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Boehringer Ingelheim Espana S.A.
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The decision was made in July 2016
to build a new factory in Sant Cugat

0 Boehringer
Ingelheim Espana SA
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‘

Blueprint RESPIMAT Factory — &%

Footprint: 6.000 m?; total area: 16.000 m?
Full deployment of independent factory, including

labs/offices/staging (“Focused Factory”)

ca. 200 employees
Total invest budget: > 100 Mio€
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Project Scope

New Production Plant New Products New Market
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Project Timelines




Why “Fast Track”

'in order to support the global launch of a new product:

- Packaging operations needs to Go Live in October 2019
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What does "Fast Track” mean:
building = critical milestone

August 2017
= Excavation initiated

l

September 2018

= Building ready for entry of equipment
= Delivery of packaging line: Oct 2018
= Delivery of fill&finish line: Oct 2018
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What does "Fast Track” mean:
18 m for purchasing & delivering equipment

///dacz.s o / Eereer—
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What does "Fast Track” mean -
6 m for equipment qualification

Due to the complexity and long term project as

r. Fleimut B

VMBS E g
RespimatPlant well as the different methodology depending of
the component, separated validation plans have
been defined.
Facilities & HVAC Laboratories & Utilities , Packaging Processes
analy \ Equipment
_instruments
VALIDATION LIFE CYCLE MANAGMENT(VLCM): PACKAGING LINE OF RESPIMAT
21 CFR11
MODULE Codigo SUPPLIER VMP URS EVA RA DQ FAT a oq 0Q Linea PQ PPQ VSR
Depalletizer RPACD1-YOO1 |Pester n n mm m
Device transport system  |RPAC02-L020 |Uhlmann [ v | ey Jrov] =2
Device labeler RPAC03-Y002 |Uhimann [ v | [ v | [ pv [Rov | RV
Cartridge Sorter RPACO5-L005 |HH/Cirkon —n RV
DI Assembling Unit RPACO6-YO10 |HH [ v | [ pv [ROV [ &y |
DI sorter RPAC04-LO06 |HH/Cirkon mm
Cartridge Labeler RPACO7-Y003 E;::;::a ey [Rov| mﬂ@ mm@ CACAET BB
Cartoning machine erector
RPAC10-Y005 [Uhlmann [ | mm

Cartoning C2206 RPAC11-Y006 |Uhlmann n n |
Single Unit RPAC12-Y007 |Pester _n
Palletizer RLOGO1-U001 |Pester _n n
Grading machine RPACD0-Y009 |TBD (NOTE: Part 11 EVA & FAT N.A.)
Pucks washing machine TBD (NOTE: Part 11 EVA & FAT N.A.)
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Milestones from the past
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routine
batches
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Oct'19:
first
batches
released

o _/
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Opening ceremony (27 June 2019)

BQ hrlnge
,‘ f“@ Ihelm

@\ RoehPnges
6 ?2 \% '?

16 Dr. Helmut Bender, Boehringer Ingelheim Espana, S.A.



Topics

Introduction

® \What happened since last year?
® Where are we today?

® Experiences and learnings

® (Qutlook

® Conclusion

17 Dr. Helmut Bender, Boehringer Ingelheim Espana, S.A. / :I = g p‘



Virtual Factory tour
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Knowledge management

During the project & transfer phase most of the knowledge is being exchanged.

Product
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Project Management

- Project Setup

® Project Teams

® Project Governance
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Project Setup

—> Tandem project lead: ENGINEERING + PHARMA

CAPEX Respimat
Project Lead Factory Head

CAP roject |
Co tor
tart-

- e
) nas & S Biron

X adapted since April 2019
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Project Teams

Process Expert
GMP

Process Expert
Aseptic

Project Leader Ingelheim

Process Expert
Packaging

— SCM

Process & Product
Technology

— Qual/Val

— Quality

— Eng & Technology
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Project Steering — Steering Committee blueprint:
moving from CapEx to process/product related topics

Targets Participants
« Align project scope, project budget, and » CapEx Project Leader (Chair)
financial goals. » Transfermanager
« Approach periodic review of progress, » Factory Head RP~- d 3im
timelines, budget and resources. . Far"ff‘ 0 p\aﬂ - want Cugat
« Escalation in case of non-alignment and/or 2 2 RINTS]y
deviations. ce \\T\g ~~udl Quality
« Approve significant ch~ more m » Global IT
F\ﬂa\\\] 2 * Global Engineering
» Legal&Compliance
* Finance
» Site Head Manufact. Pharma Sant Cugat
Meeting prerequisites Minutes

« Status report updated by CapEx Project
Leader and Controlling.

Distributed by CapEx Project Leader

Frequency Time

2 hours
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Every 2 months



Success factors

H -

® The right people in the ri

- ,,‘-""""l

eam spirit and team motivati
-

® Communication (internal/external) ‘ _

® Project controlling (daily!), one project plan
® Process start-up management

® Knowledge transfer/management

® Timely transition from project to operating mode

.

L |
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Next milestones (upcoming)

f N N/ N/ N/ aYa R
Oct’19: Q3°19: Q3°19: Q3°20: Dec’20: Dec'22:

2nd/3rd CIP/SIP Equipment Stability Fill&finish Fill&finish
shift (fill&finish) IQ/OQ/PQ batches EU/RoW UsS

' (fill&finish) | (fill&finish)
o VAN ¥ \_ VAN Yy 9 4
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Digitilization

mat are the benefits of digitalization?

® More information, which allows you to make better
decisions.

® Technological tools to make your work easier.

—> Digitalization of business can lead to a significant
iIncrease in productivity and can reduce costs.
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How to plan for Digitalization?

*ALL TARGET: Ensure a transparent and need based Automation and
IT Strategy for each Factory.

Targezt()I;|5cture Challenges Evaluation Implementation

Factory should how to get there enable the roadmap based
operate Factory to on HP Target

achieve its vision Architecture

Target workshop with Factory
Management

P g & %
|V ingelheim 5

Capability Assessment




How to plan for Digitalization? — Example

Target Picture
2025

Challenges

Evaluation

Implementation

* Expected high turn
over in personnel

* Expected increase of
production volume

* High training effort
* Avoid Investments

* Avoid increase in
HC

*|ncrease
Productivity

* Assistance -
provide instructions
at the time when
the task is executed

* Sensors can
increase equipment
reliability

* Automate
processes in the
office

* Performance
Analytics

* Implementation of
Smart Glasses for
Change Over

* Implementation of
Predictive
Maintenance

* Business Alexa*“

* Implementation of a
KPI Tool with Al

5\ Boehringer
|| Ingelheim
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Roadmap for Digitalization?
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® Be opento CHANGE and INNOVATION.
® Involve PEOPLE.

e COMMUNICATION is KEY.
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