IP System: Challenges and
Approaches for UCT
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Patent Fund

« UCT provided RCIPS with a fund to support patenting activities in 2003

* Prior to that:
— funded from research projects / departments — challenging!
— patenting not managed centrally

« Need to have “reserves” — budgeting difficult, patent expenditure erratic
« Budget based on an “event horizon”
« Upto 10 years, before expenses recouped
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UCT Annual Patent Expenses
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Supporting National Phase
Patenting

« 2008 signalled a change where commercial partners sought granted patents
« UCT compelled to maintain national phase patent portfolios

« Preference to partner at PCT stage:
— insight of commercial partner in terms of filing
— aligned with their business strategy
— commercial partner supports national phase patenting
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« Delay in raising start-up funding = UCT continuing to maintain spin-off
company IP portfolios




Patent Budget

 Prior reserves depleted
 Pressure from national phase applications

 Adopted a number of strategies to:
— spend prudently
— commercialise earlier
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Stage-Gate Process
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IP Protection
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Patenting Process
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UK Route
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Preliminary Search Report

Examination Report




UK Route

National
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Advantages of UK Route

Early examination to guide Seed investment / future patenting
Enrich information available for PCT Gate Review
Cost effective
—  SA Prov (R20k) + PCT (R80k) = R100k
— UK =R50k
Can treat it as a usual provisional (“priority founding document”)
— Include new examples, etc. ahead of PCT
— If specification changed will not reflect for UK application
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Advantages of UK Route

Amend specification to provide basis for claim amendment
going into PCT

— E.g. STI Biomarkers where all prior art related to pregnant women
Amend deficiencies in claim construction ahead of PCT

Get second bite at “UK cherry” by going via PCT, Europe and validating in
UK
May obtain an early granted patent

—  Whilst PCT is still in progress, so country selection still open

— Useful for commercialisation




Outcomes

TB Biomarkers  Unity of invention — only one invention searched

» Abandoned UK application and continued into PCT

 Filed in Australia PCT, less objection to unity of invention

 Suggestion of only doing search, if multiple inventions then pay
for additional searches. Issue is need examination outcome.

STI Biomarkers » Amend specification to overcome prior art (“pregnant women”)
» Abandoned UK application, will file a PCT

Hydraulic Pruner  Poor prior art outcome. 7 X’s
» Abandoned entirely
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Power Injection » (Good search outcome — all A's

 |ssues relating to claim construction and “excluded matter” —
need more implementation steps

 Likely to include more info for PCT (cannot form part of UK
application)
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Europe vs USA

Political Map of Europe
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Europe vs USA

Europe: 739.2 million
U.S.: 313.9 million
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Europe vs USA
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USA Area: 9,629,091 km?
(3,717,813 SQ M)
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Europe vs USA

« Patent expenses
« Europe = 10x more than USA
« EUS5 =double USA

 Unitary patent a solution?
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Publishing!

Provisional
patent
application

Provisional Phase

Priority
Date

Can disclose
publicly after
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Publishing!

 Senior academics may delay publication
« Generally though patenting early goes with the territory

« Having a commercialisation team is important as well as seed funding to
ensure that there is no delay in commercialising new IP

 Early patenting is particularly problematic in the pharmaceutical sector
where time to market is long — this can severely limit the revenue potential of
a new drug
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UCT vs Pharma Patenting
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Lead Candidate
Optimization  Profiling

Formulation Toxicology
API synthesis

SA Universities

First Key Milestone

Activity in an in vivo
disease model, good
ADMET and PK profile

Dr Richard Gordon, UCT Pharma IP Portfolio Review, NIPMO Funded Project

1.5 years

Second Key Milestone
No toxicity, APl made

Formulation complete

Regulatory dossier filed

Clinical trials
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Pharma Patenting Strategy

 Developing “guidelines” to:
— Improve awareness of drug discovery steps
— Encourage outsourcing of key ADMET tests
— Encourage use of H3-D platform
— Manage publication & optimise patenting — maximise reward to UCT
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Once Off Decision!

Decision Point

for National
Phase
USA
PCT Phase
A
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Contact RCIPS

Andrew Bailey

Andrew.Bailey@uct.ac.za
+27 (0)21 650 2425

Allan Cormack House

Research Contracts & IP Services
2 Rhodes Ave

Mowbray
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