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Risk vs. Time — Drug Development -
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Why woe Need Intelicctual Property Protection in
Biotechnology
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NARS Groups
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Why we Need Intellectual Property Protection in Biotechnology

Typel :

Have strong capacity in MB to develop new tools and products for thelr own specnf‘ c
needs. Have instituted a regulatory framework for the testing of transgenic crops
and for protecting IP (India, China, Brazil, and Mexico)

Type 2

Have considerable ¢ agaci}x to borrow and apply molecular tools e.g. molecular
markers. Have instituted a regulatory framework for the testing of transgenic
crops and for grotectmgl (Thailand, Philippines, Indonesia, Colombia, Argentma,
Kenya and Egypt)

Type 3

Have a very fragiie capacity to borrow and apply MB tools developed elsewhere. No
regulatory framework in place to import and test transgenic. products

(Byerlie & Fischer (2001))

Challenges Faéi_rig Public Inst
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1. Coverage of agrlcuiture sector through IPR regime is a recent phenomenon in
" the developing countrles

2. The lowering: -of R&D allocations for the agrlcuiture sector.

3 Developed countries have had IP protection for a long time

4, Technological progress and enormous mcrease in world trade@ncourage
developing countries to ;opy products

5, innovation is expenswe to develop and cheap to produce {drugs, plant
variety). It cannot be developed by an institution or business with no protection

6. Changing national laws and regulations can take time

7. Institution {PR poln;v, is the implementation tool which could be used to
clarify the technology dwnershlp and to boost the technology transfer on win-win
principles s :

9. Flood of International Conventions & Treaties (more complications)

Stockholm-WiIPO R 1967 |- 1975
Berne-Copy rights ‘ | 1886-1971 e | 1977
Geneva-Copy rights -1 1971 1978
Paris-industrial designs 1883-1967 1951
Lahay-Industrial Designs 1925-1934 1952
Madrid-Counter fitting ) 1891-1967 1974
Strasbourg-Patent Code 1971 1974
Washington-integrated circuits L 1989 1990
Madrid-Geographic Indications | 1891-1967 1974
Uruguay-WTO-TRIPS - '] 1986-1994 1995
ITGRFA {FAO) 2001 ‘Sign 2002
caD 1992 1994
Budapest 2003
Patent Cooperation Treaty 2003
urov 1961 +/-
Catagena (biosafety) 1992 11/14/2003
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AHROIPHC Semvives Netwark

TRIPS

TRIPS, requires all members to grant and enforce intellectual property rights (IPRs} on
life forms
SUBJECT MATTER of life forms
¢ Plants
s Animals
e Microorganisms
s Biotech
TRIPS is only about minimum standards.
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Those minimum standards are ¢learly not strong enough for industrialized countrles
and the transnational corporations.

UPOV is.an open end convention

TRIPs Agreement

Article 27{3)b

“It is not obligatory to grant patent for plants and ammals other than _
microorganisms, and essentially biological processes for the production of plants
and animals other than non-biological and microbiological processes. However,
members shall protect plant variety either by patents or by an effective sui
generis system or by any combination thereof”

Egyptian Legal Environment

Egyptian Laws Related to IP

¢ Egyptian Constitution (Article 151) states that any international convention, in
which Egypt participates and ratifies. Is law

¢ Trade and industrial Marks : Law 57 issued 1939-1959

¢ Patent, Designs and Industrial Models. Law 132 issued 1949- 1955
¢ Trade Names and signs. Law 55 issued 1951 1954

e _Integrated circuits 1972

¢ Employment regulations

e  WTO member from 1995 - .

L

National IPR law (82/2002) )

Setup the Stage for Varieties Protection
(Breeder’s Rights)

Law 82/2002, Article 2

Patents shall not be granted for:

1

2

3 .

Plants and animals regardless their rarity or peculiarity, and essentially biological
processes for the production of plants or animals other than microorganisms, non-
biological and microbiological processes for the production of plants and animals.
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Organs, tissues, live cells, natural biological substances, nuclear acid and genome

Patents
inventor’s rights
= Exclusive rights
»  Use, Manufacturing, sell, marketing, import, export
=  Method of production
® 20 yrs from the filling date
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Egyptian IPR Law
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Policy-Definitions

Inventor: A person who conceived of an essential element or contributed substantially
to the conceptual development of any item of Intellectual Property, whether it be
an invention, discovery, or creation.

Ownership (right of commercialization) Every item of Intellectual Property invented
or discovered by an Employee or Employees of the ARC belongs to the ARC if the
item of Inteliectual Property was invented or discovered, in whole or in part, (a)as a
result of research carried out by, or under the direction of, any ARC Employee, (b)
having benefited from ARC funding or funds under the control of ARC, {c) as a
result of the Employee’s duties in ARC, or (d) by the utilization of ARC resources or
facilities.

-profit sharing

- Who are the inventor?
Professor Hassan suggested compound Y (drew structure) and graduate student Ali
synthesized it according to Prof Hassan's synthetic strategy
Professor Hassan suggested compound Z {drew structure) might be a good
anticoagulant, graduate student Lila synthesized it using her own synthetic
strategy, and technician Tarek determined its structure and activity.

Who are the inventor?

Professors Ahmed, Ali and Syed discussed briefly that analogs of amino acid Prof
Ahmed used in auxotrophic mutation of microorganism might be useful in
microorganism B, Post Doc Sami synthesized the suggested analogs with direction
from Prof Ahmed. Graduate student Gamal synthesized better analogs using his
own synthetic strategy

Who are the inventor?

Graduate student Ali working with Prof Hassan, isolates and sequences a gene from
DDT-eating bacteria.

Prof Hassan has a grant on DDT- eating bacteria, to isolate more genes that enable
the bacteria to eat DDT.

Prof Ali suggested that a known gene be incorporated into an embryo, but lacks the
skills necessary to produce transgenic embryo. Prof Nadeem uses known
techniques to produce transgenic embryo
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Novel Antigenic Variant of Infectious Bursal Disease Virus Prototype Strain
Thereof

Pat 5 064 646, 1991 & 1996.
inventor and date of disclosure
David Snyder, 1988
Licensee and date licensed
Exclusive, Intervet Inc, 1989
Product
o Infectious Bursal Disease Virus (IBDV)

o Snyder discovered a new variant of IBDV and has resulted in a
successful vaccine '

o Intervet Inc offers the vaccine as part of BreederVac Plus™ 1995

Livestock Walk-Through Fly Trap

Pat 5 347 748, 1994, 1995

Inventor and date of disclosure

Thomas Moreland, 1993

Licensee and date licensed

Exclusive, Orkin Agribusiness Services, 1995
Product

o Beef and dairy industries can rid cattle herds of pasty and costly fly
problems

o Electrically powered trap designed to reduce horn flies by 87% & face
flies by 71%

o Between housing and feeding areas {(http://www.orkin-ag.com)

ARC IPR Profile

NounkwbheE

Bacillus thuringiensis isolates with broad spectrum activity

Novel Maize promoters

Chitinase Gene with antifungal and insecticidal activities

New Egyptian dehydrin gene for drought resistant in plant (VMDHN10)
A triple compound to improve the nutritive value of poultry feed

A dusting machine for pollen paim trees

Biopesticide for Lucust

177



8.
9.

10.
11.
12.
i3.
14.
15,
16.

Eid M. A. Megeed, 2008

Modified biopesticide for insect control
Bioinsectcide and Biofertilizer {pending)

Natural Heparin from mushroom

Compost firming machine

Electronic animal feeder

Novel for fiber dying under ambient temperature
A modified fine chemicals extraction machine
Novel vaccine against using GMO technique
Extraction of silica from rice straw

Tech Transfer System
Why?

Cost recovery for sustainable growth
Market-need oriented research

Improve technology assets

Seek recognition from end-users (PR}
Technology use.

Enhance healthy competition within staff
Reward for innovative works _
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Policy Issues

Scope

Ownership

Protection

Marketing and licensing
Revenue from licensing
CRADA terms

MTA terms

Implementation responsibility
Responsibilities {inventor, management, TMCO)
Dispute

Penalties

Other
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