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G. FAJMAEEMED HRE - B&ARDL
1. FFRFEE

BALAP

2. TR

1)

2)

3)

4

5)

6)

ML

ZECER (URL 13 2025/05/20 BifE)

A joint EMA-HMA-EC collaboration.
Electronic product information for
human medicines in the EU:key
principles. (2020).
https://www.ema.europa.eu/en/document
s/regulatory-procedural-
guideline/electronic-product-
information-human-medicines-european-
union-key-principles_en.pdf

EMA. Substance, product, organisation
and referential (SPOR) master data
https://www.ema.europa.eu/en/human-
regulatory-overview/research-
development/data-medicines-iso-idmp-
standards-overview/substance-product-
organisation-referential-spor-master-data
European Medicines Regulatory
Network (EMRN) Electronic Product
Information (ePI) Implementation Guide
1.0.0 - ci-build
https://epi-dev.ema.europa.eu/thirig/
EMA. Product Lifecycle Management
Portal.

https://plm-portal.ema.europa.cu

EMA . ePI for human medicines
https://plm-portal.ema.europa.eu/ePIAIl/
EC-EMA-HMA. ePI pilot report.
https://www.ema.europa.eu/en/document
s/report/electronic-product-information-
epi-report-experience-gained-creation-
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7)

epi-during-regulatory-procedures-eu-
human-medicines_en.pdf
EMA-HMA-EC ePI pilot & beyond.
RoteListe ePI Summit 2024
https://unicom-project.eu/wp-
content/uploads/2024/03/Day-1-ePI-
Summit-2024-GERMANY.pdf

8) Product Management Service (PMS) —

9)

10)

Frequently Asked Questions (FAQs)

13 February 2025
https://www.ema.europa.eu/en/document
s/other/product-management-service-
pms-frequently-asked-questions-
fags_en.pdf

Joint HMA/EMA Network Data Steering
Group. NDSG workplan 2025-2028 Data
and Al in medicines regulation. version
1.0
https://www.ema.europa.eu/en/document
s/other/network-data-steering-group-
workplan-2025-2028 _en.pdf
JEAGHEE R - ATERERE 3K
X061l H1E DM3FE6H 1
1 B TEREAEELOE ST
I SCEO R EEIC O\ T
https://www.mhlw.g0.jp/content/1112000
0/000805981.pdf
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/electronic-product-information-human-medicines-european-union-key-principles_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/electronic-product-information-human-medicines-european-union-key-principles_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/electronic-product-information-human-medicines-european-union-key-principles_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/electronic-product-information-human-medicines-european-union-key-principles_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-referential-spor-master-data
https://epi-dev.ema.europa.eu/fhirig/
https://plm-portal.ema.europa.eu/
https://plm-portal.ema.europa.eu/ePIAll/
https://www.ema.europa.eu/en/documents/report/electronic-product-information-epi-report-experience-gained-creation-epi-during-regulatory-procedures-eu-human-medicines_en.pdf
https://www.ema.europa.eu/en/documents/report/electronic-product-information-epi-report-experience-gained-creation-epi-during-regulatory-procedures-eu-human-medicines_en.pdf
https://www.ema.europa.eu/en/documents/report/electronic-product-information-epi-report-experience-gained-creation-epi-during-regulatory-procedures-eu-human-medicines_en.pdf
https://www.ema.europa.eu/en/documents/report/electronic-product-information-epi-report-experience-gained-creation-epi-during-regulatory-procedures-eu-human-medicines_en.pdf
https://www.ema.europa.eu/en/documents/report/electronic-product-information-epi-report-experience-gained-creation-epi-during-regulatory-procedures-eu-human-medicines_en.pdf
https://unicom-project.eu/wp-content/uploads/2024/03/Day-1-ePI-Summit-2024-GERMANY.pdf
https://unicom-project.eu/wp-content/uploads/2024/03/Day-1-ePI-Summit-2024-GERMANY.pdf
https://unicom-project.eu/wp-content/uploads/2024/03/Day-1-ePI-Summit-2024-GERMANY.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.ema.europa.eu/en/documents/other/network-data-steering-group-workplan-2025-2028_en.pdf
https://www.mhlw.go.jp/content/11120000/000805981.pdf
https://www.mhlw.go.jp/content/11120000/000805981.pdf

Product Lifecycle
Management Portal
Electronic application forms (eAF)

A secure online portal for managing electronic Application Forms.

Electronic product information (ePI)

ePI on the PLM Portal streamlines product information management, enhancing data accessibility, accuracy, and
collaboration across the product lifecycle.

Product Management Service (PMS)

Product Data Management User Interface (UI), offers seamless access to product data available in the Product
Management Services (PMS) database.

X1 BRINEZEFT D Product Lifecycle Management Portal
URL(https://plm-portal.ema.europa.eu/) & Y eiZs

FHIR in European Medicines Regulatory Network

eAF ePI

(N5, “‘amr,_‘__ e, —_—
o CA \3
Task ﬂ | o 0 Bundle

Procedural Information

Medicinal Product 1 .

List [ Composition
J

Medicinal Product 2

ePl uses FHIR to represent unstructured
documents in a mofre structured way

ePI and SPOR resources do not currently
overlap, they interconnect

(Sub)Task 1

(Sub)Task 2

eAF FHIR messages PMS uses FHIR to represent IDMP-compatible Products
includes/overlaps with the PMS and Substances

product data
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X2 BRINHEFHIYLFRY BT —2IZ8B1F 5 eAF, PMS, ePI ~® FHIR DA

"EMA-HMA-EC ePI pilot & beyond* presented by Elizabeth Scanlan (EMA) on RoteListe ePI
Summit 2024 7 & 0 Pt
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[ EUePl PLM Portal(Pilot study) N FDA Drug Label N

NAME OF THE MEDICINAL PRODUCT
Imatinib Teva 100 mg hard capsules
Imatinib Teva 400 mg hard capsules

fRA
&G%LEEVEC@) (imatinib mesylate) tablets, for oral use
AR
IMATINIB MESYLATE tablets, for oral use

PHARMACEUTICALFORM | | DOSAGE FORMS AND STRENGTHS (&% - # 8 3ti),
. Hard capsule. /. Tablets (scored): 100 mg and 400 mg /
BRBEHXE
KR F1)AvIER100mg (Glivec Tablets 100mg) %55 ()4 T F =F§2100mgl NIG | (Imatinib Tablets
7| o 14 4k (CompositionAndProperty) KA O K (CompositionAndProperty)
- 41K (Property) — & - F 2 (OtherProperty)
(9&%. %%#ﬁ) AT F =7 H100mg rm::l G_G\I
(T AT~ BOERE D S EEHAY = |
7Yy 2 R100mg 74)|/la:|—‘7‘4>7 ﬁ P , (.!/
L] @ = ﬂ!fu-i - =
- T = j: :::g — Tk - ::‘me":g
ama—-¥ NVR SA = — F | NIG IM 01
e B e ’ @ - e |
\\\ 7-/.

3 B ARKROBFLRMSCEOHEE K - #l) HIF—
BLIRAT SCEE M O MERER 2 ER I e b, PRMRET & LT L7,

FRo KiTH B BEa

EEGHH BREH FIEOEES CHEAT ] JFEOEE £ s ek
e B ISR cvrsomimaNG MR Ao RileTe
A% — L ESR mga - 1O BE )L ESTR . s EA -
30 mg/100mg %] ma~REeENORELOER 30maTNPJ 00mal NP HE me~mEezMoB@ROLER
AROEE g sy Sopruesermbae T AT R BIE koo
" . FULF—ILEE PV EEY 2V A clt "
MRRARE  00mg/200mg A auozs 100mg/200mgl 77441 ) Al we
e ax g i e R
- TV Il LB FiE25mg g S RERERRE TR ok L eI BSE FiE s ERHO LI
EWPEORAL 0 0 5m B A exTETIR 10mg )7 1.0mLITY] B T LIESULY)
IARIEIFBSETEIOMg B g KB CTLIALEY 1)
YUy OmL BE T i mE~RAEEAOR
IHRILEIBSETE } P ;
25mas <70 5mLIMA [ mR~-ERORCKLINGD
Voo SiERE Pt me~uEeoRARELTrIE U FTIBSEERE pip AT RISakEETIme—
100mg/500mg BLISE 100mg/500mgl 27+ —1 RRBE DR
555 2:+F4RTUREI AR . EBHEALABTES. _
S AD DA RE B M g:&alleﬁﬂvaiag@:ﬁ#ﬁ?ﬁ _

4 : BAOB LI CE TR T DA 5 s S pl

BELIRAT SO O MERER 72 ER I SESL B, TR
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BIf%4

[RGB R e

BRI (PRDISICTIAEE - \ TRy )

Pl v

[EIB @0 2 FHE 2 7 ER LR SCEOHLT FHIRZESE B A R OAFSERE 38

FeoriaE WE SRR
— AR N T — 25 AR iR (P

s

BETIE, ERAEIRLOE L SN SCE(E 730 & L TXML(eXtensible Markup
Language)lZ X 25Cib AN H 5, XMLILZY =7 BTl AR CHY . HNRT—
ZE0R « L U TR EhivTnD, —J7, 20144ER#% & ¥ . HL7 FHIR (Fast Healthcare
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