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Agile transformation at EMA

EMA is continuing its Agile transformation journey, moving from a traditional Waterfall IT Governance Framework towards a

SAFe / Agile approach:

Replacing numerous boards and project level governance bodies
Shift from a focus on output and delivery via contract negotiation
Move from milestone plans and big bang releases

Moving from following a long-term plan of locked down requirements
Replacing the repetitive effort of project-based funding and control

Shift from little transparency of choices by overlapping Boards

EMA Agile transformation aims at obtain the following benefits:

Higher levels of transparency on how
decisions are made and the outcomes

Clear ownership of decision-making

Improved business and IT alignment
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with ceremonies and Agile portfolio management
to a focus on outcomes via customer collaboration
to having continuous planning and incremental delivery

to responding to change by working in small increments

with fixed budgets to focus on continuous delivery

towards open ceremonies and transparent decision making

Highly focused portfolio-management
practices

Better communications within the
Network and Industry

Greater focus on value
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Industry engagement in Agile governance

EUROPEAN MEDICINES AGENCY

sl

Industry
involvement

T """""""""" 1
twork Data
Board

Strategy

Bilaterals with
industry associations

THE WHAT
(Strategic Alignment)

1
I 1
1 1
1 1
1 1
' <+—> Portfolio Board : Enterprise Architecture ICT Advisory
i | Board mmittee
1 1
I 1
1 1
1 1
1 1
1 1
L A 1

[ Value stream ]

Portfolio alignment 1
e

I N S S S S S . .
m
X
(0]
[e]
c
=hS
<
o
oz}
o
Q
=
a

Strategic Portfolio
Review (twice/year)

Portfolio

Quarterly System
Demos

2O
37 roduct team roduct team roduct team Legend
zQq =
-~
w5 T
=3l 5 Participation in T T T -/EC/EMA
3]
= ] Product Teams as
w Subject Matter ical subject ical subject ical subject
er experts er experts er experts

Experts (SMEs)

e

EMA

>
4 EEN EEN NN N NN N N S N N S S N S S N S N S . -

2 Agile transformation: transition to Agile governance




Pre-Agile governance
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Pre-Agile, approx. 50 governance bodies existed across IT

portfolio with no single governance approach [:]4—» [:
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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

3 Agile transformation: transition to Agile governance



Active external Product Owners and SMEs L)
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Q2 2023
40 products

3 Network SMEs UPhD

1 network PO
2 Network SMEs
2 Industry SMEs

ESMP

(VS Monitoring)

1 Network PO UPhD (VS Monitoring)

3 Industry SMEs (VS Monitoring) Q1 2023
35 products

1 Network PO
3 Network SMEs vseEILM
3 Industry SMEs ( )

1 Network PO
eAF (VS PLM)

Q1 2022
2 products

: Q4 2021
: 2 products
1
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Q4 2022
22 products

Q3 2022
17 products
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Program Increment plannings
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Ongoing/upcoming calls for nominations from Industry Olf

Value Stream

PLM

PLM

PLM
PLM

Monitoring

Product
PMS - Product
Management Services

RPM - Regulatory
Procedure Management
(aka IRIS)

UPD
eCTD

Sighal and Safety Analytics

Role

SMEs (2)

SMEs (4)

SMEs (3)
SMEs (TBC)

SMEs (TBC)

Expected date

Q4 2022

Q4 2022

Q4 2022
Q1 2023

Q4 2023 (TBC)
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Channels of engagement

+ Twice annual participation at Strategic Portfolio Review with industry
* June and November 2022
. March and September 2023

Network portfolio

+ Attendance at System Demos of Industry (quarterly)

> o and use bY
Aevelogment or in production and  animal health in

B Quarterly system demo - Q3 2022

= Table of contents

« Participation in Product Teams as Subject Matter Experts (SMEs)
+ Coaching; Agile events; participation in PI Plannings as appropriate

« Event summar %
« Documents

Hand
L © Date: 28/09/2022
Q Location: Online, 09:00 - 12:30 Amsterdam time (CEST)

* Product Team level change management as appropriate

This is the third system demo of 2022, the fourth ever held by EMA as part of its Agile transformation.

- . . . . A system demo is an event held at the end of a programme increment (a three-month period of work) to
. EMA co rpo rate website ,in cludin g summaries of ceremonies demonstrate the developments achieved in that period and collec stakeholder feedback

Participants have the opportunity to review what has been delivered, comment and ask questions on future
product increments (planned chunks of work on the final system)

« Industry stakeholder liaison

. marie-helene.pinheiro@ema.europa.eu
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