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Short Bio

Trained as an engineer

Business recovery - instead of an MBA

Pharma Technical Integration assignments in 1990°‘s
Set up own consultancy network in 1996

25 specialists; focus in Development, manufacturing & Quality

- - 'ﬂ-ay

> ten years of ongoing client work in Ireland

PharmaPhorum & BioPhorum industry clubs

Married with three children - & Pasha..

Slide 2



Contents

IV

Strategic Background

Integrated technical operations

The next ten years for Ireland....

Appendix

Slide 3




Technical operations — increasingly strategic...

= Making technical operations competitive

» The Steven Wheelwright* Model of Competitivity

Externally competitive

Externally Supportive

Internally Supportive

Internally Neutral

Internally Negative

Drive Business Strategy
Customer Service Advantage
Cost Advantage

Cause No Problems

Quality/Delivery Problems

The traditional role of technical operations requires fundamental re-appraisal to ensure that it makes an

increasingly strategic contribution.

It will no longer suffice to be "Internally Neutral® we must become at least “Internally supportive” and where

possible "Externally supportive/Competitive".

I
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Externally supportive —role of Technical Operations
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Tech Operations: Development, Manufacturing & Quality
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Becoming - Internally Supportive

Looked at in ‘text book’ terms, this means focusing on Three
core Business processes:-

New product development, registration and launch

Product compliance and process performance through-out the development
& supply chain

End of patent life reformulation and patent extension activities.
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Becoming - Externally Supportive

Looked at in strategic business terms, this means :-

Accelerating product development, registration and launch — 1000 days?

Enhancing Product compliance and process performance through-out the
development & supply chain — QBD/PAT

Undertaking End of patent life reformulation and patent extension
activities — 2"d generation synthesis/formulation/device development

Why not...

do all of the above on a commercial site in an integrated manner....

....... In Ireland?

b
L
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®
Research, Development & Manufacturing (RDM)

= Requirements for increased levels of ‘pipeline productivity’ are driving industry wide
restructuring of the R, D & M processes.

» Thisis resulting in the phase I,II,1ll development model transitioning into an early
development and late development model. (ED — LD)

Emphasis on I POC/ Emphasis on velocity &
innovation I Phase llb commercialisation
1 I 1
Discovery . Early - Late i Life Cycle
Development A Development : Supply

3 l A 4

File IND

; Submission Approval

Increasingly the Late stage Development activities are being combined with commercial supply —

resulting in Pilot plant investments co-locating with existing supply sites.
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Presenter
Presentation Notes
It is clear from the participating companies that Ireland has established itself as the pre-eminent location within the industry  from which to successfully supply pharmaceutical products on a global basis.



Indeed, the concentration of pharmaceutical companies, their length of experience (typically 20 – 30 years) and the successful regulatory record within Ireland all combine to create a highly trusted global supply centre for the industry.



However, an opportunity now exists for the industry to expand this role and reputation by systematically moving back up the value chain through increased integration with development.



Whilst this study has shown that currently Ireland is not regarded as an obvious centre for development activity, all the organisations consulted have confirmed that Ireland could easy achieve a similar reputation for the successful late stage development and full commercialisation of pharmaceutical products on a global basis. 



As such we believe that during the next five years Ireland could establish a strong reputation for successful commercialisation by systematically undertaking late development, product registration & launch, commercial supply and second generation process improvement.  


Integration trends

= Intern, the focus of supply sites is transitioning to encompass all aspects of commercialisation

» process development, clinical supply, regulatory approvals for launch, global supply &
subsequent 2nd generation development and process optimisation.

= A number of technology trends are also emerging as key drivers to commercialisation:-

» Extensive use of Quality By Design (as driven by ICH guidelines 8, 9 & 10) enabling robust
process development, subsequent regulatory approvals and changes

» Emerging use of Process Analytical Technology/continuous production (a key tool
associated with QBD) to optimise both product and process efficiencies

= Network consolidation is also forcing sites to increase their value proposition through:-
» Often becoming Single global supply site for key franchise products.

» Maximising scientific, technical & engineering capabilities with minimum infrastructure or
overheads.

» High ‘project & supply capability’ — being trusted to do both - reliably & effectively

Slide 10 /‘ﬁ



®

Basic Model

Hand over ‘window’
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2008 Pharma Phorum — Shared & compared company models

2009 Pharma Phorum — Discuss how you make it happen
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Presenter
Presentation Notes
It is clear from the participating companies that Ireland has established itself as the pre-eminent location within the industry  from which to successfully supply pharmaceutical products on a global basis.



Indeed, the concentration of pharmaceutical companies, their length of experience (typically 20 – 30 years) and the successful regulatory record within Ireland all combine to create a highly trusted global supply centre for the industry.



However, an opportunity now exists for the industry to expand this role and reputation by systematically moving back up the value chain through increased integration with development.



Whilst this study has shown that currently Ireland is not regarded as an obvious centre for development activity, all the organisations consulted have confirmed that Ireland could easy achieve a similar reputation for the successful late stage development and full commercialisation of pharmaceutical products on a global basis. 



As such we believe that during the next five years Ireland could establish a strong reputation for successful commercialisation by systematically undertaking late development, product registration & launch, commercial supply and second generation process improvement.  


®

Basic Model Small Molecule —IDevelopment Accountability

I pocy
. . ) I Phasellb
Emphasis on innovation I Emphasis on velocity & commercialisation
Discovery W Early U Late j Life Cycle _
Development : Development | Supply
| I |
4 4 4
File IND ; Submission Approval
| Research | | Ireland M + D Site
| R&D |
| Dev. |
| R&D | | Ireland M + D site
| Development |
| Research | | Ireland M + D _Site |
| R&D |
| Research | | Ireland M + D site
Research Ireland M + D Site
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Presentation Notes
It is clear from the participating companies that Ireland has established itself as the pre-eminent location within the industry  from which to successfully supply pharmaceutical products on a global basis.



Indeed, the concentration of pharmaceutical companies, their length of experience (typically 20 – 30 years) and the successful regulatory record within Ireland all combine to create a highly trusted global supply centre for the industry.



However, an opportunity now exists for the industry to expand this role and reputation by systematically moving back up the value chain through increased integration with development.



Whilst this study has shown that currently Ireland is not regarded as an obvious centre for development activity, all the organisations consulted have confirmed that Ireland could easy achieve a similar reputation for the successful late stage development and full commercialisation of pharmaceutical products on a global basis. 



As such we believe that during the next five years Ireland could establish a strong reputation for successful commercialisation by systematically undertaking late development, product registration & launch, commercial supply and second generation process improvement.  


1. Site specific D&M plans

= A pathway of stepwise activities is common to most sites

= Thereis acontinuum of company situations from ‘too early’ to first development projects to

fully endorsed site D&M strategies

= Key levers include

» Utilising manufacturing equipment and facilitates for phase Ill supply

» Maximising development tax credits & IP tax arrangements

v

v

Utilising specific site experience

Avoiding / delaying capacity expansion / investments D&M

Integrated API & Formulation

Early Phase Clinical Supply

Process Development (15Y/2"9 generation)

Regulatory service

Process Optimisation

Clinical supply

Scale up, Tech Transfer & Launch

Tech Transfer & Launch

Process Improvement

Manufacturing
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Presenter
Presentation Notes
A common ‘path way’ of step wise progression emerges from the experience of the companies all ready progressing development activities.

Specifically, demonstrating success in process improvement or 2nd generation technical development  of existing commercial supply products is often the basis from which to establish trust and confidence internally.

From this basis proactive site leadership teams are able to systematically undertake increasingly demanding technical projects, clinical supply and regulatory support activities.

Often these endeavours are initially progressed through informal personnel relationships with projects undertaken with low awareness/profile.

A ‘tipping point’ is reached typically once clinical material is supplied after which a site is recognised as being an integrated development and manufacturing location within an organisations network.



Developing these specific  company ‘pathways’ and ‘tipping points’ in a formal site strategic plan which defines how integration between development and manufacturing can be achieved is an essential part of the transition for an established supply organisation.
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6. Re-branding of Ireland — “change the message”

= Industry needs for commercialisation are obviously far more complex than for
manufacturing alone

= Recognising and meeting these needs will require messages that appeal to development,
regulatory, commercial and manufacturing executives

= Communicating & re-branding Ireland should increasingly include:-

>

>

>

>

>

Level of development activities in Ireland
Number of products being developed in Ireland
Number of products being launched in Ireland
Speed & success of registrations

Key process innovations etc

= This branding needs to convey all aspects of commercialisation — manufacturing,
development, regulatory, time to market, project management such that Ireland is
recognised as the top location in the world from which to commercialise pharmaceuticals

=  ‘Bring a molecule (that works in the clinic) to Ireland & we will supply product to the world’
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Presenter
Presentation Notes
As previously stated Ireland has established an identity as one of the premier tax advantaged manufacturing and supply centres in the world.



Transitioning this identity is seen as an important element in realising the opportunities described above.



Specifically ‘re-branding’ Ireland to a far more complex message is recognised as requiring careful  consideration.



Indeed the consensus from the interview programme suggests that a series of company show case stories would perhaps be more effective that any aggressive advertising.



Enhancing the profile of what is being undertaken in Ireland is clearly a simple first step. Appropriate  communication programmes communicating product development, registrations and process innovation work should be at least equal to the profile given to new investments



In terms of the ‘new  message’ perhaps the closest ‘strap line’ we have found so far is as follows:-



	“Bring a molecule that works in the clinic to Ireland…..

	……………and Ireland will supply product to the world”       


Tomorrow

Top tier global supply location

ldentity as most effective & business friendly
environment — tax + experience + stable

Identity as tax advantaged manufacturing
location

Differentiated - as most integrated technical
COEforD+ M

Predominately supply driven

BOTH supply & development project driven

Volume driven site cost structures

Value driven — optimised cogs + <CMO
development costs

Often low/minimal corporate relationships

Innovative, can do, business savvy, networks

Unknown academic institutions

Clone Anita Maguire......

Think Switzerland — not just Boston

Gold standard in site compliance

Gold standard for clinical, regulatory &
commercial agency reputation

Experienced ‘safe hands’

Technically experienced teams of innovative,
flexible ‘can do’ people people.

2

e
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Questions?
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Contact

Graham Symcox, CEO

Bio & Pharma Consulting Ltd,

Graham.symcox@bioandpharma.com

+44 7785 983 277

e
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