Welcome and housekeeping notes

EUROPEAN MEDICINES AGENCY

' Please note that this session is being recorded and will be made available through EMA
°® Corporate Website and YouTube channel.

Throughout the session, participants will be able to ask 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.
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and managed live in the Q&A session
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Questions not addressed during
this session may be addressed in
subsequent webinars and/or in
FAQ document in SPOR Portal
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SPOR Week Webinars )

EUROPEAN MEDICINES AGENCY

SPOR week is a full week of webinars during which EMA's Regulatory Data Management Service team
talks about all aspects of regulatory data management and how it works today.

' Webinar title

) SPOR Data Governance 17 April 2023 10:00-12:00 CET
Service Desk for SPOR and XEVMPD 17 April 2023 14:00-16:00 CET
Referentials Management Service . N1
(RMS) 18 April 2023 10:00-12:00 CET
Organisation Management Service . AN A
(OMS) 18 April 2023 14:00-16:00 CET
Substance Management Service (SMS) 19 April 2023 10:00-12:00 CET
Product Management Service (XEVMPD) 19 April 2023 14:00-16:00 CET
Substance, product, organisation and
referential (SPOR) application . A1
programming interface (API) - SPOR 20 it 2822 s
API
EMA Account Management 20 April 2023 14:00-16:00 CET
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Goals of the session

EUROPEAN M Et)]L.I NES AGENCY

% Explain how SPOR data is governed

% Provide context for the other topics of SPOR week

%) Explain how the Agile transformation has changed data governance
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Welcome Data Governance - Organisational
structure/ Roles & responsibilities

=
Q)

2 SPOR Data Governance Framework 7 Data Governance - Enablement
c] Data Governance - Strategy S Key takeaways and Conclusions
4 Data Governance - Processes ) Q&A Session

5 Data Governance - Policies &

standards

0000

5 For Questions: www.slido.com code: #3101876




EUROPEAN MEDICINES AGENCY

SPOR Data Governance Framework
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Key concepts - Linking Data Management and Governance
EUROPEAN MEDICINES AGENCY

Data Management

Day to day management of SPOR
data as agreed

Data Governance

How SPOR data is managed
and used

- Planning, oversight and
control over management of data
and the use of data and data-
related resources

Data
Architecture & Design

The development, execution and
monitoring of initiatives, policies,
applications and processes that
deliver, control, protect and enhance
the value of data and information
assets throughout their lifecycle

Data Storage &
Operations

Data Quality

-
** Data Security

(incl. privacy)

Data
Governance

Metadata

Data
Integration &
nteroperability

Data
Warehousing
& BI

Reference & Document &
Master Data Content

IT enablement

New/changed IT capabilities to manage/ govern SPOR data
The process that facilitates any changes and updates to the
IT landscape, supporting business processes and applications

The DAMA Wheel & 2017 DAMA - Data Management Book of Knowledge

7 For Questions: www.slido.com code: #3101876 (DMBOK), Data Management Assoclation (DAMA) International




SPOR Data Governance Framework &)

EUROPEAN MEDICINES AGENCY

Strategy

Processes

Q Data Policies & Standards

Q* Governance

Organisation & Roles

Data Management

Enablement
IT Enablement
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SPOR Data Governance Framework ()

EUROPEAN MEDICINES AGENCY

Strategy Provides focus and a high-level course of action towards high-level goals on data

Provide operating models for data management in business operations.

Pr : - '
OCESSES . Provide processes for consistent and adequate processing of data

Provide principles that structure how data is handled

Data ici
Policies & Standards through its lifecycle in day-to-day operations

i7*7 Governance

Organisation & Roles Define consultation, reporting and decision-making structures

Ensures continuous improvement of data management and builds a data-driven

Enablement culture

9 For Questions: www.slido.com code: #3101876
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Strategy

. o gm gm g on
rrocesses

Strategy [ Data bolici
Q” Governance | |
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Enablement
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Data Governance - turning strategy into planning

EUROPEAN MEDICINES AGENCY

EMA provides master data quality services on Substances, Products, Organisations and Referentials that
enhance the quality of the medicinal product data used by the Network, the pharmaceutical industry and other
stakeholders and support regulatory activities in EU.

SPOR ti |
EMRN Strategies Portfolio Roadmap Uit gperatlus
planning

x/ '
. 2
« EMA requlatory science strategy to « Final programming document
2025 2023-2025 (europa.eu) Shared via SPOR webinars

» European Medicines Agencies
Network strategy to 2025

» European medicines regulatory
network data standardisation strategy

» Updated Portfolio roadmap shared
during quarterly portfolio reviews

Provide long-term direction for Long term direction for major Focus of data management, ensuring
business areas investments, particularly Data Quality improvements align with
aligning uses of data with business expected business value and with
and IT capability development Portfolio Board’s prioritisation

11 For Questions: www.slido.com code: #3101876



https://www.ema.europa.eu/en/documents/report/final-programming-document-2023-2025_en.pdf
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EMRN Strategies

EUROPEAN MEDICINES AGENCY

Long-term direction for business areas

EMA regulatory science strategy to 2025 > SPOR supports the key goals of
the strategy

EMRN Strategies

European Medicines Agencies Network strategy to 2025 > SPOR is
- specifically referred to in 5 of the 6 priorities of the strategy
x/ - Availability and accessibility of medicines
._ ) - Data analytics, digital tools and digital transformation

- Innovation

. EMA requlatory science strateqy to - Antimicrobial resistance and other emerging health threats

2025 - Supply-chain challenges
« European Medicines Agencies

Network strategy to 2025
« European medicines regulatory
network data standardisation strategy

- Sustainability of the network and operational excellence

European medicines requlatory network data standardisation strateqy >
Contains a chapter dedicated to SPOR/IDMP and standardisation of
Medicinal Product data

12 For Questions: www.slido.com code: #3101876
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Portfolio Drivers

EUROPEAN M E. JICINES AGENCY

Aligning uses of data with business and IT capability development priorities

Portfolio Roadmap

'a?
» Final programming document
2023-2025 (europa.eu)

>

« Updated Portfolio roadmap shared
during quarterly portfolio reviews

Product

None. Major IT
enablement completed
in 2017

None. Major IT
enablement completed
in 2017

Some IT enablement
completed in 2019,
remaining work now on
Portfolio roadmap

Major IT enablement
work now on the
Portfolio roadmap

NA

NA

SMS UI - access and
transparency around
substance data
SMS-EU-SRS integration
- improved

substance data quality

Work on Product
management services
(PMS) supports other
portfolio activities

PLM - Web-

based eAF for variations
and ePI

MON - European
Shortages

Management Platform

Preparing lists for new
solutions

Mapping & registration

of new organisations to
support onboarding of

new stakeholders

Enrichments of data to
support new
developments

PMS SIAMED & XEVMPD
data migration

Real World Data lists

Manufacturers of
medical devices

Antimicrobial Sales
and Use (ASU) data
reporting

Data cleansing in
CP database (SIAMED)
CAP compliance check

13 For Questions: www.slido.com code: #3101876



https://www.ema.europa.eu/en/documents/report/final-programming-document-2023-2025_en.pdf

&)

EUROPEAN MEDICINES AGENCY

SPOR data services — 2023 objectives

Deliver efficient and effective Improve customer Modernise Data &
regulatory data services satisfaction and success Information Management

« Maintain and improve

customer services « Support Information

* Provide easy to use Management
0 documentation for Modernisation
g « Maintain and improve customers
'43 data management
@ 2 services « Enable prioritised IT
2 « Showcase the value of work with data, e.g. eAF,
© data and data services IRIS, ePI, shortages
« Maintain and improve
data quality
< >

Data Governance &
IT enablement
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SPOR Operational Planning ()

EUROPEAN MEDICINES AGENCY

Ensuring Data Quality improvements align with expected business value and with Portfolio

Board’s prioritisation
a0

Customer Services

H Data Management (Change requests & Data services)

 SPOR data service
objectives translated into g
annual operational plans

1 plan per SPOR domain

1 K

menta
« operational plans shared III
in SPOR webinars 2x a _ improve customer p——————
yea r SPOR week List Publication Translaticns SPOR week SPOR Customer
- webinar webinar Satisfaction survey
Information Management Modernisation initiatives
Prionitised Epics

Modernise Data &
Information Management
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Processes

Processes | pata
Q” Governance

U
Q)
=
-
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1
(-
()

Enablement
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Operating Models ()

EUROPEAN MEDICINES AGENCY

C
L ¢ ‘(
C
Operating Models

Provide a holistic and agreed upon view of data
management activities in the context
of business operations

SPOR Operating Model XEVMPD Operating Model

Industry and NCAs pre-register or update SPOR :: * Industry submits authorised product data;

data before regulatory applications or submissions y* EMArequests Industry to standardise data or EMA

I standardises certain elements on Industry’s behalf

| |
. Defined and agreed by the SPOR Task : Defined and agreed by Art 57

. Force (Human and Vet Industry Associations, : Implementation Working Group

. NCAs and EMA) : (Human Industry Associations and EMA)
| |

17 For Questions: www.slido.com code: #3101876



SPOR & XEVMPD Operating Model (Human) - In the regulatory business context ti’)

SOR pre-registration:

Applicant requests new/
updated SOR data before
regulatory applications

Current state:

* Applicants/MAHs submit
regulatory applications
to regulators

» Applicants/MAH update their
approved Product data in
XEVMPD/Art 57 database

=
SOI;“‘

A |
B

Applicant

18 For Questions: www.slido.com code: #3101876
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A

XEVMPD

} | —

3

3

-

EUROPEAN MEDICINES AGENCY

Regulator
E E + assesses the application
« informs applicant of
Regulator outcome

» Applicants/MAHs submit regulatory
applications to regulators

- data is used to update regulators’
systems and PMS

* Product data is re-used in many
regulatory procedures and use cases
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SPOR Data management processes

EUROPEAN MEDICINES AGENCY

EMA Data Steward Bus lead/ Product Owner
Data Stewardship Data Quality Service
T o faas Management Management
Service lead data curation .
Change requests Quality Control Ser_wce_
- New/update - Proactive data curation Sampling & checking C°°rd'_"at'°“
I delete data upon (Mappings, Enrichments, performed activities with
: user request Deltas, Product validation) Data governance
! - Cleansing and identified - &_
: TR O Data profiling IT delivery
. T Monitoring
: & investigation
SPOR User I i across entire data Performance
! Customer Service management
: Requests _ Quality Assurance - Invoicing
- Information Requests Incidents Root causes & - KPI reporting
(Questions) Services (Issues) process - Customer
improvements satisfaction

Data management processes are defined, operational and are monitored/reported on

Details for each SPOR domain elaborated in individual webinars this week.
19 For Questions: www.slido.com code: #3101876




SPOR Change Request (CR) process at a glance

Submission

Requestor

Submit OMS/SMS/RMS CR:
Include supporting document

Validation/ Standardisation

{ I
EMA Data
Stewards

S

Guidance/
references & tools

Data Stewards validate CRs using
guidance/ references & tools

Approval/ Rejection

r i
EMA Data Stewards

in consultation with
Data Owner

» Defined timeline - CR
approved or rejected

- If disagreement, raise
ticket in Service Desk,
indicating CR number

I R

Substance Organisation Referential data
data owner data owner owners
Substance EMA (List Owners)
Validation EDQM, ISO, MSSO,
Group WHO, EMA, etc

20 For Questions: www.slido.com code: #3101876



SPOR Data Services at a glance

&

21

+ Continuous updates from major systems

and review of changes to data in source
system

Result: Minimised burden on SPOR
users by removing need
for change requests

Mappings

Matching data existing in
legacy systems to SPOR; create and
update data in SPOR as needed

Result: data migrations enabled
and implementation of SPOR in other
systems enabled

For Questions: www.slido.com code: #3101876

Enrichments

* Proactively completing SPOR data with
reference information

« Result: improved data quality in support
of regulatory use of data

Cleansing/ corrections

« Review SPOR data to identify errors in
order to correct and standardise against
established reference information

* Result: Minimised burden on SPOR
users due to improved data quality and
avoiding change requests




SPOR customer service at a glance

BT T T

Customer EMA Service

Desk

- ? A
\

Lo & A

SUPPORT

Triage issues*
Submit ticket « Nature of issue

« Responsible team
« Applicable SLA

22 For Questions: www.slido.com code: #3101876

IT Support

€
» Investigate

» Fix system issues,
prepare data fix

IT incidents

Business
support

78

» Assess incident/ request/
question

» Correct/provide data, answer
question, etc.

Business/
Data Issue

EUROPEAN MEDICINES AGENCY

Reopen

Customer ticket

ﬂ to follow-up

4 | Close

ticket
Review:
« confirmation of resolution
« fulfilment of request
+ answer to question

Triage
<1WD

Incidents/Issue & Requests
Investigate (IT) or correct data (DQ): 5 WD

Questions/Request for information
Acknowledge receipt + 22 WD




SPOR Data Quality Management at a glance

°

Proactive REc

©

Quality Assurance

« Root causes analysed

 Feasible preventive
actions are
implemented

* Process improvements

Activity Monitoring

1S3

Data mgmt
Task » Routine sampling and inpsection of
tasks (~20%)
« Sampled tasks re-inspected to
calibrate QC results

...
41 |

Quality Control

Data Monitoring

®
Q‘ =

A Y
Data Profiling
Data

« Profiles built to identify data
not meeting the DQ rules
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Data services

A

(P
(a)
L
(D
LT
Ll
o~
(W

'\\ J

Customer
Services

Sal

L ] r

a O A
DQ Defects Issues

» Data Quality Issues
reported to Service Desk

» Defects/errors classified into
Major/ Minor

« Identified defects/errors
corrected

Data Quality is ACCEPTABLE if:

<10% major errors (duplicates, incorrect
approval/rejection incorrect merges)

AND

<20% minor errors (inconsistent details)
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20ral€qgy

. oYy
rrocesse

Policies & standards - [y pata
Q” Governance

Policies & Standards

Enablement
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Policies & Standards

EUROPEAN MEDICINES AGENCY

Policies & Standards
« provide broad principles of operation
« give structure to how data handling during its lifecycle in day-to-day operations.

SPOR applies International Standards (ISO IDMP and FHIR)
« International Organisation for Standardisation (ISO), Identification of Medicinal Products (IDMP) standards
« HL7 Messaging Specifications: messages used to exchange IDMP information, based on HL7 (Health Level Seven) Standards
particularly Fast Healthcare Interoperability Resources

SPOR applies EMA policies

SPOR policies and data quality rules are defined in domain specific documentation
e.g., OMS DQ rules, RMS list information, XEVMPD guidance

Domain specific policies and rules further elaborated during SPOR webinars

25 For Questions: www.slido.com code: #3101876
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SPOR & XEVMPD Documents & Help -

EUROPEAN MEDICINES AGENCY

SPOR portal & EV restricted area

* SPOR reference documentation - primary documentation
needed to successfully use SPOR services
« XEVMPD user support section - technical documentation

EMA Account Management Training opportunities
Portal + @emainfo channel contains Videos of
+ Guidance on to obtain access to EMA SPOR webinars with tips/tricks and
systems (including SPOR) guestions raised from users
. Create a new EMA account and + XEVMPD e-learning available
request SPOR user role « XEVMPD training organised by DIA
EMA corporate website @ EMA Service Desk

« SPOR vision and general introduction to « For any help needed and not found in other

SPOR projects documents

* SPOR related information and » Including: Service requests, issues, requests for
documents technical support

« XEVMPD data submission requirements + submitted through the ServiceNow Portal

26 For Questions: www.slido.com code: #3101876
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20ralCqgy

. o gm gm g on
rrocesses

Organisational structure/
Roles & responsibilities [ pata

Q” Governance

» renece -~ 3 = , =
Policies & Standards

Organisation & Roles

Enablement
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Organisational structure, Roles and Responsibilities (R&R) ©
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Data Management
Accountability, responsibility and
delivery of SPOR data management services
ensures that data processes, policies and
standards are in place, are being followed

Data Governance
Controls (planning, monitoring,

, and enforcement) the management
and use of data assets

9 Untiir2022

The SPOR Taskforce, stakeholder groups and focus groups

IT delivery

Delivers new capabilities/features
to manage and govern data assets

9 2025 onwarads

SPOR Key user group SPOR IT delivery_
focusing on data governance governance bodies

of SPOR services once in transition to Agile governance
operations (not IT delivery) is kept
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Organisation, roles and responsibilities — who does what?

SPOR Data Management

EUROPEAN MEDICINES AGENCY

Day to day management of
SPOR data as agreed
SPOR Business

Service Owner & EMA Data R B
Manager Stewards Lead
+ Accountability

« Collects DQ/process input
via EMA service desk/CRs

*Implements changes to
SPOR data mngt

* Execute Data mgmt
processes (Data
stewardship, DQ
mgmt, Customer
services)

*Responsibility

] roewey

New/changed IT capabilities to
manage/ govern SPOR data

*Collects demand/ *Mobilises *Prioritises * *Advise on priority
needs via Process portfolio portfolio SPOR/ Data new
Owners, KUG, capabilities
EMA service desk and IT changes that

bring business value
through data
29 For Questions: www.slido.com code: #3101876

T SPOR Data Governance

How SPOR data is managed

SPOR Business

Key User Group | ;':JSJ

+ Collects input from users » Decides small changes to

«Advises on changes to SPOR SPOR data mgmt -
data mgmt (Strategy, Process, changes have no
Policies & standards/

DQ Business rules, comms/CM)

«Decides on major changes
to SPOR data mgmt -
changes have

significant impact significant impact

Minor Decisions
Major Decisions

=N Data Governance

hd

How SPOR data is used/ applied in

business processes
Process Owner POR Business
(User/ project group) Lead
* *Advises on process/

*Provides data requirements

- Decides how to use SPOR data mgmt alignment/
data in its business KUG best practices across
process/ context business areas

')

1=t

+Collects input via
Process Owners and

* These aspects are still under discussion




SPOR data management - Structure ()

EUROPEAN MEBICINES AGENCY

SPOR Data Management

/ Day to day management of SPOR data as agreed \\

/ \
/ \
| ; i I
: Service Ownership . Service Owner |
I has overall accountability for SPOR data |
: ser\_/lce:s_and ensures qua“t_y and Head of Information Management !
| availability of the data services Hilmar Hamann :
: Head of Core Services !
" Christoph Pillichshammer :
1 1
: Service Manager :
1

I Head of Regulatory Data Management :
| Isabel Chicharo "
1 1
1 I 1
I ) | I
| Data stewardship ensures that |
: data processes, policies and :
| standards are in place and Pedro Batista Marcos Fernandez & Debora Martins Braga Jaume Gonzalez I
I are being followed Veronika Baker I
1 1
| |
\ EMA Data EMA Data EMA Data EMA Data /
\\ Stewards Stewards Stewards Stewards //

N ’

N ~ P '
Data owngrshlp decides how to Substance Product Organisation Referentials
create/modify the data, share data owner data owner data owner data owners
and restrict access to the data Substance Validation Industry/MAH EMA EDQM, EMA/BfArm, ISO,

Group MSSO, WHO, EMA
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Data Governance - Structure ()

EUROPEAN MEBICINES AGENCY

i Data Governance

in data mgmt changes i.e.
decides small changes to SPOR

Pedro Batista Debora Martins Braga Jaume Gonzalez
data mgmt 9

,’ How SPOR data is used \\

/ \
! Data Governance controls the “«—> \
1' management and use of data i.e. /EC/EMA | ‘l
| decides on major changes to SPOR |
: data mgmt Executive Board :
1 1
| : |
1 . . 1
I Board (EAB) 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
I . . I
I Data leadership ensures agility I
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
\ ]

User group ensures stakeholder

\ views are considered Key User Group )
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Flow of events — Governing how SPOR data is managed L

EUROPEAN MEDICINES AGENCY

SPOR Data Management {{IIllIT SPOR Data Governance

How SPOR data is managed

Minor decisions
> Key User Group
Collects DQ/process input l

via EMA service desk/CRs

. . . | Advises on changes to SPOR data magt
> & SPOR Business Lead/ (Strategy, Process, Policies & standards/
EMA Data Stewards Product Owner DQ Business rules, Enablement -

: ; comms/CM)
Implements changes to Decides/implements small

Execute Data mgmt processes (Data  spor data mgmt changes to SPOR data

stewardship, DQ mgmt, Customer

| mgmt - changes have no ~ Major decsions
services) significant impact :

Advises/decides on major changes
to SPOR data mgmt —-changes have
significant impact

y
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Flow of events — Governing how SPOR data is )
EUROPEAN MEDICINES AGENCY

SPOR Data Management 1IN SPOR Data Governance
EMA Data > Key User Group
Stewards

*Execute Data mgmt +Collects feedback on the use
processes (Data of SPOR in business processes

stewardship, DQ mgmt,
Customer services)

Implements changes & Escalates issues with the use of
to SPOR data mgmt Decides/implements small SPOR data in business processes
changes to SPOR data mgt
- changes have no = Data Governance

significant impact .
How SPOR data is used/ applied in

business processes

Process Owner (User/
project group)

A

*Advises on process/ data
. mgmt alignment/ best
*Decides how to use SPOR data . .
o ) practices across business
in its business process/ context areas

*Provides data requirements
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flow of events - Governing how SPOR IT capabilities are delivered )

EUROPEAN MEDI-CINES AGENCY

EMA Data ey U .
Stewards ey User Group

Collects DQ/process
input via EMA serv
desk/CRs

Collects feedback on data
mgt tools - changes &
improvements

—X7
Decides/implements small <
- changes to SPOR data mgmt
Fos - changes have no significant
] impact
New/changed IT capabilities to
manage/ govern SPOR data

\4

Process Owner
PB & NPAG )Eiaialy < (User/ project group)

Mobilises Prioritises Advise on priority SPOR/ Provides data requirements
portfolio portfolio Data new capabilities Decides how to use SPOR data
and IT changes that bring in its business process/context
business value through
data
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IT Delivery — Structure

IT Delivery

7 New/changed IT capabilities to manage/ govern SPOR data
/
/

/ - \
! 1
I N I
1 * .t 1
T o > work Data I
I Executive Board : Board |
: : !
| 1
| . Enterprise ICT Advisory !

+—> Portfolio Board +—> Architecture tee (NICTAC) |
I Board (EAB) I
! I
1 D |
: 1
1 Value Stream (VS) :
1

) . 1
1 M . he A v Product Lifecycle Technology lifecycle mgmt I
1 anaging the Agency VS Management VS information security VS I
! VSO: Mireia Castillon VSO: Steven Le Meur VSO: Karl Hamilton VSO: Pedro Pina Ferreira VSO: Leonidas Tertipis I
1 VSM: Rob Hopping VSM: Nektaria Varela VSM: Melanie Loveday/ VSM: Pedro Oliveira VSM: Pedro Rodriguez 1
1 Hannes Kulovits 1
! I
: I
1
| Q : -
1

1 PMS PO
SMS PO 1
I ek Po. RMS PO e Marcos F. Gomez & Veronica |
I Debora Martins Jaume Gonzales L. Di Paola |

\ Network PO ]

\\ XEVMPD PO VSO: Value Stream Owner !
\ Marcos F. Gomez & Veronika VSM: Value Stream Manager //
S N SPOR Epic Owner - Isabel Chicharo PO: Product Owner P /

S S o e e e e e e e e e e e e e e e e e e e e e e e e e Y e e e e e Y e Y e Y Y e Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y M M M o = -
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IT delivery — how can stakeholders contribute?

(&)

EUROPEAN MEDICINES AGENCY

EMA'’s partners and stakeholders -

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

Advise on
industry’s
priorities

Industry involvement

EMA-Industry Bilaterals

Strategic Portfolio Review
(twice/year)

Quarterly System Demos

Participation in Product
Teams as SMEs

Testing

Ad hoc consultation

Share industry
insights and
know-how

Portfolio

Advise on

NCA priorities

Value Streams

Agency Management

Capabilities to manage the Agency and
coordinate and support the Network

Product Lifecycle
Management

Capabilities to
authorize and
manage lifecycle of
medicines and
medical devices

Share NCA

insights and
know-how

Technology Lifecyle Management and Information Security

Capabilities to manage information
technology and security

Coordinate adjacent

development across
regulators

Participation

Products

Regular information sharing & updates
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Network involvement

NICTAC engagement &
NPAG newsletter

Quarterly Strategic
Portfolio Review &
Quarterly Portfolio Sync

Quarterly System Demos
& PI plannings

Participation in Product
Teams as Product
Owners & SMEs

Testing
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20ral€qgy

Processes
Enablement I pata B
Q” Governance Sonees R
Drganisation & Roles
Enablement
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Enablement ()

EUROPEAN MEDICINES AGENCY

Key Performance Indicators (KPIs) defined on:
« Volumetrics - what data is managed, growth rates, update rates
% « Data mgmt - types of activities (CRs, data services, customer services), SLA compliance
« Service quality - DQ errors detected & overall level of DQ/activity
- Data quality - DQ profiling metrics

Key metrics are shared with stakeholders for transparency
 Statistics are reported in SPOR webinars 2 times per year and published in SPOR portal
B » Aggregated yearly statistics are published with the Customer satisfaction survey in SPOR portal

« Work is ongoing to improve reporting & Business Intelligence capabilities to enhance transparency of

|
|
|
|
|
|
|
|
|
|
|
Monthly/quarterly monitoring and measuring of relevant KPIs |
|
|
|
|
|
|
|
|
data mgmt activities :

|

|
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What data do we manage”?

Data volume as of January 2023

Substances Products
63.646 1.431.78
Substances Products
Organisations Referentials
45.304 76.734 193 128.15
Organisation Locations Lists Terms
5
OMS Organisations
307 Y g
e y
. ’
6
Seriesi 57 2 2 5 900

6008
3 2
9
3
2

67

210
45
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Change rate in 2022

Substances

1,20% 2,56%
MNew MNew
Substances Mames

Organisations

9,58% 30,84%
New MNew
Organisation Locations

Products

0,99%

Products

Referentials

5,58% 0,58%
New Lists New
Terms

Update rate

Substances

14,40%

Updated
Substances

Organisations

49,86% 47,40%

Updated Updated
Organisations  Locations

Products

9,94%

Updated
Products

Referentials

9,98% 1,17%

Updated Lists ~ Updated
Terms




Enablement ()

EUROPEAN MEDICINES AGENCY

Engagement
SPOR & XEVMPD webinars are held at minimum 2 times per year

Customer satisfaction survey
» Sent to registered (active) SPOR users
« Run at the end of each year
» Results are compared with previous year
d « Results are published in SPOR portal
« Feedback from users is used to identify areas for improvement
o Your opinion matters to us!

8

o Please reply to the next customer satisfaction survey in Q4 2023!
Training

« Videos of SPOR webinars containing tips/tricks and questions raised from users in the @emainfo channel
o0 . c
pree « XEVMPD e-learning available

« XEVMPD training provided by DIA
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Key takeaways from the 2022 customer satisfaction survey

EUROPEAN MEDICINES AGENCY

Customers continue to perceive us as providing professional and polite communication,
acceptable data quality & timely management of change requests

Customers are generally satisfied with all domains of SPOR data Services

77% of customers rate Data services as Good/Excellent;
- 17%0 increase of customers considering that we provide excellent service

79% of customers rate Data Quality as Good/Excellent;
139% increase of customers considering that we provide excellent data quality

SPOR Customer Satisfaction (CSAT) is 80% > 6% increase (vs 74% in 2021)

®
|
O
®
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Key takeaways from the 2022 customer satisfaction survey
EUROPEAN MEDICINES AGENCY

Identified improvements and proposed actions in 2023:

._|£ Improvements S ED’ Proposed actions

] * Review Service Desk Answers
Improve SPOR Service desk
+ Increase QC of answers

Improve SPOR documentation Review, consolidate and simplify documentation

Increase awareness around product validation Increase XEVMPD webinars & comms

Focus will be given to improve Service Desk and increase

Continue improving OMS Data Services
data profiling/proactive correction

and Data quality
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How to stay connected to work on SPOR & XEVMPD

Data Governance/ Operations

43

all
S, P, O & R Webinars
H1 2023

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

17-20 April 2023

ald
S, P, O & R Webinars
H2 2023

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

Sept-Oct 2023
Announced via EMA’s
Website Events Pages

(&)

EUROPEAN MEDICINES AGENCY

127
o v
Qv

SPOR customer
satisfaction survey

Feedback from users

Oct-Nov 2023
Announced via SPOR
webinars & email
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Key takeaways and conclusions
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Key takeaways (&)

EUROPEAN MEDICINES AGENCY

EU strategies, Network Portfolio roadmap and SPOR Operational planning are

Strate ) :
9y in place and enable to focus actions around data value
T Operating Models and Data mgmt processes are defined and operational. Data
is consistently and adequately processed.
SPOR applies international standards (IDMP, FHIR) and EMA
PR Data Policies & Standards policies. Domain specific policies and Data Quality rules are
7*Y Governance available.

Governance structures (reporting and decision making lines) are
Organisation & Roles defined. Data mgmt, SPOR Data Governance, Data Governance
and IT delivery roles and responsibilities are defined.

Metrics, monitoring and reporting are in place and made available to stakeholders.

Enablement : : : :
Engagement takes place via webinars and Customer satisfaction survey.
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Conclusions

O

EUROPEAN MEDICINES AGENCY

EMA has a structured approach to SPOR data governance based on the data
management best practices.

EMA's Agile transformation is changing how IT enablement is planned and executed and
influences what the SPOR data management teams priorities are.

O

EMA's SPOR team provides day-to-day data services that cover data management, data
0 governance and support IT enablement.
This presentation explained how SPOR data is currently managed and governed and
therefore provides an introduction and context to the remaining webinars in the SPOR & XEVMPD
week.
More details will be covered in subsequent webinars.
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Any questions on the webinar?
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SPOR Week Webinars i‘

EUROPEAN MEDICINES AGENCY

SPOR week is a full week of webinars during which EMA's Regulatory Data Management Service team
talks about all aspects of regulatory data management and how it works today.

Webinar title @ Dpate e Time

) SPOR Data Governance 17 April 2023 10:00-12:00 CET
Service Desk for SPOR and XEVMPD 17 April 2023 14:00-16:00 CET
Referentials Management Service (RMS) 18 April 2023 10:00-12:00 CET
Organisation Management Service (OMS) 18 April 2023 14:00-16:00 CET
Substance Management Service (SMS) 19 April 2023 10:00-12:00 CET
Product Management Service (XEVMPD) 19 April 2023 14:00-16:00 CET

Substance, product, organisation and
referential (SPOR) application 20 April 2023 10:00-12:00 CET
programming interface (API) - SPOR API

EMA Account Management 20 April 2023 14:00-16:00 CET
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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 uson ~ @¥ IA_News
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