TRIPS-PLUS PROVISIONS



TRIPS-plus demands

Patents

 More products may be patented
e Because there are more patent applications (PCT, PLT, regional patent offices, patent prosecution highways)
e Because more types of products are allowed patents (‘patentability’)
* Because people can no longer oppose patent applications (‘pre-grant opposition’)

e Patents may last for longer (‘patent term extensions’)

Restrictions on parallel importation
Limitations on Compulsory licences
Harmonisation of intellectual property laws

TRIPS-plus IP enforcement
e Patent Linkage
* Courts
e In-transit seizures

Requirement of Data exclusivity
Investment provisions



TRIPS-plus: Many paths; one destination

 Lobbying, Litigation and Pressure
e Malaysia: Adoption of data exclusivity

 [ndia: Bayer’s attempt at patent linkage through the courts, US
pressure to adopt data exclusivity, Novartis attempt to weaken
Section 3(d) through courts

e Biased technical assistance

e Through WTO Accession
e China (2001): Data Exclusivity

e Cambodia (2004): Even though LDC agreed to implement TRIPS
by 2007; strong public pressure allowed resistance of DE

e Vanuatu (2011): Even though LDC agreed to implement TRIPS by
December 2012; Data Exclusivity

e Russia (2012): Data Exclusivity
e Through FTA Negotiations
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Free Trade Agreements in force

Jdeak gad Jaquunp

— Cumulative Notifications of RTAs in force and inactive RTAs

= Cumulative Notifications of RTAs in force
— Cumulative Number of Physical RTAs in force

mEmm Notifications of RTAsin force
mm Notifications of Inactive RTAs



FTA

TIFA

EPA

PCA

RTA

BIT

Free Trade Agreement



Free Trade Agreement

FTA

— Free Trade Agreement
TIFA

— Trade and Investment Framework Agreement
EPA

— Economic Partnership Agreement

PCA

— Partnership and Co-operation Agreement
RTA

— Regional Trade Agreement

BIT

— Bilateral Investment Treaty



General Framework of FTAs

* Trade in Goods
* Trade in Services
e Government procurement

e Competition

Intellectual Property
e Substantive
e Enforcement

* Transparency

Regulatory Coherence/ harmonisation

* |[nvestment

Dispute Settlement/Committees

e Co-operation



FREETRADE, MOUNTING CONSTRAINTS

Mumber of free-trade agreements

intellectual property clauses
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Source: ‘Workd Trade Organization’s website [WTO: wweowio.ongl, accessed by UBIDE im 2002



Free Trade Agreements
and TRIPS- PLUS prowsmns

® For developed
countries, TRIPS

and TRIPS
flexibilities were a
compromise
— United States
— Japan (7
— European Free L a0, o
Trade Association ==§===" S I &
py E B?"

— European Union



US FTAS

Countries that have free-trade agreements with the United States, and the year
they were approved

Canada, 1994 Israel, 1985 Jordan, 2001 South Korea,
2011*

Mexico,

1994

Colombia,

2011* Oman, 2006

Peru, 2007 Bahrain, 2006

Chile, 2004 Morocco, 2006 Australia, 2004 * ¢+

Dominican Republic, Costa Rica, El Salvador, Guatemala, Honduras and
Micaragua, 2005



EU FTA Negotiations

B EU ansd Custboms union:
Arudoars - Monascao - San Marsno - Turkey
European Economic Areac
Moy - Kelarad - Lichisngsin

W Counvtries with which the EU has a peeferential trade agreament in place:

Rissico - Chile - Pesu - Mosoooo - Algesia - Tunisia - Egept - Jondan - keaed - Ooougied Faliestiedan Terriiony -« Lehanon - Syl - Roemer Yugos s Repoblic of Macsdonia - Albani - Serbis

Mardsnegra - Bosnia-Herregireira - Switoeiland - Republic of Eomea Stk Kol - Anfique® - Barbuda® - Belire® - Bahéman® - Barbados® - Dominica™ - Domisican Repoiniic® - Grenaia® -

Gurgana® - Hagl" - Lymakca® - 5 KErs and Mewh™ - 5 Lucia® -5t STnoent 2nd dhe Grevssdines™ - Sorinaeres® - Trinkdsd and Tobego™ - Cokomibda - Honduras - FEcamsgus - Panama - Gosiemals - Papees

M Casirva® - Soh Africs - Madagaaar® - Maundo® - Sisechalles® - Dimbadivias® - Coita Raca - Bl Sabsadai

Counbries with which the EU negotiates or has a preferential agreement pending official conclusion:

Carancla - brchas - Mebafinyead - Brazil - Aegenting - Liugiuay - Paraguay - Saudi Arabia - Batewana® - Camsioon® - oy Ccast® - B - Oatar - Lindted Arab Emeales - P - O - Bafeain - LR -

Cook island® - Kirdboni™ - Lesatha® - Swasiend - Mosambdoques® - BMarchall lsbanch® - Micronesia® - Baung® - Samas® - Solomos™ - Tonga® - Tuvalis® - Vanoaos®™ - &rpoda® - Mamibda® - Dormeonog®

Difbouni® - Eritrea® - Ethiopda™ - Maled® - Sanfnn™ - Tamida® - Burundi® - Kerya® - Peversia® - Ugarafn® - Taneania® - Central Alrscan Repabie® - Chad® - Corgee® - Democratic Repasblic ol Cengo®

- Equetcrsal Gapinea” - Gabon® - Saa Tome gnd Prncipe” - Bergn® - Burkns Feao® - Cape Yerde” - Gambila® - Ghana® - Geines® - Golnes- s - Libera® - 8k - Magntans® - Kiger® - Migeria®
Senegal® - Sherea Loone® - Fogo® « Tamiea® - Wisoram - Moldosa - Armesia - Copegia - United e of Ararica - Thadarad - Rgan - Uone - Sourh Afvica® < Maurities* - Madagascar®

Saychalle® - Jimbabee® - Papash Mew Guines® - Singaposs - Morodos

Countries with which the EU is considering opening preferential negotiations:

Arerbaijan - Brunes Ganunalam - indoneis - Phillppines - Ecuasdion - Bolida

Counvtries with which the EU is negatiating a stand-alone investrment agreamannt:

Chira "Leonomic Parirenhip Agresmenis







Japan FTAs

EPAFTA in Japan
(July, 2013)

® Concluded » 13

Singapare, Mexico, Malaysia, Chile,

Thailend, Indanesia, Brunai, ASEAN,
Prilippings, Switzerland, Viet Nam,

India, Peru

# Negotiating 10

(Include Countries unsigned)
Australia (Negotiating), Mongalia
(Negotiating), Canada (Negotiating),
Calombia (Negotiating), Japan=China=
ROK {Negatiating), EU {Megotiating),
HCEP (Negotiating), TPP {Negotiating),
GGG (Megotiation postponed),
Korea (Negotiation suspended]

O Pre-Negotiating (ex. Joit Study)
Turkey
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Data Exclusivity
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TRIPS and data protection

Test data protection under TRIPS Article 39.3:

“Members, when requiring ... as a condition of approving the
marketing of pharmaceutical ... products which utilize new
chemical entities, the submission of undisclosed test or other
data .. shall protect such data against unfair commercial use.

...Members shall protect such data against disclosure, except
where necessary to protect the public, or unless steps are
taken to ensure that the data are protected against unfair
commercial use.”




What does TRIPS require?

Protection of undisclosed data about new chemical
entities against:

(1) Unfair commercial use

Drug Regulatory Authorities do not use the data for
commercial purposes

(2) Disclosure

Publication of such data (undisclosed data) is not allowed,
except when necessary to protect the public

Authorities are not to share these data (for
instance, with generic companies).
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Drugs must be safe, effective,
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Data exclusivity (DE) = barrier to generic
medicines

Data Exclusivity (5 to 11 years)

During the data exclusivity period:

* No generic version of a medicine can be registered
(and thus used), even when there is no patent.

* Even compulsory licenses/government use order
cannot be used (unless exceptions are allowed).



TRIPS+ data exclusivity (DE)

Situation: no patent ¢ TRIPS+ (with DE): no generic
medicine is available until the

* TRIPS (no DE): when end of the data exclusivity period,
there Is no patent, even though there is no patent.
generic versions There may be no patent
immediately reach because:
patients

— No patent applied for or

— The medicine is not new or
Inventive enough to be
granted a patent, or

— The patent is not in force as
the fees have not been paid,
or

— The patent has expired, or

— The patent has been revoked
as it was invalid

— A compulsory license has
been issued on the patent



Does DE affect the drug price?

Oxfam study from Jordan

eJordan accepted data exclusivity as part of its free trade
agreement in 2001

*The study found:

eGradual reduction of generic drug competition

“According to Oxfam’s analysis of 103 medicines

registered and launched since 2001 that currently have no
patent protection, at least 79% have no competition from
a generic equivalent as a consequence of data exclusivity”

*Higher medicine prices

Source: Oxfam (2007)



Data exclusivity(DE) = higher price

9
3 Price of certain medicines much higher in Jordan than
Egypt where the generic version of the same medicines is
7 available
8X more

6 expensive in

Jordan than
5 Egypt

5.6X more
4 - expensive in
Jordan

3 _
2 _
1 _
O B _

Diabetes

Hyperlimidemic Hyptertension

Source: Oxfam (2007)



Data exclusivity would impose high economic
burdgns

Projected economic cost of data exclusivity
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Source: Kessomboon, N. et al (2010). Impact on access to medicines from TRIPS-PLUS: A case
study of Thai-US FTA



DATA EXCLUSIVITY AS INCENTIVE FOR CLINICAL TRIALS ?

e Consultative Expert Working Group on Research and Development:
Financing and Co-ordination, April 2012, supported removal of data
exclusivity where it exists.

{4

o W/e considered that there was no evidence that data exclusivity
materially contributes to innovation related to Type Il and Type Il diseases
and the specific R&D needs of developing countries in relation to Type |
diseases, and therefore we concluded that its removal where it existed
would not adversely affect innovation incentives for these diseases and
also would contribute to reduced prices of affected medicines. While
_recognizing that removal of data exclusivity would not constitute a
signjficant contribution to increased innovation, we noted that it might
enable generic companies to innovate incrementally on products which

otherwise would have been under exclusivity.

e http://apps.who.int/gb/CEWG/pdf/A65 24-en.pdf



http://apps.who.int/gb/CEWG/pdf/A65_24-en.pdf
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