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OMS Introduction - Key Principles (1/4)

OMS Dictionary provides a central source of organisation data
hosted by EMA, accessible to and used throughout EMA and by
external stakeholders

An organisation, as a legal entity, groups all its

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details
of Departments are not managed in OMS

A A
Organisation ID Organisation Name A Country ¢ Location ID * City * Address Postcode Location status
ORG-100013412 European Medicines Agency Netherlands LOC-100020264 Amsterdam Domenico Scarlattilaan 6 1083 HS ACTIVE
ORG-100013412 European Medicines Agency Netherlands LOC-100020260 Amsterdam P.O. Box 71010 1008 BA ACTIVE
|L_ORG-100013412 European Medicines Agency Netherlands LOC-100018793 Amsterdam Orlyplein 24 1043 DP INACTIVE

ORG-100006175 European Medicines Agency United Kingdom LOC-100010800 London 30 Churchill Place E14 5EU INACTIVE

Organisation ID: ORG-100032140

Organisation Name: Opella Healthcare Belgium

Alternative Name:

EN - N.V. Opella Healthcare Belgium S.A.

EN - Opella Healthcare Belgium Trading As Sanofi Belgium
FR - Opella Healthcare Belgium S.A.

NL - Opella Healthcare Belgium N.V.
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OMS Introduction - Key Principles (2/4)
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OMS Dictionary provides a central source of organisation data
hosted by EMA, accessible to and used throughout EMA and by
external stakeholders

An organisation, as a legal entity, groups all its

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details
of Departments are not managed in OMS

Organisation Details

Organisation 10: ORG- 100000546

Organisation data structured with unique IDs
(Organisation_ID and Location_ID) and
mapped to records loaded from source systems
(e.g. EudraGMDP site reference code)

Organisation Name: Sandoz GmbH

Status: ACTIVE

Organisation Type: Industry

Pharmaceutical company

) (D) ©

Location Details
A B D F G H 1 )
1

R (e itotithass 1 Mame missing In OMS and needed for certificates Status Strafle PLZ ort | _ Staat
S 2 |Sandez GmbH { Site ComOps Wien G - aktiv_[stella-Klein-Liw-W{17 1020 Wien Usterreich
e Biochan bestisios 10 3 |Sandez GmbH GA - aktiv [Jakov-Lind-Strafle |5.Top 3.05  |1020|Wien _Clsterre'rl:h
Kundl 4 Sandor GmbH |/ Site Com{ps Wien - AuBenlager SCHACHINGER pharmalogistik GmbH GA - aktiv_|Schemmerstrale |72 1110 Wien Cstierreich
Tirol S5 |Sandoz GmbH / Site ComOps Wien - Aullenlager SCHACHINGER pharmalogistik GmbH GA - aktiv_|Logistikzentrum Wi10-18 2201|Hagenbrunn _|Osterreich
6250 RV TPy e Cisterreich
Austria Sandez GmbH - Organisationseinheit LOG GA - aktiv_|Biochemiestralle |10 6250 Kund| Osterrsich
Sandoz GmbH - Betriebsstitte / M. ing Site Anti Inf & Chemical Operations FOF Kundl [AICO FOF Kundl) GA - aktiv (Bl 10 6250|K-J1d| Gisterreich
VNI Loe: ikt Sandoz GmbH - Betricbsstitte / Manufacturing Site Sandoz Development Center Kund| (SDC Kundl) GA - aktiv_|BiochemiestraBe |10 B250 Kund| Osterreich
EudeaGHDP Humber: I b Sandoz GmbH - Batriebsstatte / Manufacturing Site Anti-Infectives & Chemical Operations AP Kundl (AICO AP Kundl) __GA - aktiv_[Biochemiestrae [10 5250]Kund| [Gsterreich
5295, 5298, S027, 9400, 9530, 16284, 18205 1ll Sandos GmbH GA - akti 10 6250|Kundl Beterreich
Sandaz GmbH - Batriaksstitte / Manufacturing Site Aseptics Drug Product Schaftenau / Kundl [Aseptics DPS Kundl) GA - 10 6250|Kund| Osterreich
Last Modified Date: 20F1-05-30T15:56:30 18 Sandar GmbH - Betriebsstitte / Manufacturing Site Drug Substance Kundl [DSK) - o 50| Kunadl .dstpmﬂ'u:h
. andoz Lmbl [: BuREnTager GEDrager Wers Cmon ger Gebruder Weiss Gml El gl Osterreich
S A 15 [Sandoz GmbH . AuBenlager Schenker & Co AG skt ] |6300|W5rg| [Bstemreich
2 I ntl’Od UCtIO n '[O Org an ISa'[IOn Management Service 16 Sando: GmbH Aubenlager Schenker & Co AG GA - aktiv I{,I'\W'ﬂl'_{hllk siid tﬂ ] ! Futein ‘.]'-|I'I!I'(I:h
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OMS Introduction - Key Principles (3/4)

OMS Dictionary provides a central source of organisation data
hosted by EMA, accessible to and used throughout EMA and by
external stakeholders

An organisation, as a legal entity, groups all its

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details
of Departments are not managed in OMS

Organisation data structured with unique IDs
(Organisation_ID and Location_ID) and
mapped to records loaded from source systems
(e.g. EudraGMDP site reference code)

The Location_ ID will be unique and will not change

ORG-100000789 Sanofi-Aventis Groupe France LOC-100001368 | Paris 54 Rue La Boetie 75008 ACTIVE 2019-08-28T17:37:51 + G Q
ORG-100026749 Sanofi France LOC-100414428 | Paris 54 Rue La Boetie 75008 ACTIVE 2020-08-21T14:56:22 + G Q
ORG-100010027; Sanofi Pharma Bristol-Myers Squibb SNC ~ France LOC-100414368 | Paris 54 Rue La Boetie 75008 INACTIVE 2020-03-03T14:09:38 Q
ORG-100001962 Sanofi Clir S.N.C. France LOC-100405474 | Paris 54 Rue La Boetie 75008 ACTIVE 2020-09-11T11:57:00 4+ E Q
ORG-100014407 Sanofi Mature Ip France LOC-1000420362 | Paris 54 Rue La Boetie 75008 ACTIVE 2020-09-03T15:28:54 4+ G Q
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OMS Introduction - Key Principles (4/4)
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OMS Dictionary provides a central source of organisation data
hosted by EMA, accessible to and used throughout EMA and by
external stakeholders

OMS does not have individuals. If individuals
are required in a certain regulatory procedure,
this needs to be dealt directly by each system.

An organisation, as a legal entity, groups all its

physical locations within a country
Roles (MAH vs Manufacture), context (H vs V) and details
of Departments are not managed in OMS

(Organisation_ID and Location_ID) and
mapped to records loaded from source systems
(e.g. EudraGMDP site reference code)

The Location_ ID will be unique and will not change

‘ Organisation data structured with unique IDs

OMS publish the latest information available and maintain all
versions in a date format (version timestamp)
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Where to find OMS?

EUROPEAN MEDICINES AGENCY

OMS portal
- OMS Dictionary

- Change Request functionality to
update/add organisation locations
to OMS Dictionary

- OMS guidance and requirements

ServiceNow
- Questions (data or system

related, follow-up on Change
request)

- Report an Incident

OMS Web Ul (europa.eu) Employee Topic - Employee Center (europa.eu)
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https://spor.ema.europa.eu/omswi/#/
https://support.ema.europa.eu/esc?id=emp_taxonomy_topic&topic_id=bc9e83d2c3195d10e68bf1f4e4013187

Who can change OMS data?

”
I

Manufactures

- : \‘9‘
Il RO
L MAH, Sponsor
NCA
|
o

Hospitals, University
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SPOR NCA/Industry
Super User

SPOR NCA/Industry
User
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Anyone can submit
a Change Request to
any organisation
and/Zor location
published in the
OMS Dictionary, as
long as they submit

supporting
documentation>

Validation of data as per
date of the Change Request

*Further information on requirements can be found on the OMS portal

under document E — Change request



https://spor.ema.europa.eu/omswi/#/viewDocuments

OMS Change Request process at a glance

EUROPEAN MEDICINES AGENCY

Submission Validation/ Standardisation Approval/ Rejection

m A I i A I e« 5-10 WD SLA
e e CR Approved or
‘i E ‘i Rejected user always
L._ J receives email
acknowledgment with

EMA Data Guidance/ EMA Data Stewards
Requestor . the outcome
Stewards references & tools EMA is OMS Data Owner
« If disagreement, raise
Submit OMS CR with Data Stewards validate all OMS CRs using guidance/ _t'Ck.et n Service Desk,
supporting document references & tools (OMS DQ standard, Business indicating CR number

registry, AddressDoctor validation service)

b

Organisation data owner
EMA
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Data vs Reference Sources

o)

OMS uses Reference
sources of information
(Trade registry, DUNS,
other
documents/sources) to
ensure data
correctness/accuracy

OMS is a standardised list of Organisations/Locations

S

OMS data reflects
reality:

correct
organisation/legal
entity

correct relationship
with its address

correct address
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OMS reflects equivalent
information as the Trade
registry (or other
documents/sources) but
it is not meant to be
the same/*““copy” of
Trade registry (or other
documents/sources)

EUROPEAN MEDICINES AGENCY

@

OMS reflects consistent
information i.e. OMS
will apply/standardise
the Organisation/address
information according to
the agreed DQ rules



Data & Data Management Process

EUROPEAN MEDICINES AGENCY

Organisation name Location data
1. Business registry, Relationship Business registry,
Validation DUNS DUNS

r==—==-===1  — )  —"

If loc is not
recognised by AD,
data will follow OMS
DQ Standards

|
|
|
|
axia !
|
|
]

National Postal
Service
(AddressDoctor)

2

—

Standardisation

OMS Data Quality
Standards

“B
DQ Standards National Postal Service

| - S S e e DS S e B B e B B s
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What is AddressDoctor?

EUROPEAN AfhE[)IiZ]NES AGENCY

AddressDoctor is an address library used for address validation, correction and standardisation

== (3 X
e World-wide & Certified Standardised e Enriched
i ¥
» AddressDoctor’s validation service is « Addresses are formatted according to * AddressDoctor’s validation
delivered in combination with local postal standards service allows to enrich
reference data for more than 240 . ) . address data with geocodes
countries and territories . Vall_datlon service can parse, analyse,
verify, correct and format addresses
» The service combines in one engine according to local postal standards -
postal certifications from all five ensuring that correct elements appear
global postal organisations in the appropriate hierarchical alignment
*
) Character set & Up-to-date
— transliteration +

e Address Verification supports 40 different
character sets and transliterates
addresses into Latin characters from
six different writing systems

* The reference database is
updated throughout the
year

« When available in the reference files
addresses can be automatically
transliterated — address localised will be
generated
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OMS IDD - Change Request Process Organisation validation & standardisation ¥

EUROPEAN MEDICINE

~ Organisation

This entity is in 5 pending state Validation

Standardisation
“OI"”A‘ CERTIFICATE OF INCORPORATION [** EU ﬁ(ipff‘N_\f\f‘ FP]CI'\N [3 “\ICIJIEI:‘]CI\‘]I

OF A PRIVATE LIMITED COMPANY

} Organisation Translation

Midatech Limited 07 June 2017

~ Organisation Category

EMA/740982/2016
COmpany ND.- Information Management Division
Party Category Code
Industry . . . .
The Registrar of Companies for England and Wales hereby certifies that Orga n|sat| on d ata C| ua |It\/ Sta nda rdS N OMS
b Party Category . L
MIDATECH LTD Data quality principles
P Organisation Mappings

P} Organisation Identifiers

Country Reference Legal Entity naming in organisation names (in EN and National languages)

ke . i pani . 3 .
w Organisation Location SE Swedish Companies AB, AB (publ), EEIG

Is this day incorparated under the Companies Act 1985 as a private e
Registration Office

: B SI Slovenian Business d.o.o., EGIZ, d.d.
- company and that the company is limited. =S e ' '
Status Address Line 1 pany pany Register
PROVISIONAL Oddfellows House SK Slovakian Business a.s., k.s., s.r.o. = spol. s r.o., v.0.5., EZHZ,
Given at Companies House, Cardiff, the 27th October 2000 = I UK Companies House Limited, ilmnc, EEIG,

o
§

Il
% &
P

THE GPFCIAL SEAL OF THE
FEGISTRAR O COMPAMIES

COMPANIES HOUSE

HCOO78
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OMS IDD - Change Request Process Location

validation & standardisation

EUROPEAN MEDI

CINES AGEN

w Organisation Location

Thiz entity is in & pending state

ORG_HIERARCHY

true

Gunnar Randers' vei 24
Kjeller

Norway

ORG-LCTH

Record 4 of 4 4

2007

27/Feb/2020
LCTN
PROVISIONAL

Brenneysundregistrene

Validation

Crganisasjonsnummer:
Organisasjons form:
Stiftelsesdato:

Registrert i
Foretaksregisteret:

Foretaksnavn:

Forretningsadresse:

Kommune :
Land:

cfo TheVIT AS

- Randers'
2007 KJELLER
3030 LILLESTRE&M
Norge

vei 24

Firmaattest

Under avvikling

w Organisation Location

d

National Postal Service

This entity is in & pending state

Gunnar Randers' Vei 24

11.047364

ORG_HIERARCHY
true

Standardisation

W

@
T
T

et Number 24
Kjeller

Morway

ORG-LCTH
g octor Mo

3-Good/ Local Address -= Line1:Gunnar Randers' Vei 24 City Kjeller Country:Norge Lang:NO

Record 4 of 4

1

2007

59974546
27iFeb/2020
LCTH
FROVISIONAL
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Any questions on the webinar?

13
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Further information

Contact us through ServiceNow @ https://support.ema.europa.eu/
Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam . The Netherlands

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Follow us on ¥ V@EMA_ News


https://support.ema.europa.eu/
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