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ANDLURASY vs NNSARALEN LN

NEW DRUG APPROVALS BY THE UNITED STATES FOOD AND DRUG ADMINISTRATION,
1990-1994 AND 2000-2004 (Source: CIPIH report )

NME Other Total %NME
Priority Review 1990-1994 63 29 92 69
Approvals (PRA) 2000-2004 49 31 80 61
Std Review Approvals 1990-1994 63 195 258 24
(SRA) 2000-2004 71 276 347 20
Total 1990-1994 126 224 350 36
2000-2004 120 307 427 28
PRA SRA Total %PRA
1990-1994 92 258 350 26
2000-2004 80 347 427 19




ANBUATE vs NTHNUIARARTA

Market driven R&D
LNA Evergreening patents
Teywnasidnteennalan

+ Availability: biNalulsanuay
& Affordability: €1571ATLLNA
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R&D
%~ Public health driven R&D

“"New Iinitiative mechanism:

~Prize Fund
~#Medical R&D Treaty
~Patent pool

A2M

“"Use TRIPs Flexibilities: CL
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TRIPS flexibilities

Permission

CANon Public use: Prior neotiation{Royalty

: : Terms of use
““"Voluntary licensing

" Compulsory licensing

mPublic Use: No need for prior negotiation{ =%y

Terms of use
““"National emergency

= Extreme urgency

“¥”Public non-commercial use
(TRIPS 31(b): DOHA; Thai patent act section 46-52)
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Remuneration (Canada)

BILL C9: 0.02 - 4%

°l°ff§r§l%‘ [(1+177-rankCountry)/177]1*4%

UNHDI rank Country Royalty Fee
1 Norway 4.000
2 Sweden 3.977
76 Thailand 2.305
177 Sierra Leone 0.023
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USTR 2009 Special 301 report: Thailand

[BU.S. “respect” for the WTO Doha
the TRIPS Agreement and Public
[DAcknowledges WTO Member's rig

Declaration on
Health.
nts to grant

TRIPS-compliant compulsory licenses, but then
encourages trading partners to find “other ways of
addressing public health challenges while
maintaining stable intellectual property systems that
promote investment, research, and innovation.
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NAangsnNnuan special 301 report
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FTA & Data Exclusivity: PhRMA

“Special 301" Submission Priority Watch List Countries

[ Thailand should provide an effective period of data
exclusivity of at least five years, and we look to the
Government of Thailand to implement this in advance of
the U.S.-Thai Free Trade Agreement (FTA) negotiations.

In July 2002 the Royal Thai government adopted into
law a Trade Secret Act. However, Thailand does not yet
provide effective protection for intellectual property,
especially for data exclusivity as called for by TRIPS

Article 39.3.
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Thai Trade Secret Act 2002

Art. 15: As a condition Tn law requiring of the
marketing of pharmaceutical or of agricultural
chemical products which utilize new chemical
entities, the submission of undisclosed test or other
data, to the government agency, the origination of
which involves a considerable effort and they are
declared to be protected, the government agency
must protect such data from disclosure and against
unfair commercial use.

)
2k — , — 21
\ A, AT, NEY. ATINT ANUIUNUUY] 26 @m. 2552 ADTUUIRYTTUUATITRY (@194.)




TRIPS Article 39.3

As a condition of approving the

marketing of

¥~ pharmaceutical or agri. chemical products
¥~ new chemical entities
“” undisclosed test or other data

protect such data against

&~ disclosure

% unfair commercial use
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DATA EXCLUSIVITY & PATENT

YEAR
O  APPLY for PATENT

1 DRUG REGISTRATION
2+ DRUG APPROVED to be in MARKET

184 DRUG REGISTRATION

194 DRUG APPROVED to be in MARKET
20 PATENT LIFE 20 Yrs.

YEAR
NO PATENT

DATA EXCLUSIVITY
4 5-10 Yrs.

FIIIII

DATA EXCLUSIVITY
' 5-10 YTrs.

2 R >
\ 7. AT, NOY. ATINT ANLIUIUUA 26 @M. 2552

23

AnTUIRITULANENTNGT (RI94.)







