012

' m
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Future developments

» Version 1 fully available since november 2011 focuses on fast
delivery of batch recall data

= Real-time transmission
= Acknowledgement of receipt
= Sizeincreased up to 9000 characters

» Version 2, on behalf of Afssaps and industry
pharmacists, will introduce three major
changes by mid-2012 :

= Withdrawal summary
= E-mail Notification system

= Enhanced fax gateway (up to 20000 pages per hour)
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Batch recall is our model for future extensions

Step 1 Step 2 Step 3 Step 4

Digitalilization o Counter-

check o
seri
num

Checking b
numbers
dispensin

messages
transmissi
aunique

Launch of Datamatrix labelling Items mass serialisation
N N

7 7

-Reliable process : : :
P - Reinforcement of - Safety after - Protection against

dispensation safety dispensation falsified medicines

-Fast transmission
-24/24 7/7 available

Benefits

§ m

DP — Rappels de lots Avril 2012
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Batch recall is our model for future extensions

Manufacturers
European database

_ ' system
Serial numbers of [

released items L

» Key players :
National database systems — . ' } Manufacturers
DP device
Interconnectedwith the European > The EUI‘Opean database owner

database ] ] _
» National Council of Pharmacists
» Tools:

» DP device
Verifying every serialised > Pharmacy software
pack at dispensing point _
» Serial numbers of released packs

irrespectiye of
its country'e
origin



Our key success factors

« Pharmacists motivation
« Focus on real-time drug safety r——

 Dedicated resources and funding —_—
from CNOP to ensure delivery

« Software vendors’ early commitment
and use of existing infrastructure for
identification and authentication

« Great attention paid to security
and data privacy, along with close
cooperation with patient associations

* Innovation and change management
Our vision : reinforce pharmacists missions on end-to-end drug safety,

bring DP to hospitals, extend data scope to provide patients with
a better service, contribute to world leading scientific studies




Foundation for a better future

¢ Secure

* Open

« Useful

« Simple

* Avalilable
* Free

LE DOSSIER PHARMACEUTIQUE

Le Dossier Pharmaceutique (DP) contient la liste confidentielle de
tous les médicaments qui vous ont été délivrés, quelle que soit la
pharmacie, proche de chez vous ou sur votre lieu de vacances.

Le Dossier Pharmaceutique vous permet déviter des risques
d'interactions entre médicaments.

Le Dossier Pharmaceutique, Cest + de sécurité pour votre santé.

Le DP, un service gratult a découvrir chez votre pharmacien.

Le .Dossier Pharmaceutique 2

Il ne prend jamais
de vacances et veille”
sur votre sante«

e S
LE DOSSIER PHARMACEUTIQUE

Le Dossier Pharmaceutique (DP) contient I3 liste confidentielle de
tous les médicaments qui vous ont été délivrés, quelle que soit la
pharmacie, proche de chez vous ou sur votre lieu de vacances.

Le Dossier Pharmaceutique vous permet deviter des risques
d'interactions entre médicaments.

Le Dossier Pharmaceutique, Cest + de securité pour votre sante.

Le DP, un service gratult & découvrir chez votre pharmacien.

Au revoir... Thanks for your attention

Ordre national
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