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npguaneningauneiloynyn (Intellectual Property Laws)
— WTO TRIPS Agreement

— ANEURT ARANTLNT ARV AANALNNINNIAN WU
NYUNIEANUARAAENITININ

— Cartagena Protocol

WL ANATAIWUENT, seiliau AN ssunIsauin e Mse Tl
NANNPATEINISTANTN TRV AR NN EUTLAS 28013 1N 91N
NFNENNITINTNLAZNT LA 132l T1iNa L WNUANNNFTNENNFTANIN
W.F. 2554

— Conventional on Biological Diversity (CBD)
— Access and Benefit Sharing (ABS)
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Genetic Resources (GR)
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“Biodiversity or Bio-resources” . .
Biotechnology

I
|
' [Living Organisms Uses of Genetic Resources
| q
N - Plants e Agriculture
: ° Animals &AquaCU|ture
|
e Mi : * Food & Feed
| Microorganisms |pM - |
: — Bacteria * Medicine & Veterinary
: — Fungi (Yeasts & Molds & * Pharmaceutical &
| — Viruses
| * etc.
I
|
I
|

Intellectual Property Rights



Genetic Resou

Terrestrial
— Tropical Rain Forest

Marine
— Coral Reef

Antarctic
Arctic

Desert |
Spaces (Extra-terrest

J“ -

rces = Biodiversity

rial)



Mega-Diversity Countries (Hot Spots)

* Central & Latin America (Brazil, Costa Rica, etc)

* Asia (Indonesia, Thailand, India, China)
* Mostly Tropical or Sub-tropical
* Mostly developing countries

 Mostly low IP awareness especially for
Industrial Properties

* Rich in Local Wisdom or Traditional Knowledge
(TK)
What should be the appropriate IP protections?
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Genome
Project

National
Human
Genome
Research

’ A lnstitute, NIH
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(Genetic Engineering) mm Research

| | |
1953 1970 1982 1983 1988 1996 1998
nsRgaNlaNANRIIe Cloning Dolly

Restriction Enzymes
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http://en.wikipedia.org/wiki/Image:Restriction_enzyme.jpg

WM NI 11 Tagainnszazi 3
(2000-1199171)

Genomics
Proteomics

Metabolomics
Applications of all above






An Intellectual Property Management of

Genetic Resources: Marine Biodiversity
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* Molecular probes

Products Applications Original Source
Okadaic acid Phosphatase inhibitor Dinoflagellate
Manoalide Phospholipase A2 Marine sponge
inhibitor Luffariella variabilis
Aequorin Bioluminescent Ca Bioluminescent Jellyfish
indicator Aequora victoria
GFP Reporter gene Bioluminescent Jellyfish
(Green fluorescent Aequora victoria

protein)




ADENNUADINR AN UNNINIT AN R RINIRN
ANSNARNNTUNETTNIIRANNSLA

* LATAYIRIDN
Patent

— Carribbean gorgonian Trade secret

Pseudopterogorgia elisabethae
— Marine extract additive

— Resilience (Estee Lauder)

Negotiation l

Licensing '

Trademark Mainly found in Australia and Caribbean
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AN a9 NN $9A"
‘V\l@\‘lii’l Manoalide Phospholipase A2 inhibitor $120/mg
Calyculin A Protein phosphatase inhibitor ~ $105/25ug
Luffariellolide Phospholipase A2 inhibitor $100/mg
12-epi-scalaridial Phospholipase A2 inhibitor $136/mg
Latrunculin B Actin polymerization inhibitor ~ $90/mg
Mycalolide B Actin polymerization inhibitor ~ $212/20ug
Swinholide A Actin microfilament disruptor $100/20ug
Dinoflagellate Okadaic acid Protein phosphatase inhibitor $75/25ug
Bryozoan Bryostatin 1 Protein kinase C activator $88/10ug

Sea hare Dolastatin 15 Microtubule assembly inhibitor $125/mg




Genetic Resources Are Highly Potential for
Industrial Commercialization

Who owns what?

Country of origin

What are the protections of GR?

Will IPR be suitable for the protection?
Are all the countries thinking the same?

— Mega-diversity countries
— Well developed countries

What are the agreements, international treaties
available?
— Benefits vs. Losts



Genetic Resources and IPR

Highly complex and controversial issue
— Mobility, transfer of GR, Trade, Country of origin

nvolves several multilateral institutions
nternational regimes

Regional and national legislation
nvolves many different interests

mportant for negotiators to consider the
pusiness and industry’s point of views
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* gaa1a1u1uAN (Colonization period)

—Free Access
— Res Nullius (Nobody’s property)

* ganislsznidaasnn (Independent States period)

— State’s sovereignty

—Common Heritage of Mankind
—Intellectual Property
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Bio-prospecting Biopiracy

* Biodiversity law * Direct Biopiracy

e Aadinnenaznasuuarn e Contributory Biopiracy
nalezlamd: Access, — Supplier
Benefit Sharing (ABS) — Joint-research

*  audnynY19NAANNNAINUATE — Oversea study

nwdann: Conventional

on Biological Diversity
(CBD)



International Regulatory

CBD
1992/1993

TRIPS WT0O 1994

FAQ-IT PGREA
2001/2004

UPOV
1978/91

Regimes

WIPO/IGCGRTKE
740/0]0)

Cartagena

Biosafety
Protocol 2000

-National
Sovereignty
(subjected to
national legislation)

-Art 15: Prior
Informed Consent
(PI1C)/ Material
Transfer Agreement
(MTA)

-Art 8j (Protection of
TK)

-Access and Benefit

Sharing (ABS)-Bonn
Guideline

-Mini-standard for IP
(time limited)

-Art 27.3 (b)

-Sui generis
protection

-Microorganisms
-Microbiological

processes

-Plant variety

-Patent

-Copyright
-Trademark

-Trade secret
-Industrial Designs
-Integrated circuits
-Databases

-Novelty
-Innovative step
-Industrial
application
-Morality/ Ordre
public

-Multilateral access
to ca 35 crop genera
-Standard MTA

-Art 9.3: Farmer’s
rights (subjected to
national legislation)

-Farming system
knowledge

-Landraces farmer
varieties (subjected
to national
legislation)

(Mostly applicable
for research and
education)

-Plant Variety
Protection (PVP) —
time limited

*New

*Distinct

*Uniform

*Stable

-Common
knowledge

-Public domain
-Extant varieties

-Farmer’s privilege
(subjected to
national legislation)

-Breeder’s
exemption
(subjected to
national legislation)

-Protection of
Traditional
knowledge (TK)

-Certificate of
origin/Disclosure of
origin required for IP
application

-International ABS-
regime

-Standardized
PIC/MAT regime

(Results of lack of
progress in CBD,
TRIPS)

-Transboundary
movement of living
modified organisms
(LMOs)

-Art 10: Right to
delay import subject
to further scientific
biosafety check

-Art 17:
Unintentional
transboundary
movements and
emergency
measures

-IPPC 1997

*Art 'V, VI, VlI
regarding
phytosanitary
requirements in
shipping of plant
materials



International Conventions/Agreements

Paris Convention (1883) 171 states

Patent Cooperation Treaty, PCT (1970) 136
states

World Trade Organization, WTO/TRIPS (1994)
150 members

Convention on Biological Diversity, CBD (1992)
190 parties
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WIPO Patent Issues on GR

e Standing Committee on the Law of Patents
(SCP)

e Substantive Patent Law Treaty (SPLT)

* |Intergovernmental Committee (IGC) on IP, GR
TK and Folklore (GRTKF)

* Working group on PCT Reform
* Included in WIPO development agenda



WTO TRIPS Council

Relationship between TRIPS and CBD

Disclosure in patent applications of sources of

piological material, prior informed consent,
penefit sharing provisions




Conventional on Biological Diversity (CBD)

* Objectives
— To promote biodiversity
— To promote sustainable use

— To share the benefits of such use equitably
between providers and users

e Article 15
— States have sovereign rights
— Access to GR to be facilitated
— No restrictions that run counter to the CBD
— Access on mutually agree terms

— Subject to prior informed consent
— Fair and equitable sharing of benefits



AUATYN9IAEATIUUAIMNUANUNNTAINN
(Conventional on Biological Diversity)

Conservation
Sustainable use
Benefit sharing

Artl: The objectives of this convention,...., are the
conservation of biological diversity, the sustainable use
of its components and the fair and equitable sharing of
the benefit arising out of the utilization of genetic
resources, including by appropriate access to genetic
resources and by appropriate transfer of relevant

technologies, taking into account all rights over those
resources and technologies, and by appropriate funding.




Paradigm Shift

CBD

Biodiversity as a (1992) States have
sovereign right

common heritage
over biodiversity

of mankind

Use is subjected to any

Free to use-.___
Concern: available domestic laws
No benefit sharing

from industrial users >Bio-piracy,

North-South Conflict



CBD: Jngilszaqn

* AYSNHANMNURINUAILNINTININ

* l7isslaguainasAlssnauaainNuaINUAILNINTININ
GLESERET

* wintlunailszlarunlaainnisldniwennsnugnssuasng
ARETTNUASLNLNIALNITIINDINTNENTHUENTTNUAE

n1sananamvAlulagninatasaswnzan (Benefit

Sharing)
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waulamunng 15
* msinteRasinsaaayan (Prior Informed Consent: PIC)

* msinnsnlasuaynnanslsasinisulisiiunalsslagulnanis

(o] =]

apynNarlantasun1sAnaIsInny (Mutually Agreed Terms, MAT)

LIININLIATLL

(Bonn’s guideline)
2001-2002

721 1AUTLIRINNLTZIN A

(International Regime)
2002-2009

£

Legal binding protocol

ac 1
WNEA17UN 198N

(Nagoya Protocol)
2010



CBD-ABS Concept
ABS

N\

Authorized Access Benefit Sharing

Prior Informed Consent Mutually Ai reed Terms

Bonn Guidelines on Access to Genetic Resources and Fair and
Equitable Sharing of the Benefits Arising out of their Utilization



Concerns

* |P Due Diligence

— Sources of (bio)-materials
* Material Transfer Agreement (MTA)
* Confidential Disclosure Agreement (CDA)

— Ownership (read contracts)
— Inventorship

* |International collaborations
— International students at MFU
— Exchange of staffs and students in R&D



International |
Registry | Checkpoint

1. IPR Registration
4+ 2. Commercial

Internationally / registration

i 3. Ppublicati
PIC | Recognized Hoeanen
\ / Certificate

Rejected Competent :

Natiogal Authority
W |

NINITINTTNLAT Utilization
WUENTUNDDATAINTNEINTTANIN

Material Transfer Agreementi

Approved

Biodiversity Country User Country
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B-Benefit sharing
(AantannanNTuaalslad)

* wiitfunalsylamiiannnisldninanswignasusannenis
UszeinaEpaitiasuavimanitiatnuRaulanmiugassoniy
(Mutually Agreed Terms-MAT)

* nalnnsudsilunadsylaminunimszaulan (naidinuweau/nadl
TdEnsaaayne)

G’dld 1
* pallgzlamunanTwLNTIu
— natlsrlaniiiufAnRu (Ansesaiiien Ruvunenisiat n1stiluanues
saulugnsneningaunietloyonn)

— At g2 T LA R (HAANENITIELATWALN ANTINHalUNNT
A9t nronenanwATLlat NNFaTINATNANTIONE NNTENALITN)



C-Compliance (aaluninalnijiizaaiu)

o na”l,nmamﬂLLwéil’mdaimman'mihﬁaLLazLLmﬂu
(Access and Benefit Sharing Clearing house)

* LANAITTUTA

* qaamgaadau (check point)
— ARLUATNAU WU LAY NITANNANRITU?
— YIANTIN: NNTURANE bUNSNERUN9LTeuaun

—N15A NSARRYYIALNDINARIA?
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dszinAndinisaidunisiaawaswmun fldinanisan
“Uszinpld”

n ”

Jlunswenns “dszine” “guau”’ “ex-situ
collection”

{lanswanns “dszina’” “uuqedqe” “ex-situ

collection” “mmananunssn” “tdn3qa”
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CBD
(ABS)

sruIeUseIngA Uszindlng

WEATUNTeEN ngszidiau/naln

WILL ANATAINUG N
meludszing
szilaumuznasunisayinEuas sy laminaunainuans
NNTININLINTNRIN A NAN N LTI AZA TN N1 TE DN FNENNTTINN
wazns e susslaminauunuannninennsganin w.A. 2554
(Usznialugmnaayiune 4 8.a. 2554 uariinatiaduld 5 8.a. 2554)
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*  Jupaulun1MIAUIATYN
— nnasan (Negotiation)
— nsasunniusas (Signature)

e 22 w.n 1992 ﬁ“”mmfjﬂmfmézﬁ”mmﬁ w ngelulsll dszmetanen
* 5-14 2. 1992 asuwluaydnyeyn I 157 sz au ngdsla we auls dsvinAusia
o FumloAulEium 29 susnau 1993
— msliidmeniiu (Ratification) nnsniaayds (Accession)
e (szmlne: 31 m.a. 2003 wastluariaru g ieust 29 w.a. 2004

— msaydmnig (Implementation): Entry into force at domestic level
*  Inpusrasduasiaans

— AvusauInielunisutiuaalsylaatdaannisldlse Tamlluninenswugness

— msnvuakuanenndinieana ABS (PIC & MAT)
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thereof) isza1ns vidaasrdsznaunainuRelTInuasseuudad dedilsclad
oy 1 (3 a [ % 1 a
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— In-situ conditions (amwiuﬁuﬁag}mmﬁssumﬁ)
— Ex-situ (meaq%’nﬁuanﬁuﬁag}mﬁﬂmuﬁseuma)
*  MSMENSNEINSWUENSTH
— mMesBunnsIaanazNaWIL AL
* ANBUSNNNUGNITNUASTUANURINTWEINTNUGNTTN

* Tnansldimalulagdanin (nsiszanaldinalulatle o FelFszuuTaanen
HReNTIn vsegrunuanaananenidin (derivatives thereof) wias
Tivaailasunlainanfnrsanszuaun1sa s unIs I E e mans
(specific use)
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Focal point
Authority
Regulations on ABS
Documentary Filing
Forms

Monitoring and Enforcement Agency
Financial Management
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ansani_e (Collaborative Research)
raygatuldans (Licensing Agreement)

2" ege 2 2 B 2

gnsanglaudandanan (Material Transfer
Agreement, MTA)
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