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» Technology risk + Market risk
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Important Concepts on Patents & TT
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development costs of a new drug: $400-800 million
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FIPBA: Top management people (CEO, CFO, BD Head),
scientists, patent attorneys, product development people,
marketing people, contract attorneys, outside consultants

Detailed due diligence process
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Invention Assessment

& R4S

Technical Patentability Commercial Inventor
Merit Protectability Potential (Related)




Technical Merit

Adequate description of invention

Avalilability of quality data supporting

novelty, utility and non-obviousness
Availability of prototype or clinical data
“Hot” discipline or area of research

Innovation and limitations



Technical Merit

6. Core/platform/stand alone technology

/. Technical know how/difficulty to reverse

engineer (if no patent available)

8. Probability of industry sponsored

research support

9. Technology Manager’s experience with

similar invention

10. OTT's experience with similar invention



Adequate description of invention

How to make: detailed procedures and
processes
How to use:

— For what purposes: therapeutic,
preventive, diagnostic, prognostic,
screening...

— How much: dosage broad and preferred
ranges for each purpose

— How to deliver: oral, intravenous,
subcutaneous....

— Combination uses with other agents?
— Other special considerations



Patentability/Protectability

Encumbrances - Check with Pl regarding
publications, funding sources, MTAs and
SRAS

2. Bar dates - Urgency of decision to file —
Check with Pl prior and future publications,
presentations, meeting abstracts

3. Prior published patent & patent
applications/academic publications

4. Extent of prior art — difficulty to overcome

5. Breadth and depth of expected claims



Patentability/Protectability

6. Expected freedom to practice (freedom

to operate)

7. Ability to detect infringement/enforce

patent

8. Ability to withstand litigation/invalidation
9. Patent activity in field

10. Availability of foreign filing



Commercialization Potential

Ability to define product/service
Ability to identify customer/end user
Perceived industry need/value
Market size

Prospective licensees identified

Prospective licensees expressed interest



Commercialization Potential

/. Competitive advantages/disadvantages -
competing technologies/products/services

8. Predisposition of industry/country to
icensing

9. Regulatory and liability commercialization
nurdles

10. Development status — time to milestones

11. Fulfills mission for public good

12. Established industry channels to
commercialize



Product/Service Identification

What can be sold on the market and in what

form

Define business model: product or service

How many products/types of services
Who are the customers/end users?
Platform technology?

How difficult to reverse engineer?

Enforceable?



Inventor

Participation in the Technology Transfer (TT)
Process

2. Experience with the TT process

3. Realistic expectations of time, commitment
and rewards from the TT process

4. Industry relationships — consulting
engagements

5. Knowledge of potential licensees and
contacts

6. Desire for sponsored research/collaboration
with industry



Inventor

10.

11.

12.

Continued development plan

Track record of public research funding
Successful publications

Publication citation referencing

Recognition of peers in academia and

Industry

Support of chair, dean, and president



Initial assessment analysis

e “First cut” analysis to eliminate the
— Non-enabled (inadequately described)
— Unproven (not reduced to practice)
— Unpatentable (anticipated, obvious)

— Unprotectable (too narrow, use
undetectable)

— Unmarketable (market too small, too
crowded)

— Unlicensable (heavily dominated)



What Is a great invention?

Fulfill unmet market need

Huge market potential: at least > $1 billion
Strong IP protection

Proven mechanism of action

Strong competitive advantages

Low developmental costs

High gross profit margin

| OW cost/reward ratio



How to do assessment?

Technology assessment is hard work, but

It Is absolutely worth it

Carefulness and attention to detail is

critical
Find all the information you can find

Highly valuable skills in TT, Licensing
Industry, VC, Investment Banking, Stock

Investing, Angel investing



Patentability assessment

Search, read, analyze

All relevant prior scientific publications

All relevant prior issued patents and
published patent applications

Thoroughly understand the details of
Invention and the relevant prior art

Critically assess the quality of the data
Determine the impact of the prior art
Determine potential claim scope

Determine the freedom to operate issue



Patentability assessment

« Relevant Patent Literature: prior art impact on
patent scope, novelty, and non-obviousness

 List all relevant prior issued and published
patents: 5 patent databases

—  Worldwide: http://www.freepatentsonline.com/,
http://www.patentlens.net/,
https://www.freshpatents.com/,
www.espacenet.com

—  USPTO: www.uspto.gov

e Read Abstract, Summary, Claims and then
examples

e Freedom to operate issue




Patentability assessment

 Relevant Scientific Literature: prior art impact
on patent scope, novelty, and non-
obviousness

 List all relevant prior published journal
articles, meeting abstracts, etc.

— Pubmed:
http://www.ncbi.nlm.nih.gov/entrez/query.fcqi

— Other scientific databases
— Search engines: Google, Yahoo, etc.

e Read Abstract, Introduction, discussions, and
then detailed methods and results




Commercial potential assessment

Search, read, analyze

All relevant products/services on the market
All relevant technologies in development

Thoroughly understand the details of each
competing product and technology

Determine the competitive advantages
Determine the competitive disadvantages

Determine the likelihood of being licensed
out



Competing Products/services

e Used for the same purpose directly or

Indirectly
« What are currently on the market?

e What is the annual revenue for each on the

market?
« What are currently in active development?

« What are potential competing technologies —

not developed yet but could be?



Competitive Advantages/Disadvantages

Compare to each competing product on
the market and in development, or
competing technology, how is this
technology:

Better: efficacy

Faster: time saving

Cheaper: manufacture, distribution, apply
Easier to use

Less painful/side effects

Other?

How strong is the market need? Has it been
met, partially met or unmet?



Potential Markets and Market Sizes

Who are the immediate customers/end users:
Impact on market value estimate

What are the potential indications?
What are patient numbers per indication?
What is the yearly unit use per patient?

How much will the customer/end user pay for
each unit of dose or device or test?

What is the total potential market revenue per
Indication per year?

What is the annual revenue of each competing
product/test already on the market?




Potential Markets and Market Sizes

What is the potential market share for this
product/test per indication per year?

What is the likely annual revenue for this
product/test per indication per year for the
next 5 years?

What is the unit cost?
What are the profit margins: gross, net

What are the likely annual gross and net
profits for this product/test per indication per
year for the next 5 years?

Are there any strategic values?
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Email: gzong@sibs.ac.cn; gzong@sinoipro.com

Phone: 021-5492-0142; 13816554003; 001-713-269-6180 (3= &)



