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Objectives of the session
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) Present the key achievements of the SPOR Taskforce over the years

/ Explain the transition of the SPOR governance to Agile governance

) Present updates on PMS SMEs nominations status

/ Explain how to stay updated with SPOR developments
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SPOR Task Force in review

Alexis Nolte, Head of Human Medicines Division, EMA



SPOR Vision
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Deliver master data quality services on Substances,
Products, Organisations and Referentials and enhance
the quality, consistency and availability of medicinal
product data used by EU regulatory Network

o Product Management Service

(PMS)

o Organisation Management Service
(OMS)

O Referentials Management Service
(RMS)

S,
o Substance Management Service
S (SMS) \
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SPOR Task Force achievements and contribution to EU
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SPOR Task Force set up
Engaging with Industry and

regulators and cascading comms
through Change Liaison network.

FHIR
InEU

ISO Tech. Specifications

Acronyms:

« CAPs: Centrally Authorised Products

* EU IG: European ISO IDMP
Implementation Guide

« EU-SRS: European Substance
Reference System

+ MEB: Medicines Evaluation Board

+ NAPs: Nationally Authorised Products

STA
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RMS implementation OMS
Itimplements ISO11239 implementation
and ISO11240 standards It manages
and makes EMA regulatory regulatory

compliant

J

organisation data

Draft SPOR EU IG V1.0 EU IG V2.0

APISpecs Early info to Basis for
stakeholders to medicinal
help prepare product data
for ISO IDMP exchangein
standards. the EU

EU IG V2.1 EU IG V2.1.1

Enhanced More detailson

data related the data

aspects elements to
support the new
eAFs

2015 2016 2017 2018 2019 2020 2021 2022
A

OMS, RMS and SMS master data integration in regulatary processes

o

o.o
£U-SR

BEGHTRAT.

RGDUC,. MEB taking over EU-SRS setting
up a group of experts fordata

cleansing and software mgmt

Cleansed Vet subs EU-SRS
tances for Union hosting by
EMA

Product Database

SMS & PMS Launch
Both services launched
around Brexit/
relocation period

PMS completed CAP Data
migration - now in use
for CP inspections and
eAF (DADI)

CAP & NAP data available
in ISO 11615

compatible formatvia
FHIR API (read only)




SOR integration into EU Regulatory processes
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In the first 5 years since SPOR data services go-live, many of the regulatory processes throughout the product
lifecycle are using data from SMS, OMS, RMS and more will in the future — use of PMS product data will follow

Research Development Registration Varket Sugveillance

Scientific Phase 1-3 Paediatric Submission . Safety Parallel
Advice Trials PRIME MAA /NDA Review Reporting Distribution Renewal MAH  AM Sales
SOR SOR Program SOR SOR SPOR SOR SOR Transfer 50 R
Orphan ATMP ITF Eligibility Inspections Approval Marketing Phase 4 Variations Withdrawal/
Designation Certification SO S SO SOR Status Studies SOR Indncat|on Suspension

SOR S SOR SOR SOR




Thank you @)
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Thank you to all the contributors and collaborators of the SPOR Taskforce!

We really appreciate your effort, cooperation and valuable contribution towards
the SPOR achievements for the benefit of public and animal health in the EU

We look forward to continuing the good work in “"Agile mode”



Looking towards the future

EUROPEAN MED!

L Moving towards an Agile Governance

EMA is phasing into an
Agile way of working and
governance model for IT
systems and services, to be
more effective.

All current SPOR
governance will retire
and transition to Agile
by end of 2022 where
appropriate

This transition will
help long term
support for SPOR
& facilitate
collaboration with
stakeholders and
experts

CINES AGENCY
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SPOR governance towards Agile transformation

Karl Hamilton, Product Lifecycle Management Value Stream Owner, EMA
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' - @
EMA Agile transformation: focus on value & delegated governancCe | i b sy

Increased Easier management Shift from rigidity Clear priorities Enables business Continuous delivery
transparency of changing priorities to adaptability and decision-making and IT alignment of value

Goals

Agile way of working Simplified governance

- Implement agile practices across all - Ceremonies replace boards and
levels of IT portfolio management steering committees

(SERIERIE, [PORATED Eil GeEElEe) - Clear working relationships with

- Evolve existing EMA practices to stakeholders
support agile ways of working

- Stronger sense of ownership and
- Greater focus on value creation of engagement in IT governance
solutions




Milestones on the Agile transition
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First
’ Jun 21 Launch of public
I MB endorsement Agile Pilot System
: Agile govemnance Demo
i
i
i
i
i
i
i
i
i
i
i

model
Nov 9 Apr 6

Industry 2nd

meeting on Industry

SAFe meeting
on SAFe

. Oct19 - 20
First PI Planning

1
Oct 14 Expansion
First NICTAC of Pilot
meeting
Sept 29

NPAG kick off (meet
during quarterly review)

Launch of Value
Streams and
Value Stream
Leadership

1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
Establishment of ’
governance bodies

12

> Transitioned to
Value Streams
> Included in cadence
End of Agile ceremonies
of Pilot
Jun 14
1st Strategic
Portfolio Review
with Industry

Full portfolio

Launch of Product following the
Owner and SME Agile way of
protocol working



Agile Value Streams

)
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EMA has adopted 5 Agile Value Streams, designed to reflect the fundamental purpose

of the organisation and align to the overall value it provides

Agency Management

Capabilities to manage the Agency and
coordinate and support the Network

Research and Product Lifecycle Monitoring
Development Management

Capabilities to foster Capabilities to Capabilities to
R&D and generate authorise and manage monitor availability
scientific evidence lifecycle of medicines and safety of

and medical devices products

Technology Lifecycle Management and Information Security

Capabilities to manage information
technology and security




Pre-Agile governance
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Pre-Agile, approx. 50 governance bodies existed across IT
portfolio with no single governance approach

eu telematics
spor task force

common repository working

repository working group ace
nvr coordination group

key user group ctis forum

big data steering spor key user

iris steering committee t€ab

advisory group
dec

ICT Advisory

Enterprise Architecture
gi mmittee

[ Value stream ]
a t tea ttea
Legend
T T T ./EC/EMA

EMA

iical subject ical subject lical subject
fer experts €r experts fer experts

The new Agile way of working and governance requires the pre-Agile governance bodies to transition to the new
approach of ceremonies, governance bodies and external representatives joining Product Teams in Agile roles

14




EMA’s partners and stakeholders -

Involved and informed to enable you to bring insights on content, needs and priorities

Industry
involvement

EMA-Industry
Bilaterals

Strategic Portfolio
Review (twice/year)

| Quarterly System
Demos

Participationin
Product Teams as
SMEs

Testing

Ad hoc consultation

15

————— -
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_--"Z= Portfolio

Advise on
industry’s
priorities

Value Streams

Product Lifecycle
Management

Capabilities to
authorize and
manage lifecycle of
medicines and
medical devices

Technology Lifecyle Management and Information Security

Capabilities to manage information
technology and security

Share industry

insights and
know-how
Participation
~e. Products
TS~ Information

Advise on NCA
priorities

N
Share NCA
insights and
know-how

Coordinate adjacent
development across
regulators

—~— -~ -
Regularinformation sharing & updates

EUROPEAN MEDICINES AGENCY

Network
involvement

NICTAC engagement
& NPAG newsletter

Quarterly Strategic

Portfolio Review &

Quarterly Portfolio
Sync

Quarterly System
Demos & PI
plannings

Participationin
Product Teams as
Product Owners &

SMEs

Testing



It is time to transition SPOR to this way of working
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All IT governance will transition to SAFe

‘

At minimum that means establishing a cadence
of ceremonies in line with SAFe governance

-

Transitions to SAFe governance are managed by
value stream on a product-by-product basis

‘
UPD and other products are being

transitioned to SAFe in parallel

All current SPOR governance bodies will
be transitioned to Agile by end of 2022

16



From / to for SPOR governance

SPOR Taskforce

SPOR co-chairs
meetings

PMS SG

PMS Process &
Data FGs

SMS SG

SPOR Key user
group

Role today

Advising on

+ planning

+ development

+ Implementation

+ maintenance ofthe SPOR
data servicesinthe EU

Advice on priority setting

Prepare proposals regarding
aspectsrelated to SPOR
projects

Inform operational
development of EU IG content

Prepare proposals regarding
aspectsrelated to SPOR
projects

Prepare proposals SPOR Data
ServiceManagement -

Interested
partners &
stakeholders

Network
Product
Owner(s)

(strategic)
Portfolio
Review

Network SME Industry SME

QO (X ¥ + Adhoc
o ﬁ'ﬁﬁ ﬁﬂw engagement
T + Regular
information flow

+ SystemDemo

a Fulfilled by the same PMS & SME roles below

Calls currently
open

OMS &RMS are not strictly under the Agile governance as there is no major IT work going on.
There is the need fora group of SMEs to discuss data governanceissues - to be revisited upon the review of

Timeframe

One more
meetinginJan23

Jan2023

NPO Call for
interestopen -
Jan2023

Expected call for
expression of
intertestin 2023

Until further
notice

operations the EUNDB mandate

SPOR Change Cascade communications « Adhoc

Network about SPOR implementation to engagement
their stakeholder groups - - - - - + Regular

information flow
Not active group + SystemDemo
Key PMS roles
17

None-SPOR specific roles (currently fulfilled)




Take-home messages
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The SPOR Taskforce, stakeholder groups and focus groups will be disbanded in their \
current forms as SPOR governance bodies transition to Agile governance by January
2023 - Engagement and consultation with stakeholder groups will happen widely, but on
an ad hoc basis and through public ceremonies, supported by regular communications

Network POs, SMEs, NPAG, quarterly strategic portfolio reviews are exclusively the new
governance mechanisms

Each one of the SPOR services will continue to exist.

PMS and SMS will be immediately picked up by the R&D and Product lifecycle
Management value streams as there is or will be in the near future active development
work on the systems to support these services.

RMS and OMS do not have major IT work going on at this time.

Since its purpose is different, the SPOR Key user group - which focuses on data
management and data governance of SPOR services once in operations (not IT delivery) -
is temporarily kept, pending the review of the EU NDB’s own mandate. /

P B RO X R IR N

18




Industry & Network Subject Matter Expertise for PMS
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COMPLETED

Role Industry or Network experts provide advice and recommendations as well as occasional hands-
Presentation on work for the benefit of consistent process enhancement across value streams for a specific
business process. Input is at the invitation of Product Owner.

« Provides expert input on the subject matter of the product to help develop Epics or features for
prioritisation

« Support the product owners with insights on behalf of industry or network stakeholder groups to
inform prioritization of features

- Participates in the development of specific user stories where advice/guidance is needed

- Participates in PI Planning or other ceremonies as needed, upon the invitation of the product owner
or value stream owner

92 Enablers - Access to SAFe Agile training & Coaching
£ « Reimbursement for attendance of ceremonies (Network only; not Industry)

« Call opened on 15 September 2022 and closed on 4 November 2022
- Deadline for selection is 25 November 2022
 Nominations sent on 7 December 2022

~ 20% FTE
19




SMEs nominations process
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Step 1: Application Step 3: Approval Step 5: SME onboarding process
v" Network SME: v' Candidates with highest scoring have been v Selected SME confirm the assignment (i.e., sign
+ 4 positions offered submitted for endorsement at the confidentiality agreement, gain relevant system access)

Portfolio Board (PB) v
v PB approved proposed nominees with no

+ 5 applications received SMEs have mandatory attendance of:

v Industry SME: + online training & SAFe elLearning

. 4 positions offered ) ;OJWAmentS/ObjeCt::_ns on Frida&;25tthC"\l‘;AG - at least one Q&A monthly session with Agile
eprese e t ilability :
. 10 applications received representatives (mem ers o _ ) .(_:oaches(ls _avallablllty. 31_Jan 2023) ]
have endorsed the nominations on Friday v Official onboarding/welcome in PMS project:
2nd Dec

« definition of tasks/scope/topics where to contribute
«  how to work with POs and other Product SMEs

« participation to Agile Ceremonies and meeting

Step 2: Assessment Step 4: Notification to applicants
v All application and CVs v' Selected and non-selected SMEs notified by EMA
evaluated by PMS POs against v Official onboarding notification sent in Dec

the criteria set outin the call *  Network SMEs announced to the HMA by the Portfolio Board

* Industry SME announced to the Industry Secretariats through
the EMA Industry liaison
v" Product Owner(s) and/or Value Stream Owner noties to to all
other relevant stakeholders and publicly announce the PMS SMEs

20
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Updates on SPOR

Isabel Chicharo, SPOR Co-Chair & PMS Epic Owner, EMA

21



Roadmap Clarifications
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.‘/.‘ .\.

/ \
e The illustrated roadmap is a subset of the Network Portfolio Roadmap, shared and |
i discussed with Stakeholders at the Strategic Portfolio Reviews, focusing only SPOR. |

|
Q The illustrated roadmap reflects what the EMA will prioritize / work on

0 As work is being developed, impacts on stakeholders will be better understood

!
|
i
i
: |
e EMA acknowledges that this does not yet address impact on stakeholders |
- i
i
! |
_ i

and communicated through dedicated webinars/ channels

22




How PMS Epics support Portfolio Roadmap
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2022 2023 2024+

H1

Structured Data Integ.

Q3 Q4 H2

* Human Variations eAF Maintain/Improve

Q1

eAF Human Variations form (MVP) for CAPs and NAPs %

Electronic
Application Forms

I ]

(Product Lifecycle !

1
I
[
[

Management J Analysi : g

Portal) i Vet Variations Veterinary Variations

1
1
1
1

*Formerly DADI

Electronic

Tection ePI Authoring Portal
rodu
Information (ePI) ePI Publishing and Consuming eP1I pilot planning ePI implementation phase

Data migration/transformation into ISO IDMP format
e ‘A’ Currently scheduled release <> Milestone

0Ongoing work (approved + prioritised

1
1
1
1
1
1
1
1
1
1
1
—_——,— e e e e e e e e e e e e e e e e e — — —— 1
i- 1 ™
1
Pro U ProductUser Interface U ] ) )
I [ELENED) For viewing, submitting and correcting product data : Features available for eAF integration
[ 1
I Analysis PMSto xEVMPD Sync !
I phase Capabilities to ensure XEVMPD and PMS are fully synchronised ' Priority epics for
1 1 B
. e
I Analysis § FHIRAdaptor : _ -~ DADI + Shortages
I phase | Capabilities to import IDMP compliant product data to PMS - -
1 1~
Product : Analysis § IDMP compliance _ i
Management phase : Capabilities to validate ISO 11615 compliance :
Service (PMS) | - |
SIAMED Integration 1
I Data migration/transform n into ISO IDMP format I :
| |1 T Tmmmmmmmmmsmmsmemmsm s S
I XEVMPD Integration | ! ! NCA product upload “»
Aty P . i Achieving trusted NAP dat
| Data migration/transformation into ISO IDMP format CAP & NAP data in ISO 11615 | : o _____Achieving trusted NAP d ata_ H
[ DMPImplementation EEERIER (ome: | '
1
1

Article 57 replacement
Machine-to-machirie submissions by Industry; EV

Planned sequence (pending PB approval




How SMS/OMS/RMS support Portfolio Roadmap

2022
Q1 Q2 Q3

EUROPEAN MEb]ClNES AGENCY
2023 2024+

H1 H2

TODAY

Reg. Procedure Mgmt. for PLM Core (Variations, Transfers, Art

H+V Variations Process
Regulatory (prep)

61.3)
Brocedure Reg. Proc. Mgmt. Epic 2 ((PSUR/PSUSA, PAM*) for CAPs
Management and NAPs + additional functionality)
for PLM
Other PLM regulatory procedures (Epic 3+)
1
New Fee Regulation @© coordinationwith MTAVS :
1
1
Monitoring VS hortages of bledicne

Managing the Customer Master data

Agency VS draCommon Directony
. _ X P | -~ = = = = = o \
Ptatatl_ntggrﬁatlon - ﬁl\t/IS\k/s EUt ?RS |ntegr_at|do?  ectentineal e Manage Substance data i
LECOrationDUgINXES) EU-S RS a r?d_over Aﬁ w.or ;xpjcta on = mznaglng ; a ||nt§C|en ihically sound way; Capabilities for EMA or NCAs who need to manage substance data :
Substance Installation, maintenance 1gning the cata managed across < solutions eg translations and nullifications 1
Management AccessSMSsubstancedata T
Service (SMS) SMS User Interface forsubstances - display data that has Changerequestprocess
been cleansed, Provide all users a single platform to search, view, Provide all users a single platform to request
browse, export substance data (avoids manual effort substance data and delivers process efficiency for EMA
and Industi
Maintenan
1
ECD Feedback loop .
Organisation Pushing OMS data into ECD, reduce Manual effort to EMA staff; IRIS & PMS Priority epics for PMS + 1
Management IRIS :
Service (OMS) NN e
EV c:(ivltl‘?:Dd ta i in OMS t PMS XEVMPD int ti OMSCR process -! :_____________'__'_______________________________-I
ee ata in sync in SUpPO! ntegration
p insynci , suppor integrati TEOVETIENS (@ SiEFeT: €R Froesss, ' ] OMSISl.JbSCFIF-’tIOH-S i
e L _particularly_around SAP/SME integration__ | L _Subscriptions/notificationsof changes 1
Referential !
Management
Service (RMS) [
24
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SPOR Product Owners

Pedro Batista Marcos Fernandez Veronica
Gomez Lipucci Di Paola

Debora Martins Jaume Gonzales
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How to stay connected to work on SPOR

Joris Wiemer, PLM VS Change Manager, EMA

26



How to stay connected to work on SPOR
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System Demo

+ See and discuss the latest
developments of the system

» Give your feedback on features
and priorities

Announced via EMA’s Website
Events Pages

SPOR Webpage

Download EU Implementation
Guide Updates
Access Q&A documents

Al

Subscribe to the RSS feed

27

-u S, P, O & R Webinars

Discussion of new developments,
updates in SPOR and new releases.

Announced via EMA’s Website
Events Pages

] Strategic Quarterl
Portfolio Review

Review with representatives of
NCAs & Industry - to discuss
strategic questions and priorities and
advise the EMA Portfolio board.

-']II

Connect to your HMA's, IT Directors &
Industry Association as appropriate

SMEs & Network PO in
products team

The Network Product Owner &
Network SMEs, as well as Industry
SMEs are your connection to
product development.

Engagement to be determined by
NPO & SMEs

@ PLM Portal Forum

* News
« Release notes
« Down-time communications

Check regularly

We are exploring other means to share information with a community of interest.



Next steps
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ok

Public System Demo (March 2023 - date
to be announced soon)

Next webinars for S, O, R (April 2023)

28



Closing

Thank you for your contribution.
Isabel Chicharo, SPOR Co-Chair & PMS Epic Owner, EMA
Veronica Lipucci Di Paola, Product Co-Owner for PMS, EMA

Marcos Fernandez Gomez, Product Co-Owner for PMS, EMA
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Take-home messages

EUROPEAN MEDICINES AGENCY

The SPOR Taskforce has made important contributions in data
standardisation around ISO IDMP in the EU

2023 where appropriate

SPOR Taskforce and focus groups members can stay connected and work

, 7
>
!
a All current SPOR governance will retire and transition to Agile by Jan

| with SPOR through a variety of means - SMEs will be key!

\

\
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