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What is EMVO and how does EU Hub function?

Tobias Beer
(Head of Commercial & Partner Management)

www.emvo-medicines.eu
helpdesk@emvo-medicines.eu
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l European Medicines Verification System

l How to get connected?

l Technical On-boarding

l Master Data-flow and Multi-country packs
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eMVO ., EMVS’ System Landscape
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*  Secures cross-border trade and handling of multicountry packs
*  Provides cost savings for connecting manufacturers
*  Supports establishment of standard interfaces
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MO L Organisational chart

EMVO Board of Directors
President: Hugh Pullen (EFPIA)
Vice-President: Sonia Ruiz Moran (PGEU)
Treasurer: Richard Freudenberg (EAEPC)
Monika Derecque-Pois (GIRP)

Adrian van den Hoven (Medicines for Europe)

General Manager

Andreas Walter

Christoph Krdhenbiih|g  Commercial & Partner Operations Office Manager Quality Assurance

Management Paul Mills Marisa Jimenez Sanchez Stephan Theunissen

Markus Gerigk Tobias Beer

Fanny Willem
Trenteseaux Theunissen
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Verification Orgonisation
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OIS et Elements of Blueprint Approach

d Full Stakeholder participation in NMVO
Governance

d Implementation of national systems based on
compliance with EMVO URS

1 Technical operation by an IT Blueprint Provider

1 Support by EMVO during deployment process
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Blueprint candidate
Small Country Blueprint
Blueprint open
Standalone system

No Information

Non EU Countries
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Prerequisite to on-board
> 2.500 MAHs/Parallel Distributors

N

g

“7 ™ Decrease EMVO's
.. .J response time

31/03/2017

OBP Portal |

20 User-friendly

web-based portal

i

/

N

Starting point/ trigger
for legitimacy check
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MV e OBP Portal Il

hﬁ y ABOUT US EU HUB ON-BOARDING FAQ DOWNLOADS ANNOUNCEMENTS CONTACT =

emvo
OBP Portal

W

elcome to EMVO's On-boarding
“ Partner Portal

1 In order to continue, you will need a valid email address. Once you
complete the registration form, we'll send you an invitation email
with instructions and next steps.

Request to participate >

\ - e

https://www.emvo-medicines.eu/eu-hub-on-boarding/obp-portal/
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Managed and

administered by

EMVO’s
Commercial &
Partner
Management

Team

Managed by

EMVO'’s
Operations

Team

27 March 2017

1) Participation
Request

2) Legitimacy
Check

3) Contractual/
Commercial On-
boarding

4) Technical On-
boarding

On-Boarding Process

e Initial Contact
e Portal registration
* Non-Disclosure Agreement (NDA)

e Legitimacy check of organizations
and person responsible

e Multi-stage procedure

® On-boarding Fee payment

e System Connection
e System Testing
¢ System Operation

e Participation Agreement (PA) }
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MO Lo Step 1: Provide Initial Information

Verification Orgonisation

. To add or . Status:
Trigger step 1: , Estimated
modify the . Not Started
Successful Request to time to
.. requested
Participate complete
Complete

VA N information

t °® ® / \ Time to complete Status
/ /0 5-7 min ( Not Started )

12 Authorised representative{ormatioe o )5—7 min ( Not Started )
‘ @

13 Pre—technicalConnectionInformh\ (i} / 5-7 min
\ Y/, “
N /(96 e /
N /G /
N "« /
\7

11 Company information @

31/03/2017 e-verifisering av legemiddelpakninger 14



g!:]:% S— On-Boarding Fee

Verification Orgonisation

One-Time Fee per OBP

OBPs with more than 12 MAHSs in Europe 20,000 €

OBPs with 6 tol2 MAHSs in Europe 10,000 €

OBPs with 3 to 5 MAHSs in Europe 8,000 €

OBPs with 2 MAHSs in Europe 6,000 €

OBPs with 1 MAH in Europe 3,000 €
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MO L Technical On-boarding

Verification Orgonisation

1 Starts when Participation Agreement is signed
by EMVO

1 OBP will connect his client sequentially to:
" the ITE environment to develop an interface
" the IQE environment to certify his interface
= The PRD environment to use his interface

(J OBP can choose to connect via

= a3 Direct connection (data send from client straight to
EU Hub)

" 3 Gateway connection (Data sent first to a Gateway
Provider. The Gateway Provider sends it through to
the EU Hub
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EMVO it Connection Types

Verification Orgonisation
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Master Data — Data Flow

Master data consists of:

* Product Code/Scheme
* Product name

» Pack Type

* Dose Form

. Ma rket List

o/ etex,

N
N
&, 1>
Master Datp is stored / s
2> ey “Yep
N //)
N

Master Data is stored \ /
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Verification Orgonisation

Batch data consists of:
* Product Code

« BatchID

* Expiry Date

Batch Data is stored

Batch Data is stored
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B

Pack Data — Data Flow

Lookup the market for the
product code and bhatch combo

-9

o

Pack Data is stored

Pack data consists of:
* Pack Serial Number
* Pack Status

Q

Batch and Pack Data
move together in one
single transaction.

They’re shown on
separate diagrams for
clarity only.
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Product Code Mapping)

 The master data easily manages shared (multi-market) packs.
e Example — A Dual Market Product — Norway and Germany

fProduct Master Data |
|Product code [05060141900015]
\Coding scheme [GTIN]

'Name [Eckart Example 1mg x 28]
:Common name [Eckart Example]
IPharmaceutical form [Capsule]
\Strength [1mg]

'Pack type [Box]

'Pack size (Dose Count) [28]

e o o e o o e o o e e S o s o

Product per Market Data

Member state ISO ID [NO]
National code [Vnr98765432109]
Article 57 code/PCID (TBC)
MAH ID [NO Reg No 77896]

Product per Market Data |

Member state 1SO ID [DE]
National code [PZN1234]
Article 57 code/PCID (TBC)
MAH ID [IFA Reg No 12345]
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= Master Data

Cupen Naices What Each Market Receives
e m Verification Orgonisation
Data Received by Norway Data Received by Germany
Product Master Data Product Master Data
:Prc}duct code [05060141900013] 'Product code [050601419000138]
1Coding scheme [GTIN] : |Cnd|ng scheme [GTIN] '
: Name [[Example 1mg x 28] i :Name [[Example 1mg x 28]
1Common name [Example] ' ICommon name [Example] :

'Pharmaceuilcal form [Capsule]

'Pharmaceutical form [Capsule]
|
.Strength [1mg]

1 Strength [1mg]

: | Pack type [Box] 'Pack type [Box]
Pack size (Dose Count) [28] _ _ \Pack size (Dose Count) [28] _ _ !
Member state ISO ID [NO] Member state ISO ID [DE]

National code [Vnr987654321 09. - National code [PZN1234]

Article 57 code/PCID (TBC) . - Article 57 code/PCID (TBC)

MAH ID [NO Reg No 77896] MAH ID [IFA Reg No 12345]
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Verification Orgonisation

BC(01) 09504000059118

Lot (10) 7654321D
SN (21) 10987654d32

Product Code National Number
09504000059118 = 1312345678913

* Client (Pharmacy/Wholesaler) Application reads:
— 0109504000059118107654321D<GS>171411202110987654d32
— Database gives 09504000059118 = Vnr “1312345678913”
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Austria

Austrian Medicines Verification Organisation
[ ANYVO)

& Helga Tichen

EJ office@amvo-medicines.at

Czech Republic

Marodni organizace pro ovéfovani pravosti [8civ, 2.5.

& Jakub Tesaf
El fmd@aifp.cz
@ httos/ fcxmvo.czf

{ Germany

securPharm eV,

& Martin Bergen
(2] info@securpharm.de

@ www securpharm.de/en/index. html

securPharm

Contact details NMVOs

Bulgaria
Bulgarian Medicines Verification Organisation
(Bghavio)

‘ llliana Paunova

[Tl office@bgmvo.org

& wwwbgmvo org

""-} BULGARIAT MEDICINGS
S VERIFICRTION CREANSATION

Finland

Finnish Medicines Verification Drg;anisation)’:’:uqmen Laakevarmennus Oy
[FihWO)

& Malja Gohlke Kokkonen
[8] info@laakevarmennus fi

Latvia

Latvian Medicines Verification Organization
(LZvO]

‘. Inese Erdmane
D infof@rvo.lv
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Netherlands

Stichting NMYO
{NVMO)

& Erwinvan Malland

B info@nmwva.nl
WAL FIFTES,

Sweden

e-ViS

‘ Anita Finne-Grahnén

H anita.finne-grahnen@lif.se

Switzerland
Stiftung refData (temporary)

& Erwin Zetz

E] erwin.zetz@gsl.ch

Contact details NMVOs

Spain

Sistema Espafiol de Verificacidn de Medicamentaos, 5.L
{SEVeM]

& Maria A, Figuerola

8=t B CEVeM

Slovenia

Medicines Verification Institute Slovenia
(ZAPAZ)

L Mitja Pirman

[5] mitja.pirman@zapaz.si m

WWW. 13031 5|
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Verification Orgonisation

L Because the master data contains ‘market specific’ elements, a single look-

up process from the printed GTIN provides the NHRN to consuming systems
(pharmacies' system and wholesaler system)

This is in the printed code

PC (GTIN) 01 05060141900015

SN 21 1234567890ABCDZZ99T

LOT 10 NOTA4SALE1234ABCDWXYZ

EXP 17 190209

Product Master Data Product per Market Data

Product code ) Member state I1SO ID

Coding scheme National code < This is the NHRN
Name Article 57 code/PCID (TBC) For this
Common name MAH ID

specific market

(2] .t 1 r

This is in the data provided by the European Hub
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eMmvo What is an “OBP”:

Verification Orgonisation

J OBP means On-Boarding Partner and is the
contracting party of EMVO and concludes the
non-disclosure agreement (NDA) and
participation agreement (PA).

J The OBP is legally authorized to sign on behalf
of a MAH/a group of MAH:S.

d The OBP has to be affiliated (*) to a MAH/a
group of MAHs

(*) Affiliate shall mean, in relation to a Party, any other person affiliated with such Party within the
meaning of Article 11 of the Belgian Code of Companies (it being understood, for the avoidance of
doubt, that the definition set out in said Article 11 is agreed to also apply to non-Belgian persons).

31/03/2017 e-verifisering av legemiddelpakninger 30
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Relationship OBP* and EMVO

I
: Affiliated entity 1
: “Marketing :
| I

I

Corporation/Group

Affiliated entity

: “Affiliated entity
: “Marketing
I

> EMVO

*On-Boarding Partner

|
|
Marketing Authorisation :
Authorisation Holder A” Authorisation Holder B” Holder C” I
L e e e e = L e e e e e e e e e e e e e e e = !
Participation Agreement
. OBP* «
| 1
1
: Affiliated entity .
“« ” 1
: Producer 1 ! Sends Data to the HUB
L e e e e e |
T T m T I T T T T I [Tt T T I
I | I
: Affiliated entity I : Affiliated entity | : Affiliated entity I
I “Producer 2” : I “Sales Rep. 1” : I “Sales Rep. 2” :
:_ ______________ I :_ ______________ I :_ ______________ I
Contract Manufacturing Organisation
31/03/2017 e-verifisering av legemiddelpakninger
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|
: Affiliated entity 1
: “Marketing :
1 Authorisation Holder A” :

|
|
1
: Affiliated entity .
I “Producer 1” :
|

|

Corporation/Group

I
Affiliated entity |
“Marketing :

I

I

“Affiliated entity

|

|

Marketing Authorisation :

Authorisation Holder B” Holder C” I

L e e e — = R —— Ty !

/. \ / -7\ /
) BRSO -7 Participation Agreement
OBP* <«

Relationship OBP* and EMVO

Sends Data to the HUB

> EMVO

L e e e e m e e
T T m T I T T T T I [Tt T T I
I I
: Affiliated entity I : Affiliated entity I : Affiliated entity :
I “Producer 2” : I “Sales Rep. 1” : I “Sales Rep. 2” :
:_ ______________ I :_ ______________ I :_ ______________ I
Contract Manufacturing Organisation
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. *Confirmation letter
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These On-boarding Guideline/Manual for MAH (without parallel distribution activity) and Parallel
Distributors (MAH with parallel distribution activity) and the related Power-Point presentation (the
"Guides") are provided "AS IS" by EMVO. They are provided for your information only and do not
amount to professional advice or recommendations from EMVO. No warranty of any kind is made or
given by EMVO with respect to these Guides or use thereof, including, but not limited to, as to the
accuracy or the completeness thereof. Use of these Guides is at the your own risks and perils. To the
fullest extent permitted by applicable law, EMVO expressly disclaims all warranties of any kind,
whether expressed or implied, including, but not limited to the warranties for hidden or latent defect,
of merchantability, fitness for a particular purpose and non-infringement. EMVO shall not be liable
for any direct or indirect damage, loss or claims, including loss of use, data, profits, benefits, data,
business, opportunity, goodwill, clientele, for third party’s claims, or for any other indirect, special,
incidental or consequential damages of any kind in connection with or arising out of the use of any
information disclosed hereunder, whether alleged as a breach of contract (including grave fault), tort,
negligence (including gross negligence), hidden/latent defects, strict liability or any other legal theory,
even if the EMVO had been advised of the possibility of such damage. Nothing herein shall, however,
operate to limit or exclude any liability for fraud or other liability that cannot be legally excluded.
EMVO reserves the right to amend these Guides at any time without prior notice.
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