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U Please note that this session is being recorded and will be made

available through EMA Corporate Website and YouTube channel.
O

@ At certain points throughout the session, participants will be able to ask
==h, questions or give their input via the audience interaction tool Slido.
Interaction via Slido is voluntary, and you may opt to remain anonymous.
If you chose to use Slido, you consent to the processing of your
personal data as explained in the EMA Data Privacy Statement for Slido.



https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-use-audience-interaction-tool-slido_en.pdf

Housekeeping — Q&A

: Join via QR code or slido.com - please provide
Join at ; o
your questions and comments in Slido only

S|Id0.00m Send or upvote the questions you want to

hear answered - before raising a question check
# PMSE DIT whether its has been raised already and vote for it

('

Unanswered questions can be due to high volume of

Questions will be shown on the screen and managed live in questions or assistance of a specific colleague not available
the Q&A session today is required.

EMA colleagues will attempt to address questions in Unanswered questions will be reviewed, and the most

writing throughout the session relevant ones may be addressed in other webinars or in

the PMS FAQ document.
EMA colleagues will verbally address (unanswered) top Q

voted questions at the end in the live Q&A session. We may request that you ask Questions on specific

issues/cases in Service Desk to be tracked, investigated
and adequately assigned.

Slido #PMSEDIT EMA
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Housekeeping — Webinar materials sharing

Presentation will be available at:

 PLM Portal - PMS guide section
« EMA Event Web Page

Slido #PMSEDIT

o]

Recordings will be available at:
« EMA YouTube Channel
« EMA Event Web Page
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Aim of this webinar

.s.

Today’s webinar aims at providing a training session

Z

z Z= for MAHs to explain how the single Minimum Viable
- - -
;’ = ; Product (MVP) enrichment process in PUI works and
e . . e .
7=z = showcase the edit functionalities for PUI in Product
F Z = Lifecycle Management Portal.
M R R
| -
R
12 == =
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-s;. -—-_ S DEEPEN YOUR KNOWLEDGE UNDERSTAND THE IMPORTANCE OF COLLECT FEEDBACK &
‘:‘—_._ ",; - ABOUT THE PUI PORTAL CONSISTENT DATA ENRICHMENT CLARIFY QUESTIONS
— ':_-_-- Z Gain step-by-step guidance on Explore the core principles behind Address any questions to
— 1 - - accessing, navigating, and the implementation of the MVP ensure you are fully
- utilizing PUI, including detailed enrichment process and identify prepared for the
S instructions for submitting the PMS data elements included in submission of structured
structured MVP-authorized its scope. MVP product data via PUI.

product data.
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Agenda

Welcome
5 min

Background
context
15 min

Access PMS
Product UI
10 min

MVP Data
enrichment
20 min

Slido #PMSEDIT

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA
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Live
demonstration
35 min

Next steps
5 min

Q&A
25 min

Closing
5 min

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA

Moderator: Vivian Leamy,
PMS Change Management
Team

Veronica Lipucci Di Paola,
PMS Product Co-Owner, EMA
Marcos Fernandez Gomez,
PMS Product Co-Owner, EMA
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Background context
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Product Management Service (PMS)
Vision

To make available, for human and machine interaction, structured, standardised and consistent
authorised product data from across the European Medicines Regulatory Network.

(” 4 PMS data to be used by regulators and industry in regulatory and non-regulatory procedures as
5 well for the general benefit of European citizens.

Transform our stakeholders experience during the interaction with the regulatory Network by
providing an integrated customer and data digital journey through medicines regulatory
processes, to the benefit of public human health in EU.

C= Key changes

Enriched data set in ISO IDMP- Integrated data journey Trustworthy and quality
compliant structure through regulatory procedures data in one single source

Slido #PMSEDIT @ EMA
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European Shortage Medicinal Product (ESMP) context

‘4 The EMA'’s role in crisis preparedness and management in reference to availability of
£¥i medicinal products has increased significantly following the outbreak of the Covid-19 pandemic.

Regulation 2022/123 formalises the structures and processes established during the pandemic.

Improving the availability of medicines authorised in the EU is a key priority for the
European Medicines Regulatory Network (EMRN)

9 Regulatory authorities - within and outside Europe - are increasingly working
7\ S A f
0-0 together to prevent shortages and to limit their impact whenever they occur

ESMP will enable information exchange for better prevention, identification and
. management of shortages, and communication between the EMA, National Competent
o‘ Authorities and Industry stakeholders to ensure medicines availability for patients during
Public Health Emergencies and Major Events.

Vision

Slido #PMSEDIT @ EMA

Classified as public by the European Medicines Agency




Member State
data systems v ESMP

NCAs report critical national shortages & Packaged medicinal product data /

. Welcome to ESMP % »
and prOVIde data On demand for European Shortages Monitoring Platform - . Manufacturing sites

medicinal products in crisis and in Prefilled in ESMP templates/machine-to-machine

®
" Cris 2 hid
preparedness situations -, I

Industry Users access ESMP and download reporting
templates or submit data through machine-
to-machine interface
? Users complete ESMP templates with relevant

information per product

data systems

MAHSs perform routine shortage
reporting and provide data on supply of
medicinal products in crisis and in
preparedness situations

. Data analytics platform
Regulatory coordination

@ EMA | p—— Iﬂ- “
» Measures to prevent, manage and ol Matching of supply and
Prevent, monitor and mitigate shortages in EU/EEA, such as | - demand data
' € exploring MAHs supply capacity and e - -
manage shortages possibility to increase production, < - N
regulatory support, etc. 'j |.|.I| Bl ¥ e 0

Slido #PMSEDIT

JAdditionaI information in the ESMP essentials webinar E MA
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ESMP

elome to ESMp n . Packaged medicinal product data /
European Shortages Monitoring Platform - y Manufacturing Sites
. & T ' . . :
2 had Prefilled in ESMP templates/machine-to-machine
- |
Users access ESMP and download reporting woimer

3 ssas0

templates or submit data through machine- =

6 [55880

to-machine interface

Users complete ESMP templates with relevant
information per product

ESMP consumes data from PMS.

More specifically, ESMP requires Medicinal Products, Packaged Medicinal Products, structured pack size data and

Manufacturing Sites from PMS

Slido #PMSEDIT EMA

Classified as public by the European Medicines Agency



Product (package ID and name)

ESMP pre-filled templates will show PMS data.

Active substance, strength and dose form

Structured pack size data

(quantity and units of

Slido #PMSEDIT

ESMP users see PMS information as the basis and have to provide additional

information such as marketing status for each pack size.

Note: Product data displayed in this slide are invented.

Classified as public by the European Medicines Agency

presentation)
Product Info on

Packaged

medicinal Medicinal product Medicinal uct Country of

product ID (Full medicinal pp:;:luct name] [Inventedpnr::'le} Active Substance Strength Pharmaceutical form Pack Size Packaging | PCID authnrisr:ﬂnn
[ (PMS D)
P11 P13 P13 P14 PLS FLE P17 PLE FLS F110

MMandatory Optional Optional Optional Cptiona Cpticnal Optional Cptional Optional Mandatory

76708 ¥eljanz 5 mg - Film-coated tablet ¥eljanz tofacitinib 5mg Film-coated tablet 60 tablets Bottle BE

76706 Xeljanz 10 mg - Film-coated tablet Xeljanz tofacitinib 10mg Film-coated tablet 180 tablets Blister ML

76707 Xeljanz 11 mg - Tablet, prolonged-release Xeljanz tofacitinib 11mg Prolonged-release tablet 112 tablets Blister AT

76709 ¥eljanz 1 mg/ml - Oral solution ¥eljanz tofacitinib 1 mg/ml Oral solution 1 bottle + 1 syringe - Bottle DE

EMA



Product (PMS ID and name)

ESMP pre-filled templates will show PMS data.

Manufacturers and MBOs

sation information

PHS ID Operation ORG-ID Loc-1D
(Medicinal Full product name Active substance SMS ID Active substance Representative product Operation type Manufacturer

product) type 1D {Manufacturer) (Manufacturer)

pl.1.2 |~ pl.2.1 [~ p1.3.1 [~ PL.3.2 [~ X1.1 [~ oi.1 | {] Od.2 [~ o1.2 |~ oLl d 01.5 |~
——iaii i Mandatory Optional Optional Mandatory e RO i = Canditicnal
E00000003161 Axzamol SUM 6.75 ma/0.9 ml - Selutien for injection - 30 ml battle/viz 33456382; 22345692 Parzcetzmol; Atosiban acetzte 999999995999 Processing operations for the medicinal product ORG-99993999%  Sun Pharmaceutical Industries Limited LOC-999399999
E00000003161 Axzamal SUN 6.75 ma/0.9 ml - Selutien for injectien - 30 ml bottle/viz 33456382 Paracetamaol 1111111 Manufacturer of active substance ORG-1000000000 Sun Pharmacsutical Industries Limited LOC-993359935
E00000003161 Axzamal SUN 6.75 ma/0.9 ml - Selutien for injectien - 30 ml battle/viz 22345699 Atosiban acetate

Slido #PMSEDIT
Note: Product data displayed in this slide are invented.

1111111 Manufacturer of active substance

ESMP users see PMS information as the basis and have to provide additional
information such as production capacity.

Classified as public by the European Medicines Agency

ORG-1000000001 Sun Pharmacsutical Industries Limited

LOC-9955599%9

@ EMA



&° How ESMP relates to PMS?

)
S 0~ M o_o
@ el o] O

Legacy 1 % LQ -
(e.g. XEVMP - > “—>
CAPs and
non-CAPs) Transform legacy Share ISO IDMP 1
product data into compatible product PMS Application Product User
ROt G BR proaramming Inertace  Tneriac
P (API) (PUT)
Legacy 2 PMS API machine-to-machine solution and PUI portal used for the data load, structuring and
(e.g. SIAMED - collection of authorised product data in ISO IDMP compatible format, in line with the
CA.P.s only) Commission Implementing Regulation (EU) No 520/2012 (articles 25 and 26).

=

= = =

o Chapter 2 - PMS Data model « Chapter 1 - Registration + PUI Registration
gg%eter 7 ligrmer and business rules requirements Guide
_ Chapter 3 - Process for the « Chapter 5 - Data + PUI Navigation Guide
ICIh§ )EE(/I?/IPDStIc')Ml;IIEIg electronic submission of access/export + PUI Known Issues
deltas medicinal product information + Chapter 6 - PMS API
» Chapter 8 - Practical examples write IG

+ PMS FAQ document

Slido #PMSEDIT
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A1
European Shortage

Monitoring Platform
(ESMP)

A platform for the data collection
of shortages of medicines from
NCAs and MAHSs, aligned with
EMA's extended mandate under
Regulation (EU) 2022/123.

 ESMP Implementation
Guide

+ ULCM List

+ ULCM List XEVMPD/PMS list
of products

@ EMA


https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf
https://www.ema.europa.eu/en/documents/other/process-submitting-existing-data-medicinal-products-authorised-human-use-siamed-ii-xevmpd-pms-deltas-chapter-9_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-2_en.pdf
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-service-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-8_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/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1-registration-requirements_en.pdf
https://www.ema.europa.eu/en/documents/other/data-access-medicinal-products-human-use-chapter-5_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-write-pms-api-implementation-guide_en.pdf
https://plm-portal.ema.europa.eu/Guidance/article/KA-01036/en-us/
https://plm-portal.ema.europa.eu/Guidance/article/KA-01036/en-us/
https://plm-portal.ema.europa.eu/Guidance/article/KA-01048/en-us/
https://plm-portal.ema.europa.eu/Guidance/article/KA-01047/en-us/
https://esmp.ema.europa.eu/guidance-and-help/
https://esmp.ema.europa.eu/guidance-and-help/

Product Management Service (PMS) roadmap

Q4 Q1
i
1

é

[ p——

PMS API read-
only access for
all NCAs

PUI write
MVP*access to PUI
for non-CAP for
MAHSs only

Submit pack sizes for non-CAPs from
ULCM to XEVMPD

Q2
i
1
é
PUI write MVP*
bulk update
access for MAHs &
API write MVP*

Q3

Q4

Releases prioritised for 2025 (final dates for release will be >

| confirmed):

+ Additional BI reports for MAHs & NCAs
» Export of the public dynamic report
« PMS API FHIR R5 upgrade
» PMS Public API release

access for MAHs

Submit any product needed in web-based electronic Application Form (eAF) (homeopathic, herbals, etc) to XEVMPD

Submit pending MRPs / DCPs to XEVMPD in case they are required in the web-based eAF

Submit structured manufacturers and pack size data for non-CAPs from ULCM using Product UI

Submit structured manufacturers and pack size data for non-CAPs (company’s portfolio) using Product UI

Submit pack sizes for all non-CAPs using PUI, XEVMPD (and API from Q2 2025) on the company’s portfolio including for antimicrobial human products falling in the ASU

reporting scope (Annexes 3 & 4 of DA 2021/578)

Enrichment MVP process through the PMS API

Full write API release for MAHs

> XEVMPD submissions
decommissioning

End of 2025

Review & maintain CAPs and non-CAPs data in XEVMPD to support other projects (for example pack sizes, enriched data on NAPs or pending MRPs/DCPs) and MVP in PMS API or Product UI

Optional review of structured non-CAPs data submitted by applicants (i.e.: manufacturers)

* MVP: limited to pack size and manufacturer data only

Legend
i
| P =1 ) P .
NCA action MAH ‘action i Milestone
¢

Deadline

« API: Application Programming Interface
« ASU: Antimicrobial Sales and Use

+ CAPs: Centrally Authorised Products

+ DCP: Decentralised Procedures

« eAF: electronic Application Form

« MAHSs: Marketing Authorisation Holders

Acronyms

» MRP: Mutual Recognition Procedure

* MVP: Minimum Viable Product

» NCAs: National Competent Authorities
* PUI: Product User Interface

+ UAT: User Acceptance Testing

» ULCM: Union List of Critical Medicines

EMA
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End of 2026

Optional submission of data carrier ID for non-CAPs using Product UI

End of 2026



PMS Product PUI

User access management

Slido #PMSEDIT EMA
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Access PMS Product PUI - Role's overview

Admin roles

Industry roles

PMS Access Level
User Role names

(EU IG Ch.5)
User Admin role names
: PUL Industry | | | g 2b
Industry user(s) | IRIS/PLM Industry Admin Industry | User
NCA User(S) IRIS/PLM NCA Admin user(S) PUI Industry
e Level 2a
EMA user(s) Qualified User

IRIS/PLM EMA Admin

Regulator roles
PMS Access Level

User Role names (EU IG Ch.5)
Updated user guide released in 2024: PUI Competent
EU IG Chapter 1 (Updated in Dec) Authority User Level 3
« EU IG Chapter 5 NCA
E + Annex A to EU IG Chapter 5 (Updated in Dec) user(s) | PUI Competent Not available
+ On-boarding of users to SPOR data services Authority Level 3 for the
« PMS Product UI Registration Guidance (PLM portal) Qualified User moment

Slido #PMSEDIT EMA
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-1_en.pdf
https://www.ema.europa.eu/en/documents/other/data-access-medicinal-products-human-use-chapter-5_en.pdf
https://www.ema.europa.eu/en/documents/other/data-access-medicinal-products-human-use-chapter-5-annex-product-data-elements-accessible-stakeholder-group_en.xlsx
https://www.ema.europa.eu/en/documents/other/boarding-users-substance-product-organisation-referentials-spor-data-services_en.pdf
https://plm-portal.ema.europa.eu/Guidance/article/KA-01036/en-us/
https://plm-portal.ema.europa.eu/

Access PMS Product PUI — Admin role
v

N
IRIS/PLM Industry & NCA Admin user roles

> Existing role in IAM! previously named IRIS / eAF Industry Admin and IRIS / eAF Competent Authority
Admin respectively, PMS PUI roles are thus merged with eAF/ePI/IRIS privileges.

> Users having this role granted prior the date of PMS go live (31 May 2024) will see their role
name updated in their IAM account management platform and do not need to request it again.

—4
.» =2 Key role characteristics and recommendations
—3

* No direct READ access to PMS API/PUI « Each organisation recommended to have at least

. Allow to receive PMS API Client Credentials twolAdminiusers

generated only upon request by the Admin users to + Multiple roles for the same ORG ID allowed (user

READ PMS API can also request either User or Qualified User)
« Allowing to revoke/grant other PMS PUI’'s user - If Admin also requests User or Qualified User role,
roles requests are automatically approved in EMA

« 1st Admin of Organisation is approved by IRIS / A L L 2 T

PLM EMA Admin; from 2nd Admin onwards, Org
Admin can approve it

Slido #PMSEDIT @ EMA
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Access PMS Product PUI - User &
Qualified User roles

( i I Industry/NCA User & Qualified User roles

> New roles in IAM! Valid to access PMS PUI
> PMS PUI access based on Multi-factor authentication (MFA), additional verification of identity

—

.~ Key role characteristics and recommendations
—

« Allowing READ and EDIT of PMS products data + For the same user within the same Organisation, Do
not request multiple roles (User and Qualified User). If
so, the Qualified User role privileges prevail

« PUI NCA Qualified User role is not enabled. NCA users
can request the regular PUI NCA User to access the full PMS
product data set available.

« Assigned to single user in IAM and at ORG level

+ Approved by relevant IRIS/ PLM Industry/
NCA Admin user(s) only

A - PMS PUI roles are in synchronisation with eAF roles
* PLM Users having eAF Contributor role shall request PUI User role
+ PLM User having eAF Coordinator/Manager roles shall request PUI Qualified User role

« PLM Users shall not request mixed eAF/PMS PUI roles for the same organisation as
this will result in the higher privileges bypassing the lower ones

+ PLM User can have different roles across different organisations

Slido #PMSEDIT @ EMA
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Access PMS Product PUI - User &

Qualified User roles

Step 1: Check/Request Admin role

Create an
account at EMA
Account
Management

System
Request IRIS/PLM

Industry/NCA
] | N3 Admin role for the
relevant ORG ID

Role

User EMA
granted

Account Active

Does the
Is the user user have an
organisation in active EMA
OMS? user
2 . Is there an
account? Log into EMA IRIS/PLM Which PMS

account system/tool
Industry/NCA do you want

t .
marllaatgler’nn;en Admin role for the to access?
P relevant ORG ID?

Request the
new ORG ID
available

organisation

in OMS

Slido #PMSEDIT
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Step 2: Role application-based request

—

PMS
Application
Programming
Interface

PMS Product
User Interface

—

If not requested,
apply for the IRIS/
PLM Industry/NCA

Admin role to
receive the API
client credentials

Connect your
system to
PMS API

| FINISH |

po= =N
Request the PUI Role granted
Industry/NCA user by admin user
S Loginito PMS
ez PUI Portal
Industry/NCA

Qualified user roles
Role granted

automatically
No

Request the PUI
Are you an IRIS/PLM I:dustry/NCA
Industry/NCA Admin ———» o
Qualified user

user? Yes
role only

@ EMA



MVP Data enrichment
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PMS data model

-
R o ol Marketing Authorisation Procedure
- Country:CD - Strength Pars: ENKP [0.." 51 - Procedure Type: Gl
- Jurisdiction: €D [0. 1 - Pharmaceut cal Dase Farm Part: ENXP[0.."] - Reazon:cD[0.1] - Procedure Date Start: TS [0..1]
- o - Formulztian Part: ENXP [0.."] - RiskofSupplyShorage: BL[0.1] - Reason Comment: ST[0..1] - Procadure Date End: TS [0..1]
" Intended Use Fart- EWXF 0. " Riskof supply Shor-aga Comment:T[0. 1] ety " Stavus [BXTRC00.1)
- ?rgmupm;m::m sz;:[[; 4 P - Lezal Grounds Comment: ST[0..1] T o
- ContainerorPack Part: ] - Restore Date:Ts [0.1] -~
P e — - Device Part:ENXP [0.." MasterFile Master File Holder - Conditionto Restore: CD[0..1]
= P Pare:ENXP [0.7] (Oganizstion) - Conditionto Restere Comment: £T0.1] Marketing Authorisation Asplication
= \E:,snumrbu = ° gm -‘F:rmn:;xr; [EDNxPla q - E‘:’EVP; T‘D 0.1 - Change Request Organisation Type:CD[0..1] ~ application ldzntifie-/ Numbar: |
- Effective Date - Flavour Pare g = EEEs - Geographic Are3 for Action Taken: €3 [0. 1]
- Type:CD - Delimiter Part: ENXP [0.."] o- s e Aopi o ™
- Contant:ED - Type [EXT]:CD[0..1] 2 gl
" Conguege [EXT-c[0. ] . [ | = TS
- Media Type: CD[0. 1
Z Version Number:ST(0.1 \ Orpran Designation \ ~ CperetionType: O
- 2..1] e e = - i .1} Number: Il
~ Charactar Set [EXTE:CD (0.1 - Orphan Indicatien Type: - EffectveDate:Ts[0.1] - Country:CDI1
Colour legend Mt * Orphan prozsaue Nombar: 10,1 T Comndensale ndicator: CDI0.1] T
D el " Orphan Designarion Auchorisation Scatus: €D .
Medicinal Product definition poct S s 2 o B s
N B . s 1 - i End: TS
@ Regulated Authorisation — . i - p. Marketing Autharisation
e — {Organisation) - DatzExclusivityEnd Dzte: TS [0.1] 1 Holder [Organisation)
(Marketing Authorisation) P St e e | oo ekt 5[]
: - y - Vale:CD. [:ﬁim . 1 J o~ - CountryGrouping [EXT]: CD'[0..1]
@ Manufacturer / Organization definition P — 1 {Slispeses EXTHE{URH]
ccicinal Product f3 "
® Therapeutic indication - PMSIG (BT .
- MPID:N Packaged Medicinal Product
Packaged Medicinal Product Definition - Combined Pharmaceutical Dose Farm: CD 0.1 — po:n
T LezaiStacu ofSumoly (8T €D 0.3 | reamesnens e
: - Additional Manitoring Indicater: CD [0..1] - LegalStatusofSupply CD[0.1] b L T
@ rharmaceutical Product i TT| St dertey BTN 1] " special Procautionchr R
- ~ Paediatric Use Indicstor: CB [0..1] - PackSize [EXT: PQ[C.."] .
Ingredlent - Domain[ExT]: D [0..1] . o
Therapautic Indication L/ Type [EXT]: €D [0. 1 1
- Indication Text: ST Externa| Igentity [EXT]: 11 0. 1] Package ftam [Container] ool
- Indication as"Dissase /Symptom [ Pracadurs™ Cn [0 1] - EURDIG [EXT): 11 [0. 1] 0.~ =
- DiseaseStatus: CD[0..1] - FullIndication Text [EXT]:ST(0..*] - PedagiEnifnss - Value: CD.code
" Comerbidine c0[0.7]  Crename e ra
" intandedEect-co 0.] B EaHEa * Wateriatico[1.]
- Timing/Durstion:PQ0.1] - Description [EXT]: ST[0..1] -
- Target Species [EXT): CD [0..%] ‘ o
[ B s I e
- Pa. [ -
Desc e - pal o -
- RefersncedProduct Type: CD [0..1]
i -
ISO 11238 Data elements and structures for unique identification and exchange of p—— N
I ———

regulated information on Substances

- Unitof Prasentation:CD (0.1
- Description [EXTEST[D.1
- DeviceType:CD
L. - DeviceTrade Name: ST[0..1]
- DeviceQuantity:PQ
- DevicaListing Number:ST[0. 1]
- Devicsldentifier:11[0..1]

= o =)

Data elements and structures for unique identification and exchange of
ISO 11239 regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging

= w31
T - Sterility Indieator: CD [0..1]
- Sterilisation Requirement Indicator: CD[0..1]
- IngredientRole: CD - DeviceUssgs: CD[0..1]
- Allergenic ndicator:EL[0.1] - CambinationType [EXT]:CD [0..1]
- Compesition Group: CB[0..1]

Data elements and structures for unique identification and exchange of

ISO 11240 ;
units of measurement

Data elements and structures for unique identification and exchange of

S B regulated pharmaceutical Product information

o
ISO 11615 Data elements and structures for unique identification and exchange of = hosare - : .
regulated medicinal Product information " e 1 5| R e olo
- Strength (Presentation) Text [E€T]:ST [0..1] _ Referencs Strangen Maasurement Poin:ST [0.1]
s ) © Reranca srengn oy €010

Slido #PMSEDIT . EMA
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PMS data migration
edcial roduct

y

Medicinal Product il
Name Parts

Authorised Pharm
Form

Pharmaceutical
Product

Orphan
Designations Marketing

Authorisation

Product

Classification Route of Admin Ingredients

Therapeutic
Data migrated form indication

SIAMED/XEVMPD Attachments pgm
Manufacturing

Business Operation
Data not migrated

from SIAMED/XEVMPD

Country/

languages QPPV

Manufacturer

Ttem Ingredients

Master File

PhV Contacts

Package Item

Cross reference (Container)

Packaged
Medicinal product

Authorised Pharm
Form

Shelf life / : Package
Storage Component
Slido #PMSEDIT EMA
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« Chapters 2 - PMS Data

+ Chapter 7 - Data
migration rules

t |
W | ‘.\\E
LV B\
- h

Slido #PMSEDIT

model and business rules

Which PMS elements can be enriched?

A
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Structuring manufacturer and business
operation data

Manufacturer data

Manufacturer data can be linked at the
following levels:

« Medicinal Product

« Packaged Medicinal Product

« Medical Device

« Manufactured Item

« Ingredients

Slido #PMSEDIT
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Structuring manufacturer and business
operation data

Manufacturer data

Attribute | Conformance [ Value
Manufacturer Mandatory LOC ID
Manufacturing Mandatory Manufacturing
business operation Activity RMS list
type
Manufacturing Conditional DD-MM-YYYY
operation start date
Manufacturing Conditional DD-MM-YYYY :.,::Eg'w-—wm
operation end date | iy
UnestPrssansation coait —————— |4 [ e P
Confidentiality Mandatory Confidential or Public - e L“‘—"—E} —
indicator (Data Classification
RMS list)
Manufacturing Conditional Reference number
authorisation
reference number
Effective date Conditional DD-MM-YYYY
Medicines Regulatory = Mandatory LOC ID

Agency Organisation

Slido #PMSEDIT
Note: Refer to Chapter 2 for data element definitions.
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Structuring manufacturer and business
operation data

Manufacturer data

Attribute | Conformance Value

Create Manufacturing Operation

Manufacturer
ManUfaCturer Mandatory ORG ID/LOC ID Manufacturer | LOC-100043615: 0AK Healthcare GmbH ‘
Manufacturing Mandatory Manufacturing Manufacturer details
business operation Activity RMS list Name " DAK Healthcars Gmbr
oype Address  Stembach (raunus) 61449
. g s Germany

Manufacturing Conditional DD-MM-YYYY
operation start date OrgID  ORG-100026984
Manufacturing Conditional DD-MM-YYYY HoctD roconses
Operatlon end date Manufacturing business operation
Confidentiality Mandatory Confidential or Public Operstion Type " | Manachhg of eve 2 peone Xy
indicator (Data Classification Manufacturing operation start date * | 12/01/2025 n

RMS ||St) Manufacturing operation end date | DD/MMAYYYY n
Manufacturing Conditional Reference number Confidentiality Indicator * | Confidential [« a |
aUthorlsatlon Manufacturing authorisation reference number | testl |
reference number

Effective date | 05/01/2025 n

EffeCtlve date Condltlonal DD_MM_YYYY Medicines r k v agency ion * | Austrian Agency For Health And Food Safety m
Medicines Regulatory = Mandatory ORG ID/LOC ID

Agency Organisation

Slido #PMSEDIT
Note: Product data displayed in this slide are invented. Refer to Chapter 2 for data element definitions.
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Structuring manufacturer and business
operation data

Ma - Ufa CtU rer data ﬁhe Manufacturing Activity RMS list has been updated on 23 \
Creste Menufacuring Operation January 2025 upon revision of the multidisciplinary group of
Manufacturer experts.

Manufacturer = LOC-100043615: 0AK Healthcare GmbH n|

Short names and term descriptions have been included to each
RMS term where it was missing or required updates.

Manufacturer details

Mame * 04K Healthcare GmbH

User can select the most appropriate term using the star key (*)
Bahnstrasse 51

Address Steinbach (Taunus) 61449
Germany

Note: Refer to the list of operations applicable during the enrichment

o> omeo00agene is described in Annex II of EU IG Chapter 3 and take into account
" ) the ESMP and eAF requirements.

LOCID |OC-100043615

Manufacturing business operation

Operation Type * | Manufacturing of active substance

Lookup records

[« a] .
Manufacturing operation start date * | 12/01/2025 n *active*substance n
Choose one record and dlick Select to continue
Manufacturing operation end date | DD/MM/YYYY n
v 1 Name
Confidentiality Indicator * | Confidential m | Active substance intermediate physical processing
|:| Active substance physical processing
Manufacturing authorisation reference number | testl |
[ Extraction of active substance from natural sources
Effective date | 05/01/2025 n O Manufacturing of active substance
O Manufacturing of active substance by chemical synthesis
Medici lat: isation * | Austrian A For Health And Food Safet m
icines regulatory agency organisation ustrian Agency For Hea nd Food Safety 0O Manufacturing of active substance intermediste
Showing 1 to 10 of 15 entries

Slido #PMSEDIT EMA
Note: Product data displayed in this slide are invented. Refer to Chapter 2 for data element definitions.
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Structuring pack size data

Pack size data Add Pack Size
| Attribute | Conformance | Value

Unit of Presentation * | Tablet m
Unit of presentation Mandatory Unit of presentation
RMS list Quantity * | 5 |
Quantity Mandatory Numeric value
f—l Medicinal Product A\ < Packaged Medicinal Product
¢| Marketing Authorisation
Information
Therspeutic Indications Download B
[{1a] Manufacturers v T MA number Package size(s) PCID EV code Legal status of supply Authorisation Status
1, Ingredients 035618014 6 Tablet PRD513813
£/, Medical Devices
. J_ Package description 6 TABLET Language —
£l Manufactured Trems
Open all s
[{E] Packaged Medicinal
lin | Produ Pack Size Close A
|'J Marketing Authorisation
] nformation
_;:‘. Package Items + Add structured pack size data
i .
||k FETeERLTES P Unit of Presentation Quantity
Fr: Manufactured tems Tablet 5 =]

Definition: The total number of units of the manufactured item or package item and

represented per unit of presentation. Refer to EU IG Chapters 2 and 8 for further details and
examples.

Slido #PMSEDIT EMA
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What do I need to know before enriching
my product?

Ensure MAHs has submitted the Check the correctness of your \/
packages in XEVMPD to retrieve the \/ products data. If incorrect, notify
Package PMS ID (Instructions) EMA

Ensure, where applicable, MAHs has \/
submitted the packaged description
in XEVMPD (Instructions)

Refer to PMS FAQ for the listed PMS /"
data quality known issues

Access the ULCM list released \/ Gather the product data in the \/

scope of the data enrichment

Access PUI portal and submit

structured products data through V
Change Request (CR) enrichment-

type using the step-by-step PUI
Navigation guide/Demo

Access the ULCM PMS/XEVMPD list \/
to see if my product is impacted

Register to PMS PUI via EMA \/
Account Management portal

Check if the data is reflected in PUI
(in case of issues/questions, notify \/
EMA) & maintain it updated

overtime

Slido #PMSEDIT EMA
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https://www.ema.europa.eu/en/events/public-webinar-pack-size-submissions-xevmpd-product-management-service-pms
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://register.ema.europa.eu/
https://register.ema.europa.eu/
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://plm-portal.ema.europa.eu/

PUI Change Request status

| START

@Completed

202
— ' Cancelled

The change request has been fully
integrated, and the process is
complete.

The change request has been Integrating

The initial stage where the product(s) ¢
is/are selected and change request is cancelled. This can occur at the Draft,

created however data is not yet Modified stages.
modified. @ Falled
Validation

The changes either failed during the
integration process or didn't meet
validation criteria. This can be a result
of integration issues.

Cancelled

O
" Submitted

Modified

The change request has been
In this case MAH should create
a new CR for the same

Changes have been made to the
product of the draft CR, however it's submitted for integration and is
not yet submitted for integration. awaiting processing.
( :i > H product/changes. If fails
Pa rtla I Iy again, please contact EMA
Service Desk by submitting an
incident ticket.

Completed

At least one product completed and
one failed.

O ~0 )
O~ PUI User action @ System action Note: Change Request status are all visible to users in PUI My Workspace area. E M 3

Slfdo #PMSEDIT
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MAH’s requirements: non-CAPs

PMS Data submission deadlines

» MAHSs are required to submit structured manufacturer and pack size product data in PMS Product UI, as
these data are not available in SIAMED or XEVMPD.

> Products under ULCM list: Deadline for data submission is December 2025.
> All other products: Deadline for data submission is December 2026.
» Ensure authorised product data are kept updated in both XEVMPD and PMS.

» Based on the queue, PMS updates data may not reflect immediately after submission in PUI.

XEVMPD/PMS Data submission timelines

Regulatory activity XEVMPD PMS (Best practice)

Initial MA Within 15 calendar days Within 15 calendar days 0
from the date of MA from the date of MA For the moment, EMA
notification notification accepts that PMS MVP
Post-approval ie. variation Within 30 calendar days Within 30 calendar days Dataset is updated
from the date of the from the date of the monthly.
authorized changes authorized changes

Ref. Electronic submission of medicinal product information by marketing-authorisation holders and PMS EU IG Chapter 3.

Slido #PMSEDIT EMA
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https://www.ema.europa.eu/en/documents/other/electronic-submission-medicinal-product-information-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/process-electronic-submission-medicinal-product-information-chapter-3_en.pdf

MAH’s requirements: CAPs

PMS vs SIAMED data

» Structured manufacturer and pack size product data are accessible in PMS Product
UI (sourced from SIAMED, per PMS EU IG Chapter 7).

> Review manufacturer details that have been migrated from SIAMED.
> Use the dynamic “Manufacturing Operation” report in the Product UI for insights.
» No additional information needs to be submitted to PMS.

> If incorrect data are found, raise an incident ticket to amend data in SIAMED
(provide PMS ID and supporting documentation).

» PMS updates data in real time after each variation is approved in SIAMED.

Slido #PMSEDIT EMA
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/products-management-services-pms-implementation-international-organization-standardization-iso-standards-identification-medicinal-products-idmp-europe-chapter-7_en.pdf

Recommendation to MAHSs

0 As of January 31, 2025, PUI enrichment functionality is available, however some

data (e.g., ingredients, pharmaceutical products, ATC codes) may be temporarily
inaccessible on the PLM PUI Portal due to ongoing data reloads.

Updates to SIAMED or XEVMPD will be visible in PUI after the process completes,
expected on February 14, 2025.

> Verify Product Data: Check if your product contains the correct and latest data (refer to the PMS FAQ)
> Proceed with Data Enrichment:
= If data are correct, proceed with single MVP data enrichment in PUI.
» If data are incorrect or unavailable, wait for data to be fully loaded before submitting MVP data in PUI.

> As of January 31, 2025, MAH users can submit Change Requests in PUI for single product updates
(update one product at a time)

> Bulk update functionality, allowing updates for multiple products simultaneously, will be released in Q2
2025.

Slido #PMSEDIT EMA
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https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf

How to notify EMA?

Which Service Desk ticket type can PMS users select?

NOTE: Please provide as much information as possible (PMS IDs, MA numbers, documents if needed,
screenshot, tool and role used to access data etc).

Ask a Question in EMA Service Desk —_— Select always one of the below elements:
/ Request for Information m
Request information or ask questions about Information Management
‘ Use this service to request information.

\{l\ @ Request for information about PLM Portal - PMS PUI
| 3

L Ask a question about PLM Portal -PUI
- ’ PLM Portal

Create a ticket for the question you have. Please provide as much

Requestor el s possbl (inclten by stem nrreive andor sereenehatld s
attachments, if/when applicable)

Service Offering

PLM portal — PMS Product Data

PLM portal - PMS PUI access

PLM portal — PMS PUI functionalities
PLM portal - PMS PUI General
Report an Incident in EMA Service Desk  ==mp IO PMS

Report an Issue v} ‘
Request assistance with an issue you are having. ‘
Report an issue with the PLM Portal - PMS PUI A AN
Repart an issue you are having regarding IT systems, applications or Request assistance on a PLM Portal - PUl issue \ - =,
devices, by filling out the following form. Make sure to include as much
detail as possible. An incident record will be created and managed “
through to successful resolution. You will also be notified of progress. Create a ticket for the issue you are experiencing. Please provide as
Examples o [No THle] ¢y details as possible (incl. .s\:eprby—step narrative and/or s u P P o R T
— B screenshot(s) as attachments, if/when applicable).
s Report an issue with business applications / software / L
network connectivity
e Issues with audio visual meeting room equipment (e.g. E MA D
oot oting e of s s Customer ata

Slido #PMSEDIT EMA

Classified as public by the European Medicines Agency



https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=2710f68dc39dd5108719596ce0013105
https://support.ema.europa.eu/esc?id=sc_cat_item&sys_id=994b822a87a94510717f2fce8bbb356d

@ EMA

EUROPEAN MEDICINES AGENCY

Live demonstration!

“Tell me and I forget, teach me and I may
remember, involve me and I learn.”

Benjamin Franklin

Note: Product data displayed in this demo are invented.
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Next steps

Events and useful resources
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@ EMA

EUROPEAN MEDICINES AGENCY

Official release date of
PMS Product PUI edit
functionalities

31st January 2025 at 9 AM




Upcoming events

Q&A Clinics on PMS API Public system demo SPOR & XEVMPD PMS Info-Day
& PUI status update
26 March 2025 S bin 21 May 2025 (9:00 -
4 February 2025 (11:00 - ) 17:30 CET)
11:45 CET): Register here Live bl,‘oadc:s_t on Live broadcast on e bromd
13 February 2025 (10:30 EMA’s website event page Live broadcast on
~ 11:15 CET): Register here event page event page
« 9 April 2025 (10:00 -
18 February 2025 (11:00 12:30 CET): Event page

- 11:45 CET): Register here

* 9 July 2025 (10:00 -
- 11:45 CET): Register here

8 October 2025
(10:00 - 12:30 CET):

Slido #PMSEDIT Event page EMA
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https://ema-europa.webex.com/weblink/register/r9bd429eec1741f4e9b19c4cd395b445d
https://ema-europa.webex.com/weblink/register/r3da94872edad49cb90a104e146da8b33
https://ema-europa.webex.com/weblink/register/rec1ac31e3b9357d67e6269bfee0b2aa3
https://ema-europa.webex.com/weblink/register/raf04f4e4edcfdd74dfde62ab560261a5
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-1
https://www.ema.europa.eu/en/events/spor-xevmpd-status-update-webinar-0
https://www.ema.europa.eu/en/events/product-management-service-pms-information-day-2025

PMS Progresses

@Q PMS News page

——

Check:

« News
« Events announcements
« Downtime comms

Check regularly

PMS FAO Document

|—:@ + PLM Portal Forum

« Check FAQs on PMS
(Document)
« Ask questions (Forum)

Check regularly

Slido #PMSEDIT

How to stay informed

O=|= PLM Newsletter ,Q,Qﬁ\ PMS webinars

=

- See planned PMS engagement © Q&A Flinics to answer users’
questions

activities for upcoming quarter

« Subscribe here
PMS systems’ use

Receive via email quarterly after Check EMA’s Website Events Pages (when also
subscription targeting Industry), EU-NTC (for Network only)
uarterly System
e Y=Y Q| BMS Web Page

+ Targeted training sessions on

Demos

See the latest developments

Give your feedback on features
and priorities

Next system demo: 26 Mar 2025

Announced via EMA’s Website
Events Pages - broadcast live

Classified as public by the European Medicines Agency

Find:
> PMS overview
> EU Implementation Guide

Check for general info on PMS

@ EMA


https://plm-portal.ema.europa.eu/Guidance/article/KA-01031/en-us/
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-and-referential-spor-master-data/substance-product-data-management-services
https://ec.europa.eu/newsroom/ema/user-subscriptions/3638/create
https://www.ema.europa.eu/en/documents/other/product-management-service-pms-frequently-asked-questions-faqs_en.pdf
https://plm-portal.ema.europa.eu/forums/

Subscribe to quarterly
PLM Insights newsletter

Scan the QR code or click on this

Slido #PMSEDIT EMA


https://ec.europa.eu/newsroom/ema/user-subscriptions/3638/create

25’

« Join Slido.com using this code
#PMSEDIT or scanning the QR code

« Ask your questions or vote the ones you would
like to be answered

« We will read out selected questions that will
be answered verbally




-

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

€ma.europa.eu; o ..
PMS Web Page ' iNn European Medicines Agency

@EMA News @ PLM.ValueStream@ema.Europa.eu

Send a question via our website



https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://twitter.com/EMA_News
https://www.instagram.com/accounts/login/?next=/one_healthenv_eu/
https://www.ema.europa.eu/en/
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/data-medicines-iso-idmp-standards-overview/substance-product-organisation-and-referential-spor-master-data/substance-product-data-management-services
https://www.linkedin.com/company/european-medicines-agency/
https://www.ema.europa.eu/en/about-us/contact/send-question-european-medicines-agency
mailto:Name.Surname@ema.Europa.eu
https://twitter.com/EMA_News
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