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EudraGMDP integration with OMS - Manufactures (as-is) -

EUROPEAN ME l;[l'_ﬁll‘-!li.‘\ AGENCY

Manufacturer Applicant/MAH

Responsible for
registration/updating organisation
data in OMS before submissions
(e.g. Initial MAA, Variation,

Renewal) via OMS CR process.
Manufacturers liaise with NCAs National Competent Applicant select Org/Loc in the relevant section of the eAF
for their Manufacturing Import Authorities Finalise & submit the form
Autorisations (MIA) A L RFDE
dk _-‘-
Application referring to a manufacturer - To be included in OMS via OMS
that has not yet been inspected So® CR process:
» Human API manufacturers in
Manufacturing and Import NCAs GMP certificates] non-compliance _ C e Liechtenstein, Norway, Romania
Authorisation (MIA) reports = * New/updated
EU « Inspections carried out to all EU - manufacturers/distributors in EU
O sz, 2hEIRT ' manufacturers eAF countries (if not yet inspected)
FEOBHRRMICE + Inspections carried out to some non- » New/updated manufacturers in
DWW T, NCAsH'EEER EU manufacturers non-EU countries (if not yet
1R EZHF L T ars OMS supplies organisation master data inspected)
- BUERT D AR GDP certificates/ non-compliance to eAF * Timing for _OMS CRs to be
- SIS FR DR reports = confirmed in Q3 2019
= A ports _ @ EudraGMDP T —
/ v v Slwstpﬁctl:ons carried out to all EU A R—ZNDBEERE &
istributors — 2
Wholesale distribution OMSIZ & %
authorisations (WDA) Data from EudraGMDP loaded to OMS in Q< -u16
+  New/updated distributors L
P EUdI’CIGMDP More data loads may happen in the future (to add new OMS OMS: Organization
organisations/Locations, known as DELTA load) Master Data Management System

19 OMS - Organisatiu.. . - —i1vices
Classified as internal/staff & contractors by the European Medicines Agency
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EudraGMDP integration with OMS - Manufacturers (proposed (f . )M__«__.\,,"Ew

EUROPEAN MEDICINES A

Applicants/MAHs Manufacturer

QELEEA.

SR EE
ZhoMs | EL
Applicant select Org/Loc in the relevant section of the eAF ERTISER A 57

Finalise & submit the form ;ﬁ%ﬁ/ ZE
=

—
B
Responsible ..

Note: to be further discussed and
agreed with the Network.

B===| Responsible to regist.rati:.)n/upclatilng
P : register/update org. data in cf:'rganmﬁtlc;r.] data '”r 3;15
Application referring to a manufacturer i ] OMS before submissions or application e.g.
that has not yet been inspected . (Initial MAA, Variation,
— Renewal).
NCAs e
. - Send OMS CR for:
Manufacturing and Import . . = end UV or .
Authorisation (MIA) A 4 GMP certificates/ non-compliance = - New/updated Applicant/MAH
+ New/updated manufacturers in EU reports . . = g in EU OMS CR for:
. Ma @Eudra’C“GMPEEEH’[‘% - + Inspections carried out to all EU \ « New/updated
5 :
q manufacturers Manufacturers in EU

API reg%iﬁitjijﬁ:ffj_ g + Inspections carried out to some non- + New/updated
- All API manufacturers & importers EU manufacturers OMS supplies organisation master data Manufacturers in non-EU

in EU to eAF countries
+ May not contain: data from GDP certificates/ non-compliance

Liechtenstein; Norway; Romania reports . ) @ S B AR S

« Inspections carried out to all EU OMS7) b ZISFTIR +
Wholesale distribution distributors ¥R % EudraGMDP 5|
THT3

authorisations

OMS: O izati
+  New/updated distributors rganization

OMS supplies data to EudraGMPD OMS Management
EudraGMDP P Svet
Master Data ystem
20 OMS - Organisa. -rvices

Classified as internal/staff & contractors by the European Medicines Agency

%  EudraGMDPY R T LDEEHMEIZDLNTIE, EMADOWebinar&#} lpresentation-industry-webinar-introduction-
organisation-management-services-oms-activities_en] & ZSHBEE LY,
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1. EMATZ h o> MERR

OEMA Account ManagementM 7 H O > FEERLE T,

THAIYMIEAZEICRELET,
X BHETHA-LT FLRFEHOA—LT FLRTHREVLLET,

O7ho v rORITRAIX. REOENRFT DA LLARETI AN,
THhHOY FDRITRBENEFELEZA—ILIZ, THO U MBNFESh-C &
FEEN=THhOY FENEREINET,

[EMA Account Management® 7 A > MEFER—]
https://register.ema.europa.eu/identityiqg/external/registration.jsf#/register

XT7HhO U FREERDEIER
BB LT=7 H 2 F TEMADWeb Sitel26h AMA Y A VA GEA S I5EIZIE, THY U A

|mpieIhEzT,
. —Eﬁﬂfaﬁ bAHRBE2ZER) T4 UM LMEEIX. “EMA Account Expiration Notification — Action
required"&E W3 RZ A FILTA—ILAEET, COA—I)LEZEEZZERBUAIC, w3054
LTLTZELy,

2. Industry Super User7 h™ > FDREER
OEMA7 ho > b ZFAULVTEMA ServiceNowM LRI LVEDHEZET1TS

[ EMA ServiceNow kv TR—]
https://emaprod.service-now.com/esc



https://register.ema.europa.eu/identityiq/external/registration.jsf#/register
https://emaprod.service-now.com/esc
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3.

Industry Super User7 1 > FDYERK
OEMAT 7179 > b Z ALY TEMA ServiceNowh 5 REEH 1T 5,

[ EMA ServiceNow kv TR—]
https://emaprod.service-now.com/esc

KFIEDBEE(L Thow-request-first-spor-industry-super-use-role_en] & S =&Y,
ML, T[Z-SPOR User Registration Manual] @DP.7®Industry Super User,
P.10 5.3 SPOR Super User access request for industry and NCA usersZ Z S f2& LY,
CDEEDMEIZIEARFD Trequest form(Z2-SPOR Super User Affiliation Template letter)(word)] 2

Official Organisation letterhead# AL, B % L1=XE%#RE (UM rLTOT7vFO—FK)
TWET,


https://emaprod.service-now.com/esc
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4. OMSIEEODFH - THEEE
Olndustry Super User & 7& D 1=EMAT 7172 > b Z FHL)TSPOR data management servicesH 5
BREEITI,
[SPOR data management services kv T RX—3]
https://spor.ema.europa.eu/sporwi/

XFIEIZDULVTIX, TGuidance on supporting documentation/information to be provided with OMS change requests |
(774 JL% : E-OMS Change requests) Z ZSHB &L,
XZEXIZdHT- > TIL. [Organisation data quality standardsin OMS] (2 7 4 JL% : C- OMS Data Quality standards ) %
CBRFZEL,

ggg’aANMED[C[NEiAGENCV I I EMA.?jj '_7 V '\T“D 7\\/{ \/

Suances i oroducts I Crganations T

SPOR data management services

.
b’ Substance Management Services (SMS)

e
@ Product Management Services (PMS)

30’ ‘Organisation Management Services (OMS)

Q)" Referentials Management Services (RMS} - — -
* EUROPEAN MEDICINES AGENCY m
S SPOR - Organisations Management System
Substances [ Products I Organisations | Referentials Help
relas; SPOR Home  Organisations
w CR Information Attachments
! R Type T = No documents found, click to add 4
stande o Request Reason Audit trail
Justification Date a Status to Comment
. o > Create a new organisation - as new legal entity d labi b
SPOR data management services kv FR— fo— Create & new organisation - sit from xating organisation o dsa avalatle n e
comnct P
XAXXX
¥ Organisation Details
Organisation Name
-
PR

Bl) #FHIFEEXE®E


https://spor.ema.europa.eu/sporwi/
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5. &%

OOMSIZEH L TQ&A (OMS Frequently Asked Questions (7 7 A JL% : A3 - OMS Questions & Answers) )
NETWETDTISELIEEILY,

ORFDI=—2F7ILZEILX., SPOROMS MDDocumentsZx CFEERC &Y,

[SPOR OMS Documents®D R— ]
https://spor.ema.europa.eu/omswi/#/viewDocuments

EUROPEAN MEDICINES AGENCY
SPOR - Organisations Management System
Substances [ Products | Organisations Referentials Help
R Home  Organisations  Documents
Home / View Documents
General Technical
Document Name ¢ Document Description ¢ Published Date v Actions
E - OMS Change Requests Guidance - Rules and Supporting documentation reguired by change request type 2022-05-30 1
C - OMS Data Quality standards Guidance - Data quality standards applied in OMS 2022-05-30 [
A5 - SPOR API Access and Usage - "
Webinar 18 March 2092 API Registration process and OMS/RMS API usage demo and tips 2022-04-04 E
A4 - OMS Introduction - WebINar 10 \ypinar Mg services, activities and statistics - 10 March 2022 2022-03-14 5
March 2022
A3 - OMS FAQS Guidance - OMS Frequently Asked Questions 2022-03-0% M
A2 - Quick initiation process flow Guidance - Quick reference guidance for first time users: introduction, access and add/update records 2022-02-03 i
V1 - RDM Customer Satisfaction L
Survey 2021 SPOR Customer Satisfaction Survey November 2021 2022-01-31 [
Z4 - SPOR APT Access - Webinar 10
November 2021 SPOR API Access - Webinar 10 November 2021 2021-11-11 k
76 - SPOR API Access Requast Form  SPOR API Access Request Form 2021-11-08 h
G1 - Q&A on eAF Mandatory use of - b - " .



https://spor.ema.europa.eu/omswi/#/viewDocuments
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OMSTERIL. BERTDLFiEOrganization ID [ZE < Organization Namem 5. 1%
AT ZLocation IDIZE D < Addressm™55|HLET ., R—O0rganizationlRNDELDEH!
EAT - BEFZIXLocation IDTRALET,

(#)ABC Co., Inc . OMS Organization OMS Location(Address)
@ ) ABC Co., Inc (BLERFEEE) []— D Organization EEFTZ & (ZLocation
U @ T IDX% UMOrganization® | IDAMF 55
' | i XYZT 3 Wy ABC Co., Inc XYZ L% (ABC Co., Inc)h
» = T35 5xn5
%ﬁﬁﬁ%%% PQRIiﬁ ABC Co., Inc PQRL3%

EudraGMDP 2 R T L~ D F §k (< & HGMPEEBAD RIEREN H 155, SEEATHEFRIZOMSIC
BHRINTVWFEITH, HBHELEABBREFIERGLIZENBYES,

OLIAT DR R & £75 S 1FHD —1H
GBE®D) AHAFM | MST—2—XE SERA AR R AR

35 15 3R DOIEH LDER el
#¥EFR4 | ABC Co., Inc xyz Plant | ABC Co. Inc - Co.,d “, 7 ALY - 7 XERRE. FERAE

- xyz planth3ZzLy ” xyz plant” %
OrganizationfIZIBMNT HEE

#1175 &. B—O0rganizationA

NETCHDEXEFODRMMNFZES
BEZ5NDT, EENICEERT,
e 3-3-2, Kasumigaseki, Kasumigaseki 3-2-2,| - M ZAZEZDELY - DRATLOEHKLE, EEART
Chiyoda, Tokyo, 100- Tokyo Chiyoda, . %‘BJEJ'"L-.-%%J\&L\ - fEHRE. BEATE
0013, Japan 100-0013, Japan
DUNS No. [ DUNS No. Y DUNS No. % L * DUNS No. Y T X - TEREIXEPAE

RERAFEMRLTH. OMST—
4 EIZDUNS No. A7z LY
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OPMDAEFHERICTIREZFEWLNLTWBSEHRANAEFT—4 (EudraGMDPA AL — k) @
REHFHICEENHYEFIDT, HEMRTHOIIREZHSBELLET,

[PMDATR—LR—2 - EgHEEEA]

https://www.pmda.go.jp/review-services/drug-reviews/cert-exp/0002.html

OF L LEHEERT
- OMS Orgnaization ID, OMS location No.ZMOMSZs#IEERMD BN
- T, EEHERE

GMPEEBA RS HEE EudraGMDPA A —H

FFABBELRABTI TO BRAICEYET — 251 Ty LT FEL,

1 MANUFACTURING OPERATIONS — MEDICINAL PRODUCTS* AR
PRAES [H]

B o

OMS1s

OMS Organizasion ID

Organization Name [E]

OMS Location No.

Address(147 B){EFi 1 [E]
Address(2 17 B){¥Fi 2 [E]

| |Address(347 B)BER B[E]

Address(417 B)#E R IRA[E]

| |Address(541 B)EH(E] APAN
T i i ANTBHE. o¥i-3 45T A AL TR
15| |(DUNS Number) (% Ela

17| [REmesskA]
16| |EEFOmA [A]
AN—HEA)  =EZE-b (EA) 1



https://www.pmda.go.jp/review-services/drug-reviews/cert-exp/0002.html
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ZHRU-EZEERT OB GERK155R) OREHBENERINET,

[PMDATR—LR—2 - EgHEEEA]

https://www.pmda.go.jp/review-services/drug-reviews/cert-exp/0002.html

OFLZLEERT
- OMS Location®miBiE
- T D, FEEEE

(#= 1 531/
Ministry of Health, Labour and Welfare

CERTIFICATE NUMBER:

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued under the provisions of the Mutual Recogmtion Agreement between the European Union and Japan.
Issued following an inspection in accordance with -

gmpe.art.directive. H (Human)

The competent authority of Japan confirms the following:
The manufacturer :
Site address:

oS Locenor |

DUNS Number:

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on ¥¥¥¥-
MM-DD (Date). 1t 1s considered that 1t complies with
The Good Manufactuning Practice requirements referred to 1n the Agreement of Mutual Recogmtion between

the Evuropean Union and Japan.

Thus certificate reflects the status of the manufacturing site at the time of the mspection noted above and

should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
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