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U.S. AND INTERNATIONAL
IPR PROTECTION:
AN INTRODUCTION

Y. Sun
Executive Director, Asia Pacific
Legal Institute
Presents to the 2001 APLI Summer
Intellectual Property Training Program

July 5, 2001
Washington, D.C.
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» Patents

* Pending Applications
o CI-P

« Foreign Counterparts
* Derivatives

* Know-how

* improvements

» The Bayh-Dole Act, 1980
— Titles to patentable inventions produced with
federal support are accessible through:
» Small business contracts and/or grants.
* University contracts and/or grants.
— Companies proposing substantial
manufacturing in the U.S. are given preference
to licensing.

(Public Law 96-517)35U.S.C. 200-212

Summary

» Do you homework

» Meet internally to set boundary conditions
for the negotiation ...including your
BATNA

» Know what your side wants from the deal
» Speculate what the other side will do

» Have a pre-negotiation meeting with the
other side
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(USPTO)
2

» The U.S. Patent and Trademark Office,
Courts and the Congress have crafted
the U.S. patent law to serve the
interests of innovators in biotechnology.

 This craftsmanship appears to have
instrumental in developing and
maintaining U.S. dominance in creating
these new technologies.

Aty Caatir Fiatcm

“‘R [ B STATES PATEST anD TRADEN ARY DFF):
N R R L R —

Eighteen-Month Publication of Patent Applications

The Thated States Patert and Tradenad: Offie (Ofre) hes revisad the ndes efprachoe o petent reses by meplenent the
prenaens of e Amedzan mvestor Frswctian kot (NPA) of 1999, The Exineee-boerh Bibbraben of Fatent Apphrabers
prensens apply b applcations [vther han for a dergn patent] Al woder 35 Thobed Siater Code (5.0 1112 om or lfer
Howescher 29, 2000, wid bo applhe ghoas o compla o with 357050 371 furt resuked Foon tlemubons] spphiraficr: fled
wnder 351052 363 oo or effer Hoveecher 253, 2000, |See sl Baal reke, comection bo 37 CFE Part 1 KIN 0651-AB0S,
(hanges To Inphement Eghbeen-Woath Poblic sbon of Patert Apphcations pebizted 1 ke Federd Ergeter on Hoverher £,
2000 [Wakee: 65, Muenker 715 o hiig:dwewsw ggtooqisi'wee ba lecesicsn sal noloes B 56500 imi |

These provness provods thal, wih certan escepdans, applications for pasent: shall ho published prospely aftor the
expiration of 18 moaths from the earbest Ming date for whoch a berefitis sought e Tk 35,052 and st
appirahon uay be pobkeed earler thon te end of soch sygbiren-ruooth peacd. ot the reguet of fhe spplcant

Steps Cosgt

» Conception * Nomind

* Disclosure » Nomind

» Reduction to practice * Vaiable

* Prior Art Search * $500 to $2000

 Patent Application e $750r ~$10K

» Office Action (rgjection) « $3K to $5K/per action

e Grant e $1,240

* Maintenance fees » $850, $1,950, $2,990
— (35,75, 11.5years)

. Totd « $15,000 - $25,000
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1
Rader
2.

O (b 17 USC. § 102(b)

(In no case does copyright protection for an
original work of authorship extend to any idea,
procedure, process, system, method of operation,
concept, principle, or discovery, regardless of the
form in which it is described, explained or
embodied in such work.)

( )

— Diamond v. Diehr, 450 U.S. 175 (1981)

)

(pre-emption)”

(2 § 101 § 102
§ 103

©)

Where a rule of law requires a signature, or provides for
certain consequences in the absence of a signature, that
rule is satisfied by a digital signature, if:

(1) that digital signature is verified by reference to the public
key listed by a licensed certification authority;

(2) that digital signature was affixed by the signer with the
intention of signing the message; and

(3) the recipient has no knowledge or notice that the signer
either:

(a) breached a duty as a subscriber; or
(b) does not rightfully hold the private key used to affix the
digital signature.

Utah Code 46-3-401

10
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Finnegan, Henderson, Farabow,

Garrett & Dunner LLP , Washington, DC

7 16
 Patent may be licensed
Finnegan, — Exclusive or non-exclusive
« Exclusive may convey right to enforce
Henderson, Farabow, * Exclusive may involve tax issue
Garrett & Dunner — Territorial division
— Field of use division
LLP , Washington, — Lessthan entire term of patent
DC

« Exclusive may involve Hart Scott Rodino

« Foreign patents may be licensed separately

—Royalty

* Royalty base

» Anything may be used, but normally
—Lump sum paid up
— Fixed fee per year

* Royalty base x royalty rate

—Related to use of licensed IP
—Ease of aaccounting and audit

* Protests non-exclusive licensee from

subsequent licensee at more favorable terms

— Requires definition of more favorable
—Basic for comparison

—Limit to royalty rate and otherwise same

terms
» Theme should be competitive harm

» Exclude settlement for past infringement




Subdivide rights by application or market
« License without creating a competitor
Define field as outside normal business

* Maximize revenue by granting exclusive
field or use licenses

* Normally not antitrust violation so long as
within scope of patent
—But, if main purposeisto restrain existing
competition

« U.S Antitrust law
— Sherman Act (15 U.S.C. 1 &2)
—Clayton Act (15U.SC.3& 7)
—FTCAct (15 U.S.C. 45)

—“Antitrust Guidelines for the Licensing of
Intellectual Property” DOJFTC (1995)

— http://www.usdoj.gov/atr/guideline.htm

¢ Payment
— place., method, currency
— Exchange rate conversion—when, where, how
¢ Allocation of tax burdens
— Taxes imposed on royalties paid
« Licensee pays net of taxes
— Only wheretax treaty providerslicensor credit
« Licensee pays gross royalty plus tax

« Creating new value through the integration of clients|P
and new product development strategies to generate
products that are strongly protected by the client’s IP and
also avoid infringement of third party rights

« Maximizing IP value by aligning the client’s IP portfolio
with its business objectives and coordinating international
prosecution and litigation

¢ Assessing IP value and risksin various litigation and
transactional scenarios

* Redlizing value through IP enforcement and/or business
arrangements (licensing, acquisitions, financings,
donations, collaborative arrangements, etc.)

* Integration of client’s IP and new product
development strategies to generate products that
are strongly protected by client’ s IP rights and
avoid infringement of third party rights
— Skill involved:

* “mapping” of IP landscape through computerized searching
(new tools and programs!)

« Identification of IP“green space” and “corridors’

« Generation of new patents to cover new product features; to
occupy “choke points” (strategic prosecution)

« Analysis of third party rights and formulation of appropriate
strategy—design around, buy/license, or challenge?
(counseling, opinions)

« Alignment of the client’ s IP portfolio with client’s
current business objectives (“ pruning the IP
portfolio™)

* Foreign filing strategies (PCT, EPO, ECP, etc.)

 Coordination of international prosecution

— “Global” patent applications

— Trandlation arrangements

— Specia arrangements with foreign associates

— Collection of cited art from various countries, Rule 56

» Coordination of international litigation (including
oppositions)

Due Diligence

« Formal valuation projects (in conjunction
with outside experts)
« Strategic “due diligence in pre-litigation
and transaction situations
— Increasing number of major transactions where
IPiscentral to the deal (3COM/Palm;
IBM/Lotus)
— Increasing number of major transactions where
IP assets are incidental but significant

(AOL/Time Waener; Exxon/Mohil;
Glaxo/Smithkline)

13
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1. Arnold & Porter, McLean, VA

Arnold & Porter

90 7 18
1. International Trade Commission(ITC)

2.Washington, D.C.

14
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1.

(Technology

Licensing Office)

90 7 20

Center (BPEC)

(OTT)

MIT

Technology Licensing Office
— Leveraging Intellectual Property Strategiesto Achieve
Sustainable Competitive Advantage

— Stephen Brown, Chemicals and Materials Technology
Licensing officer
Industrial Liaison Office

— Introduction to Industrial Liaison Program (ILP)

— Anthony C.E. St.George, Liaison Officer
Biotechnology Process Engineering Center (BPEC)
Artificia Intelligence Laboratory

— www.ai.mit.edu

Industrial Liaison Program (ILP)

Biotechnology Process Engineering

15
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(Office Technology Transfer, OTT)
OTT
(OTT) Expertise
e FindIP * Market technology
» Advisefaculty — Identify licensees
— Optiong/non-disclosure agreements - VauatelP
. AsssIP e et
_ — Write/negotiate/close with start-
Product/process/accept or release ups or with established companies
* DevelopIP «  Pogt-licensing activities
— Research agreements — Audit saled/utilization
— Ownership — Collect money
— Materia transfer agreements — Report
— Interingtitutional agreements — Record

e Protect IP
— Perfect rights
— Ownership
— Patenting
» Conflict resolution
— R.A./L.A./Consulting agreement

— Digtribute royalties

— Litigation support
Regulatory expertise
Data & financia systems

Technical expertise/talent
pool/collective wisdom

16




Find and protect |P of commercial importance.
Form partnerships with existing companies to develop the
university based results.
License to existing companies
— Provides a protected product or process for the company
— Providesfinancial support for the University
— Helps at the margin for excellence
Help local entrepreneurs form companies
— Rate of formation increasing rapidly
— Magjor impact on local economies
— Createsjobs at home
— Keeps R&D resultslocal

— Provides anew learning environment for students:includes
business, law and engineering

Evaluate, protect, market, license and manage
technologies primarily protected by patents

Portfolio includes technologiesin
— Health sciences

» Pharmaceuticals, therapeutics, research tools, diagnostic
products, medical devices, materials

— Engineering and physical sciences
* Bioengineering, processes, methods of manufacture, devices,
compounds

term sheet
Grant of license Terri
— Exdusive erritory
— Non-exclusive - us
Field of Use — International
- All? « Sublicensing
— Fieldslicensee can prove they — Allowed?
can exploit — Financial consideration
Basic financial terms . Diligence
B RFJyalty — Best efforts to commercialize
— Licensing fee — Reports
— Milestonefees
— Annual maintenance fees - Pr_oduct development
— Equity milestone
Important non-financial terms — Evidence of financial/Human
resources

— Indemnification

— Representation

— Limited warranty
— Choice of law/venue

— Minimum royalties

17
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Evaluation Goal
(Science & Research) (Disclosure)

—{ 1P

. . . Licensing Agreement
Pre-Llcensmg ACtl\/'ty Technology transfer’

Post-Licensing Activity

Contract Management

$5$
I

Expense

]

Distribution

90 7 25

Patentable subject matter
. - IPasa
(Material Transfer [oolicy } technology

Agreement, MTA) | [TIEEE]

Businessplan] Real

Product sales
vC company Marketing
Svc. Providers Manufacturing
WTC R&D
WRF -
Operations plan_| Profitable

ve company
2 . Svc. Providers
WTC

Investment banks

(Industry Sponsored
Research Agreement)

3. (Start-up)

18
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Vice President Research Vice Provost
|DirectorofG&C| | ISRA | l l
|DirectorofOCSNv| |Direc10r0ffinancial| |DirectorofOTL|
managers managers
Managers MTAs
4 administrations
7 27
Hutchinson (Fred Hutchinson Cancer Research

Center, FHCRC)

FHCR

‘www.fhcrc.org

Hutchinson
Biostatistics
Breast Cancer Research

Cancer Biology

Cancer Prevention
Research
Cell Cycle and Growth
Control
Clinical Transplant
Research
Complications of
Treatment

Develppmental Infectious Diseases
Biology
Epidemiolo Molecular and Cellular
p Y Biology
Geastrointestinal Molecular Medicine
Oncology
Genetics Molecular Pharmacology
Human Pediatric Oncol
immunogenetics ogy
Immunology Prostate Cancer Research

Transplantation Biology

19



ZymoGenetics

—ZymoGenetics

Acquired by Denmark-based Novo
Nordisk A/S

One of the world's largest biopharma
ceutical companies

In November 2000 it was re-established
as an independent company

“WWww.zymogenetics.com

ZymoGenetic

+ Database mini ng Intellectual Property

* Molecular modeling
¢ DNA chemistry
To find novel proteins

3.WTC (Washington WRF 20

= For the University of Washington
e Licensing royalties: $73M
» Negotiated equity, realized - $6M
» Unrealized gain - $500k
* Gifts of $7+m

Technology Center)

WTC * UW licensing to WRF founded company 1+M
= TOTAL PAID TO UW OF: $87+M
:Index of : :
= WRF will surpass $100M in payments, etc.,
: . to UW in 2002!
Innovation &
Technology 2001

:www.watechcenter.org

4 WRF (Washington Research Foundation)
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1. —

2.2001 Northwest
3.
90 8 2

» Three principal financia statements:
— Balance Sheet (B/S)
— Income Statements (1/S)
— Statement of Cash Flows (SCF)

* From two of the three statements, the third
can be derived. Why?

» Analysts deciding between investments must
consider the comparative risks.

¢ Various factors affect the risk of business firms:

— Economy-wide factors, such asincreased inflation or
interest rates, unemployment, or recessions.

— Industry-wide factors, such as increased competition,
lack of availability of raw materials, changesin
technology, or increased government regulatory actions,
such as antitrust or clean environment policies.

— Firm-specific factors, such aslabor strikes, loss of
facilities, due to fore or other casualty, or poor health of
key managerial personnel.

Liabilities

Assets Owners Equity
?“ Cid” Di‘ C?” Debit | Credt
A=L+OE
Revenues Expenﬂas
Debit | Credit Debit | Credit
R-E=N/I




Seles revenue
2. g
Profit Total expenses
Variable expenses
Loss,
Fixed expenses
Breskeven point Units produced and sold
in units
Profit = SP(x)-VC(x)—TFC
where X = Quantity of units produced and sold
SP = Sdling price per unit
VC = Variable cost per unit
TFC = Total fixed cost
Profit;
Sales growth;
ROA
Financial
4 Perspective
Market share; Timeto develop;
On-timed A No. vendors;
Throughput
oy Internal
3 Strategy Process
Perspective Perspective
Innovation
and L earning
Per spective
Scor ecard

Business
contents

Obj ectives)

Who are our customer:

Competition

| What do they want? Customers
What drives
competition? Competition
How intenseis
Change

How can we obtain a
Superior competitive
Position?

Trend identification
Key issues
Can scenariosbe
Created?

Customers
Markets
Activities

Describehow you will win?
For targeted customers
Against specific competitors
On asustained basis

Vehicles

Internal development|
Alliances
Licensing/Franchising
Acquisitions

23




| Pre-requisites for success |

What do How does the firm
customers want? survive competition?
¥ >
Analysis of demand Analysis of competition
«Who are our customers? * What drives competition?
«What do they want? *How intense is competition?

* How can we obtain a
superior competitive
position?

N /

| KEY SUCCESS FACTORS |

90 8 10
1.
2.
a (Sigma)
(1) Historical data of similar projects
(2) To ask experts for similar stocks, which will be similar to the
project.
(3) & of same category of other existing products
(4) & of similar projects in your company
(5) To ask experts “Which are your estimation of standard deviation
or variances’, then calculates the average of all of thea .
(6) To get the expected PV from company’ s experts, then calculate the
mean or standard deviation.
(7) To ask probability of each individual expected PV
90 8 13
1.
2.
3.

24



¢ Substantial control over management
decisions

« Some protection against downside risks

« Share of capital appreciation

« These are accomplished through
— Seat on the board of directors

1. — Preferred stocks...Firstin line

— Right to purchase or convert to common stock

Differences by Age

In Descanding Crder of Importance (italics indicate diferencas among all thres

aroupE)
WHAT THEY SAY IS IMPORTANT
Under 30 Age 31-50 Age 51 and Older
+  Workiife balance . 3‘1'%*"“{& balance . JWc-brk'Iife balance
. ® JOD E2cury « Job security
Fnanmalrelwards + Financial rewards « Financial rEwa-ug
* Jobsscurty » Influsncetautonormy « Influenceawtonamy
+ Professional satisfaction | « Professional « Professional satisfaction
+  Coresr advancemsnt satisfaction

ACTUAL DRIVERS OF RETENTION

Under 30 Age 31-50 Age 51 and Older
+ Carear advancemeant +  Career advancement | Pay-for-organizationsl
+ Pay-for-organizational - F‘a\rg’or craanizational pe ance
arfermance. . o e ik »  Job sscurity
+  Pay-for-individual P A » Career advancement
perfomance satistaction = Innowstion and risk

=  Innovation and risk

ACTUAL DRIVERS OF COMMITMENT

Under 30 Age 31-50 Age 51 and Older

+ Pay-for-organizationsl * Pay-for-onganizationsl | « Pay-for-organzationsl
arformance arformance parformance

+  Strateqic clarity »  Stratedic clarity = Inncwvetion and risk

+  Aoeguats development = Influsncefautoncmy = Irfluencal autonomy

oppartunities + Profassional » Adequete development

= Innovation and risk satisfaction cpportunities

= Influsncelautoncmy = Innovation and risk = Sirategic clarity

+ Professionsl satisfaction |« Oppaortunity for career | « Opportunity for career

self-management self-manegement
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By Product:
* Features

e Performance
* Conformance
e Durability

e Price

« Reliability

* Repairability
* Style

» Design

By Service:
* Ordering Ease

* Delivery

« Installation

* Customer Training

« Customer Consulting

By Personnel:

Competence, Responsiveness,
Courtesy, Credibility,
Reliability, Communication

Idea Generation |
Idea Screening |

Concept Development
& Testing

Strategy Development |

Product Development |
Test Marketing

Commercialization

90

A WD

23
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« Projects represent change and allow organizations to
effectively introduce new products, new process,
new programs

* Project management offers a means for dealing with
dramatically reduced product cycle times

« Projects are becoming globalized making them more
difficult to manage without a formal methodology

« Project management helps cross-functional teams
to be more effective

| Message Presentation |

'

| Attention to Message |

"

| Comprehension of Messagel

"

|Yie|d to Message and Persuadel

"

| Retention of Message |

'

| Behavioral Change |

Manufacturer
Wholesaler

Customer

Wholesaler

* Market-- 100 billionsin U.S.A. in 2000
* Best carrier in the next generation

- Times, 1999
* Some examples:

Omi cr oa(rbriaogyc hi p)

@®t i ssue engineering
©®gene therapy
@medical devices

Four Steps
Identify your customers
Differentiate customers in terms of their needs and their
value to your organization
» Communicate with each customer individually based upon
his individuals needs and his value to you
— True communication implies information moving in both
directions!

Customize your offer to serve the individual customer in the
way that maximizes his value to you over the long run

27
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TCP/IP Model ey Networking and Internet
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(126 153 56 00 (120 192 254 X0
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= ve 4 128182556 !
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1. : Puget Sound
Today
The Fuget Saurd region o o rethonol
center for teckhnn ooy
The roke of research universities in
high-tech economic development
“The University of Wastington oz a
bzader i inhovatoon .
i Entreprereurship
Curtent rezearch i LW Computer e

Scignce d Engineering
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'imp'.'.'ﬂ_j"
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Washington Technology Center

Department of Medicine School
¢ Focus on Human Genetic Variation and
Bacterial Pathogenesis
Total Staff Approx. 35

Senior Staff Includes5 Ph.D.’sand 5
Computational Professionals

¢ Past 3 Years $5~10 M/yr

UuwGcC

« Joint Projects (Data
Release)
— e.g. Dupont
 Sponsored Project
» Consult (1 day/week)
* Spin-off companies

I
[

»

Accounting
Finance
Marketing
Strategy
Project management
Leadership
Team-building
Entrepreneurship
Compensation
Retention

Assessment and

Evaluation of
Technology

Venture
Capital

Technology
Management
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Entrepreneurship vs. Intrapreneurship

90 9 11

90 9 12

e bt
Innovation + Creativity
Speed
Flexibility
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Palo Alto BioAsia

=

‘—ik

31
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TacTec Robert C Magantz

APlus
BioAsia
BioAsa VC
* VC
. ? -
— Limited partnership (LP) . Profile
— Companies — .
—rising VC fund —-IT, Commucc(::anon and Biotechnology
90 9 20

« Focus on Us life science companies

— Innovative products with large market potential
platform technologies

* Market cycle vs. stage of development
— Bull market: early stage companies

— Bear market: |ate stage companies & private investment
in public equities (PIPE)

¢ Select and transfer in Asia subsidiary companies
with promising exits
— Follow-on funding from loca investors

900920

Applied Materials, Inc.

IP Protection Stepsin Order of
Increasing Costs
(in Applied Materials)

* Trade Secrets

* Record Keeping

* Design Patents

* Searches

« Utility or Conventional patents
Litigation

32
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(Office of Technology Licensing)

Stanford Office of Technology Licensing
(OTL)
Overview
« OTL overview and performance
» OTL activitiesand decision

fr

— University takestitle to all inventions created
with more than incidental use of University
resources

— University takes title to copyrightable works
created with significant University resources.

(OTL)

 To promote the transfer of Stanford
technology for society’ s use and
benefit while generating unrestricted
income to support research and
education.




(APLI)
1970 20

337  (Section 337 of the Tariff Act of 1930,
19U.S.C.ss1337) 301
TRIPs( WTO

provisional application



offertosell

WTO WTO
TRIPs
(APLI)
1980 (The Bayh-Dole Act, Act 1980)

1981

(Start-up)



4 5. 6 7
8. 9. 10. (Sloan
School)
( The M.I.T.
Industrial Liaison Program, ILP ) Anthony St.
George
ILP
MIT
ILP 25 1,200
400 150 100 423
30 MIT
$20 million $17 million
MIT Office of Corporate Relations MIT

(Biotechnology Process Engineering Center, BPEC )

(Artificia Intelligence Laboratory)

(Office of Technology Transfer, OTT )
1984 (Washington Research
Fund, WRF)

oTT



1980

1980-1990
1990

1970
1980

OTL)

37

1960

(Office of Technology Licensing,






Microsoft

(Score card)
( )



Razgaitis (1999)
standard) (Rating/Ranking method)
(Discounted Cash Flow Method)

(Auction method)

Pricing Theory)

(Intangible Assets)

(Industry
(Rules of thumb)

(Monte Carlo method)

(Capital Asset



independent study
(Bay Areq) Palo Alto

APlus

(Infrastructure)

(Venture capital)

a4
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(Pioneer)

10



