>

\\\\

vER The German securPharm
Initiative

Science For A Better Life

Christian Riediger, Bayer Pharma AG,

Bayer HealthCare



securPharm - Stakeholders E

/ securPharm \
. Pharma Unsrmahmen B

\ 7

Page 2 The German securPharm Initiative Bayer HealthCare




\E(ER
securPharm - Goals R

EU N technical
feasibility
study

Directive

errors

processes
feasibility
study

two ways
of coding

start of
rollout

Bayer HealthCare

Page 3 The German securPharm Initiative




The occasion: BA
EU-directive 2011/62/EU 5

ﬁ 174[74 Official Journal of the European Union l.?.zﬂm

@ﬁng regard to the proposal from the European Commission, should also be defined.

DIRECTIVE 2011/62/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 8 June 2011

Directive 2001/83/EC on the Co
ds the prevention of the ent

unity code relating to medicinal products for human
yfto the legal supply chain of falsified medicinal products

{Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE medicinal products from other illegal medicinal products,
EURCPEAN UNION, as well as from products infringing intellectual property

rights. Furthermore, medicinal products with uninten-
Having regard to the Treaty on the Functioning of the European tional quality defects resulting from manufacturing or
Union, and in particular Article 114, and point (c) of distribution errors should not be confused with falsified
Article 168(4), thereof, medicinal products. To ensure uniform application of

this Directive, the terms ‘active substance’ and ‘excipient’

+ 3 years delegated acts = 2014 + 3 years to fulfill the obligations = 2017
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BAYER
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Objective of the EU-directive R
—L Main objective J
* Increase protection of patients against counterfeited drugs
—L Approach J
« Making counterfeits unprofitable

-

—L Additional benefits

* Precise callbacks

» Optimized goods management with
machine-readable product data

» Optional: Reimbursement

“ Product number
« Batch number

* Expiry date
¢ | + Serial number
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securPharm - Concept
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securPharm - End-to-end-principle 5
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Coding with Data Matrix Code 5

: Machine- : Machine-
Today nplaintext  taohe Future Inplaintext - fable
PZN-7 ¥ 4 Vg PZN-8 ¥ 4

Ser.Nr. 2

Batch ¥ 4
Expiry- v

date

Batch Vg
Expiry- v

date

FPipapolon Forte

S e S ! Pipapolon Forte
! bt PR
A \
A

20 Yapsein \ \
A 20 Kapse\n
L
PZN-3752864 Ch.-B.: 123454 Rty

15.06.2027 B

CL <L

Verwendbar bis
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securPharm - Pilot Characteristics

€5

~
f-21 manufacturers

* 90 products
(different PZN)

* Period
112013 38132013

» ~2.3 millionen packs
» Using PPN and NTIN

e

Heterogene Heterogene
technology J responsibility/

@ Integration into day-to-day\

business
* No directed distribution

» Every wholesaler supplys
coded products

» Wholesaler checks code
(optional)

» Connection to Pharmacy
system

Wholesaler

f-200 — 300 Pharmacies

» Selection by software
companies

» ~5 software companies
with
~8 software products

MIEENES

Real
products
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[imeline =
Apr-11 Mar-12
P Nov-11 Aug-12
Decision for Foundation of i
, Memorandum of Kick-off
stakefg;?rirar:;del n Understanding securPharm KAplr( 1 ?f manufacturer Jan-13 Apr-13
July-11 Dec 11 h;:rn;:c system Start field test  Further development
EU directive System concept P y
\ \ \system
x X X ’ o
T I
1.1.2012 1.1.2013
1.1.2011 31.12.2013
Apr-13 - Dec-13
Apr-11 — Dec-11 Jan-12 — Dec-12 Jan-13 - Mar-13 Further development &
System Design Phase Implementation/ Test Field test / Pilot Roll-out
A I AL
1.1.2012 1.1.2013
1.1.2011 31.12.2013

The field test is the start of the rollout!
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: Thank you!

Science For A Better Life
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Forward-Looking Statements &

This presentation may contain forward-looking statements based on current
assumptions and forecasts made by Bayer Group or subgroup management.

Various known and unknown risks, uncertainties and other factors could lead to
material differences between the actual future results, financial situation,
development or performance of the company and the estimates given here.
These factors include those discussed in Bayer’s public reports which are
available on the Bayer website at www.bayer.com.

The company assumes no liability whatsoever to update these forward-looking
statements or to conform them to future events or developments.
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