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Pharmaceuticals Product Realization Timeline
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Development (Create) Manufacturing (Make)
First
Lead Phase Phase 3 Market
Optimization ~ Fuman 1A 1B/2 - submit = kauneh © -y aynch
Commercial Tech RIMS Site Tech Transfer and Market
Transfer (and Scale- Variations (Internal and/or
Tech Transfer Up)

ch ; CMO/CDMO)
(Clinical Materials)

|< Pharma target is 5 to 7 years >|

Average time to develop a drug =
10 to 15 years

Percentage of drugs entering
clinical trials resulting in an

approved medicine = less than 12%

Average cost to develop a drug
lincluding the cost of failures):?
2000s-early 2010s = $2.6 billion
1990s-early 2000s = $1.0 billion*
1980s = $413 million

1970s = $179 million

Medicines in development
globally = 7,000'¢

Potential first-in-class
medicines** across the

pipeline = an average of 70%"®
Medicines in development to treat
rare diseases = more than 450'

Direct jobs = about 854,000

Total jobs (including indirect
and induced jobs) = more than
4.4 million
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Eco System - Life
Sciences

 EHN BB X R

" Feng Chia University

+H Ig_l '/f_ %\% RA TW collaborates with partners to establish a life
7 \E" —-Ir‘_'H_ X . sciences demo lab at Feng Chia University, showcasing
« TEHEDEMOGERKE)

our SCADA, Batch, and MES software alongside Cytiva's
advanced equipment.
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The Autonomous Enterprise

Linking people, processes and technologies to drive increased efficiency and throughput

ADVANCED ANALYTICS | DIGITAL PERFORMANCE MANAGEMENT (DPM) | CONTROL TOWERS
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Parameter Monitoring
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FactoryTalk® View Machine Edition 10.00

Complying with 21 CFR Part 11: Electronic Records & Signatures

https://literature.rockwellau
tomation.com/idc/groups/Ilit
erature/documents/wp/ftalk
-wp016 -en-p.pdf

-7\ Rockwell
Automation

@ Rockwell
Automation

Guidelines for applying
Guidelines for applying FactoryTalk AssetCentre

FactoryTalk View SE v13 in a21CFRpartTl
in a 21 CFR Part 11 environment environment

FactoryTalk AssetCentre v9.00.00
Complying with 21 CFR Part 11: Electronic Records and Signatures

Complying with 21 CFR Part 11: Electronic Records & Signatures

https://literature.rockwellau https://literature.rockwellau
tomation.com/idc/groups/Iit tomation.com/idc/groups/Iit
erature/documents/wp/ftalk erature/documents/wp/ftalk
-wp024 -en-p.pdf -wp001 -en-p.pdf
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N{E& A S FRE™(21 CFR Part 11)

FDA VALIDATION GUIDELINES AND
TITLE 21 CFR PART 11 REQUIREMENTS

https://rockwellautomation.cust
help.com/ci/okcsFattach/qget/54
6757 5
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@ Aatomation Pharma Digital Transformation Blueprint

» Smart
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« ERP/B=T%#ES

No. A5 [hImER

Bl EmanEN) B FDA/GMP
(2 WS 7]+t FDA/GMP
ElsnsEsy B FDA/GMP
| 4 BlslEs R FDA/GMP
| 5 Bletip [ 251 7 FDA/GMP

i /5 BMS&EMS

15+

« HVAC

« SCADA
- PI%

- CCTV

° lwﬁgﬁ

No. [AT]  [mjmgmE
Bl =smpmEEty MEsERT FDA/GMP

| 2 BINSEERY B FDA/GMP
| 3 Bk sttt FDA/GMP
| 2 DS 3EE= BEEZ4IE  FDA/GMP
| 5 Efatsnty) B GMP
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1. BEREYNETEE (EFEE-FEE)

Value : €ZBuffer/MediafE AEIRIGHNBE SRR - BOEAERA - REHEWUX -

2. BREROBHENSE (ALRS -2 M518)
Value : ERERBATEHE - REBHR WE - AORSUNNEEES -

1. BIRFHREFAEERE (ATEE-EFZH)

Value : EEKEER/FEM - Buffer/MediatEife - DSEH MAVZEHIES T 1F -
2.BERYBEREERE (ALTHR-24KE2)

Value : BV EEABEYRIREE - WREZ - WEDEFE - ELRAIRGNIIES -
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ThinkBig = StartSmall =

Define your vision & foundation

Launch value-driven pilots

Scale Fast

Create portfolio & apply across enterprise

Discover Create Make Sell
Molecule Lead
Optimization Regulatory
Network Clini : Commercial Change P ——
Strate Pre-Clinical Mate_rl_al Clinical Tech Transfer Market Variations Surveillance Dlstrlbutlon_ a_nd
gy Development (Initial Trials Count (Flavors) Pharmacovigilance
Tech Transfer) & Scale Up v avors
Regulations
to B
X /¢
Map
Plan & contro mgyrvn%?jlgtes Bulk Drug
an Strategy ’ /
L'MS Collaborate Product, Substance, Form & Fill,
DMS MDM P Sone EBR/COA Process and Final Packaging Sites
Non-Change and Test submissions Equipment .
Controlled Data Product, Regulatory Methods Data Tech Data . Form & Fill
and Labeling Metadata ec Form &Fill " / Site(s)
rokorat o ¢ | ®
,,,,,,,,,,,,,,,,,,,,,,,,, ’ ing
ELN ERP PLM TT Exchange a3y Process & _ N Site(s)
Scientific Sourcing, P0's  Change Controlled Gateway Operations Transfer Intermediate  Bulk Site
research Data g Development Data management s Site
QMS
Quality, Compliance, R,MS Change
Regulatory (-] Market specific Synchronization
Requirements, LJ requirements and
Market Authorization E f submissions
data Integrate

Other Enterprise
Systems

\_ Ingest
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www.rockwellautomation.com
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Owen Tsai ZF1h
Mobile: 0909.325.448
E-Mail: otsai@ra.rockwell.com

(@ Rockwen

expanding human possibility”


http://www.rockwellautomation.com/
https://www.facebook.com/ROKAutomation
https://www.instagram.com/rokautomation
http://www.linkedin.com/company/rockwell-automation
https://twitter.com/ROKAutomation
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