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Affiliation of Scientist ) : Total
Research (Zantac) | (Zovirax) | Enalapril | (Prozac)
(Vasotec)
U.S. taxpayer studies 2 4 4 1 1
Key Contributions to
. Foreign academic studies 1 1 1 2 5
Discovery and
Development of mdustr).' sponsored studies 0 0 0 o 0
Drugt (excluding patent holder)
Patent-holder sponsored studies 0 0 0 1 1
U.S. taxpayer studies 0 7 1 1 9
Referenced in Foreign academic studies 0 1 0 1 2
Patent Holders industry sponsored studies
. 0 0 0 0 0
paperst (excluding patent holder)
Patent-holder sponsored studies 0 0 0 0 0
U.S. taxpayer studies 6 21 9 16 52
Other Contributions - - - -
) Foreign academic studies 15 8 4 6 33
to Discovery and
industry sponsored studies
Development of 4 0 0 3 7
(excluding patent holder)
Drug
Patent-holder sponsored studies 2 2 3 4 11
Total 30 44 22 35| 131
Percent of total research projects sponsored by U.S. _
. L 80% 95% 86% 77%| 85%
taxpayer of foreign academic institutions

3 2 Who contributed most to development of Top 5

Source: National Institutes of Health.

Administrative Document. February 2000. tAs defined by NIH

selling drugs(1995)

"NIH Contributions to Pharmaceutical Development"
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April ‘01 (approx.) - Sept. 03
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I‘—— 30-mo stay for 759 Patent ~—
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July '99 (approx.) — Jan. '02
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1998 1999 2000 2001 2002 2003 2004
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284 v =FTC, Generic drug entry prior to patent expiration, July 2002

Drug Product! | Patent Claims | Patent Claims | Total Timing of Total Net Sales in Year
Active in Original in Subsequent | Number | Subsequent Lengthof | the Second Stay
Ingredient Lawsuit Suit(s) of Stays | Stay(s) Stays was Issued
Platmol NiAL Formulation 1 Begimming 2 30 months | Between $100and
(Cisplatin} Parageaph 11 months prior to $250 million
Certification the last patent

clasmmg the drug

expired
Hytrin - tablets | Drug Dirug a Beginning 42 0 Between $300 and
(Terazosm) substance Substance months afier the mionths* £750 million

first stay began
Paxl Drug Drug 5 Beginning 17 a3 months | Over §1 billion
(Paroxeting Substance; Substance, months into e
Hydrochloride) | Formulation, Formulation, firstsiay

Method of use | Method of Use

Taxol Method of Use | Formulation 2 Beginning after 1® | Potentially | Between $750
(Pachitaxel) 30-month stay had | 60 million and $1
expired months** billion
BuSpar Method of Method of Use | 2 Beginning the day | Potentially | Between $500 and
(Buspirone) Use, the last patent k] $750 million
Paragraph 111 clamming the drug | months**
Cortification expired
Neurontin — Dug Formulation z Beginning 23 53 months | Between $250 and
capsules Substance, months into. first B300million
{Gabapentin) Method of Use stay
Neurontin — Dnig Formulation 2 Begmning 7 37 months | Between $230 and
tablets Substance, manths into first $300 million
{Gubapentin) Method of Use stay
Tiazac Formulation Formulation 2 Beginning 30 Potentially | Between $100 and
( D tiaz em) months afier first 600 $250 million
stay began mionthet®

Hytrin, Platinol, Taxol ¥ BuSpar?] £3E2 E3FdadwAS B3l 25 fasA

HalEA] e Foz AAFHYY. vvk FTC AR Al Paxilzh
Neurontin 4478 Fo]03L, Neurontin¥} Platinol> 53] A 53E457kA 3 of
gt AR o] xaFolArt.

231 (Invaild)

DPARITRFAW, G4 59 vd
2011 2€ 28U EXFi= SMFTAYEAS oldsr9a sr5sdAAEE =9
Exow oAy MALS AP uFye

SHAEARE HY AR (5, @ TeRaby AldarE ;) Al40F (A2 A2

37) AokEoke] olwad Ss)dekah #A4A AT 5814, 2009.8
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shgente] FA9 444 wastn ek 2oy @Y AmsflNE S50 Paol ol
Wel Hepge ol oRsk 9w, HA-5H QA At SHAS FF Ao s
7l Aol SJotES A%, £YHA RAEE st w3E D Yrk wABARE DDA
w9} 87h-53] Q7 Bqgkl 2 Aot gl AAY smekn Yt
S7h-5E QA AmAh mgEY SHAAE A4 5AE gl wEAn $77 44
ohoslbatE S-S5 @A AEsl 92 Wt N4 2nz Hal 30E dAsa
2% B FuoeRES A 1YL Hopok AW, HA-5H A A =Q9wW &
SAAuE SAE FuoopEel A4 Wgol ABoR wels] uE, add A4
o lobE bl el Sashs Alo) oblek AE WAL FeE Eg
2 Wi o)E A% FAst] QANE St & BoldES sz A
Sh-sel @A) A 2 Ak TATE Selae on e
9 ol A Akl A4 ATl YeolE B, FRE o
1t
AR 7] dEel, A FalE Awetn vgeks Ae 539
WA AmE FEel A gER @ Aese) 98, 53
24 ESAA AQAA Eobke A hMAR, oW BE
Aol eslol &, Hh-58 AA AwE S64 Aol u)
18 AFoR s APH USRS wer A
O

Aol v S7hE WAG HAVES FIslol s e
A7 FolY BR71ES Bolor BT &
colub B771%0 FRE 5SS 0N o f= AFAe Dot &

lo,
¥ 1
o

22 NG VT Ag 0l o
2, oo el Ak AL AL e

oZ
-

EEEEEERTIC
3% g, ol7kg 53

411
i

a7t ot et Aol 56%, 53517F F-adhes Aol 46%.

r?a’

=] 749, 2000 ~2008d

A fraoFe] A (APL: Active Pharmaceutical)®] 2253 & Ingredient) 53] th3dt
TEAT AACA Al o oFE Whuf 147H’\}7} LAY ojokE wml AAE AdE
Sagk AP F 487 F 3770 R FAEo] 77.1%%. tA wetd, 71-53] <AA Al
Lo 8 di%to]l HE ookE 5389 oF 80%7t Axole FEE .

4 s8R a7k wAsT Ssdass v
AaEE AZGe S ARE WPV S e Ao EWEE FadE Y 9%
@ 4 Qg ool wlal, o 80%ol Ahe FEES wolt oJolE Sslol s7t AAR <l
s A olopEe] Agte] Adlslol WAE Eaol gL SHAAE JrE 4
e ¢ 9. A% -85 A AxEe ABoR o WAse St gFES e
2 eh B INAR AT Z, 4 Hvlo] Huy Syl g8

®

N &3 7F AAA G d@ B3 s-euet S5l SslE&7IAdA =Tt

@ 53 AAAEd Ug ny

38) Federal Trade Commission, Generic Drug Entry: Prior to Patent Expiration, July 2002, 13%.
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B R welol s 4% 1o BAE ddstn, dopERAAde 448906
200198 fpAbEe] Y AR ARk o] HYNA =R ARFH/
ot o WY FHES BARH FERYS wASed BERsna oA
o1 AT A 19879 AREHAE BYAt. ER2 WA olF A7 4w oy
2208 B 59AL nuahw gou}, AnFA/N BANAE 2elx) 61T
B xgsol 1099 ol2rk Aabuasl e wolw YAk 58 TRt Fo AF
FUNAFEE PR 699 ARZYNNE FAHT AA AF AAFEES ARSH
g FosE 2E Fohe BALRANe] A FEE A% Aeldn FRPAw 2
320034 129 fEiolsle gl ¥AL wet 4R=4s1ge APk 8+ 2+ lole
£ B2 8dol AR 54, 299 vhlY 54, aew F44 1de ARe 433 o
& AR SHANS S : 137 2 A

<

FoS deEdr e A2 109, Ao 11delth 8+2+ 19
| €= Aol ol W8S =2 1ol Al kY
A Am=He st 2USME ol¥ HAG
< v Xl—fn%ﬂ AR o 483 e 20 Halvta Frrstginse.

e 2 : g i 2
et AAE AA HA d& 5 Aok v= FTAS iﬂ%}é& 292 ARSHA W
FPETE AU, olFR %kga Zh5sith fEwe 20019 1296 EfaFE s
2Fe 92 VFY FTAS A& A4 debolrh, v-Q20 FTAC] ¢ S2% RiA
(2007)°] w2d 2001d 0] F-F-E 2006»4 FUAA 21709 Z2FH AR 22T FA
g oalope] 79%hEe] o= AmmHd fiel Age] EAHA RATH F o] 79%0]

Agehs Aoke 50l YA AREHACD Q8 BUEHE H5F otk o A

oFEel AL AREHA] Y& olxuet o PE ua A AT Fuop HES
e g, mAEFeE Aukiehee sulel 2ath A8 Fuiz1Se] gL vvd Aok

39) I]i" 1984 Hatch-Waxman®¥l& = ahdx
79, Aobgel A9 699 AEE &
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L 8%, Hebd 9Fe) $4: <JkE F2ARA e

Hlv?ﬂ} Zx A s L] Fxo gidl], dlo]=2E HEG FWoR A FAAAE APIst

AE ozt %7}'3 SHoR FAAZI7} o]FoIAh 2001d WTO 28398 dF

al O}Eﬂﬂ %75 TRIPSEAC ok M-S oAl & 2& A7lstgia, 45 20014

1149 7} 2 & 0}011*1 dHE WTOZ 3| 9ol “TRIPSEA Y T% gﬂoﬂ e =5 A
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o] Z4xe) FFHAY HAH RAES AYste AL 9+ Ao, 74 3 %5#% 73A
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B S WA S, TRIPSA R 2t el A A2 s
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ST AR B AT AL SO 2ok Gel AU Fele] g

BEE FalobaAE wusted Pzl B & 9

o
o
i)
o
)
N
)
tlo
fo
2
T

f&‘;}.

L "=
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40) Nathan Ford, David Wilson, Gabriela Costa Chaves, Michel Lotrowska, Kannikar Kijtiwatchakul.
Sustaining access to antiretroviral therapy in developing countries: lessons from Brazil and Thailand.
A= oAk 2007
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v N 198595 E e ooFEel dE BEA5E =S1EHA
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= = }°ﬂ 5—?5‘]1]” ot} 921 o] # ol Zﬂu?ﬁ% o ojokEo e &=
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EUE olfE tA 4ES lel, 'hdE A e #(SMP; Safety
Monitoring Programm )& F71E 19939l v E= AP AS AAsHA HArt SMPe]
HEAF Eo ojokx Al@F 7HA] A H(postmarketing surveillance data)E $33sH7] 9
3k Aol A vt AA 2= 'pipeline product protection'©] 1tk 1986 A3} 19911 Alo]el el
= Fe]oll A 53wl eaol A el BE ookFel s 5-61 <k SMPY tiide]
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fl
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SHQITHD SMP 5ol Zetol = o okEdl disir elde] Adg oES 55
g F A AEFHEAH HAAE T FE §lo] 5~69 B¢ SRS BAANA =HA
o HxARE bHAXe] dFom o FEEFH AFALY Y3 (Pharmaceutical Patent

Review Board)& WHEo] ook XA 89 7174 58 ¥3s JuE 8= s . 1
A BT OA el greo] ola) 199946 S8Me Aol o] ofE 582
AU E HAsta, ookE 5o dig BAMAE AT, 2001 1
A3 o) oFR(Thai Food and Administration; FDA)7} o] =dsujaS 3-4d
PYRAAZAE vhAEA}, v=E W] us By FddE S vkske & AF E|
AT AAle 60%S SFol oFEstal glal n|E FEo] 25%2 AA|E7] Wi, ¥t
of g nj=e] HAA PFe S giekeiried).

@ ddi(didanosine) £3% ¥7]40

B=iol Hxe] oloj=AaAl AxFdoe]l Fad 22 19920tk B=e] S A ks A
GPO(Government Pharmaceutical Orgamzatlon)* 1992 d0) o o] =X EA tthi=alz) |

41) old HA4L 19873 EuetdlA B4 53] AwE EUT A waro] nAlg 44 dla] AL B
F5(pipeline product)®] A& 7YY A3} FAlsith ol Qs 80d o] % W] 5&E wal 87
oA Faolt s e X b ooREe] dia 103 S Az, wlE AFAl Hof Ssu
o] o] 80 EFAE/A AFAELHAL (o] v, WTOSH ookF A, "'WTOsh Wlge] A% E&
3 A3, 2000, 419, 7H 17904 A19l8)

42) Nathan Ford, David Wilson, Gabriela Costa Chaves, Michel Lotrowska, Kannikar Kijtiwatchakul.
Sustaining access to antiretroviral therapy in developing countries: lessons from Brazil and Thailand.
=AYE Akl 2007

43) W3A. ookE Edo ZA|lAA-Fete] d3ty
84, 44135144 A4 A% A By

\orB‘.
o

J5ro] Abdl FRAAANARY PLeft. 2001 W19
JobE T34 dhebd 2001.10.27

of

44) Ak g9 oe]2ABA AP FA, 69kl @A FEll HEAE g WFsAT Tkl
E]. 20043 A8 F & http://www.cptech.org/ip/health/c/thailand/arv-iprdisputes.html#Didanosine
= sk
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e
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5~100mgell W&l g 555 sdalFded, ¥ d $ BMSE AAAGAR A

% FAY A a7k ARANAYE 59 sdste FFs WA FeoEM
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Aot Gl “oofFe Azke] AWl 7EAQA ek F ooty o AR AU 1E
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ey o] #A g BMSE =53kt

A ade] $HUR $715 AE HE BErHEE Hrneal S8 i S BiE &
ek 20029 109 wj=o] dlo]=gAEE trheal S FALSES AV Hrheil
& Uli‘%iﬁ?ﬂ?/\(NIH)ﬂW g oblal, BMSE tithaloltt AltAlE Egete] ‘Hiol
gebe olFoR AEEs Woly] wite] MR wHEolsta & 4 flvs olf3%l
ooF ade 'geiw BMS$} HlFe] NGO, o] =2@AetAzte] A2 A& A=,
2004 29 179 A= BMSE “HlmuigelA 537E vy 58NS Ao
=2 d5 FGA kA GPOE BMSET dx 4 7tAo R trhiedlg AA Arkste] T

45) www.cptech.org/ip/health/c/thailand/tmr-jan22-2000.html

_23_
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HagolAd d=wus ggoez grielgrdo] =998 22 National Health Security Act
200271 AA =] 9 ‘30HE 8 R AH’e] EdEUARE ot BEo R T
B (The Civil Servant Medical Benefit Scheme), 31833 (The Social Security
Scheme), 30¥}E 9|5 1 % (Universal Coverage Scheme)o. & Fd¥ o] 9laL, 620094 <]
B R Folq 247 5009, 8507, 4850%EelA Sl wgstn Uk '30uE
RN Ty Wl i WUEE wnlt}k 30vER UW AEE TS F AEF I
a1, AFe 30uER UlA @A H Atk '30uIE s R E3] Bl AR YR 3
b ARk, HE g wye] Foto] RAUEEXFS F3l mEA AT vl AR
o= Zle] g ul 9= Foundation for Consumerst 19999 7]& <8R o] A4
of digh ZALE AlAbsle] 20014 59 o]4te] AMWS WMol '30MIE g R o] REVt
He 9Heks Wt o] EEolE =X B HAgELEGFel v Htgom ooj=

Al zlo] HolstAl Hrh 134 A= v ooj=Xau4 uie 2002

46) AEA. "= clol=zrA]lel o ofE A . AEdistal QFsFAALEel =, 2008.2
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ol ARWAARAAETE ABHASw o] =AEAE EFA7]A] ot}

=] AE HIVZEAQLS 50%H o] Wt 54857 o]/ deo|=AsAE T3
T ARE A EFggA ALl GPOZL o] ZABAE AH At AA FFI7]
wjZolth 1995 o] Efm @A kS| AE HFoR AERHolgte do|=AaAE Atet
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Ao 2 2000 ] =S Access to Care Program-> 2001WelA 20031 Alelel 40%
o] oiF FUFRto R gul o] FdiE At oy e N &HS FA HmAFE = 200495 H
‘HIV/AIDSZ RIS $sk T 7bol o] Z A A - 2 213 (National Access to
Antiretroviral Program for People Living with HIV/AIDS)o. 2 #i3liar, 20059 10
URE AW AAR A AL do|=zXmEsE EFAIZT 20061 12¢¥€ 7IFoE GPO=
6718 GAAE ool=x gAY} 2709 &k (fixed-dose combination)S AAF3FIL QL

20004 2002d &  [2003d & [2005d 29 20064 12¥
ARVAREE " " N "
otol - 15009 30007 270007 530007 83000
==t

@ zidovudine+ lamivudine &3] ¥7)
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gtk w3t S WAL GSK7F o|u] EAIsME oot A2 FEg F71as ®eolgt
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98 7Y 50001 ] wi=olo] =g AbE o] GSKAL Skl A eflo]=A R Al FHI =] ek

HANHE HAaT AL &nio}b Al9E Wbtk 23 20069 89 9¢ GSKe FHl=e =
AP g 539 A HFEE HAGE AAE EHAHIV/AIDSTAIUES] T

(NP A, GSKE A A Se09E Asde At Egael £
HE7E gl BE Ste] Agshrta gt

® efavirenz, lopinavir/ritonavir, clopidogrel, &%#] 742 A)

- P& BUA Rodth clol=ARAE ARE Sz o] =2gAA B
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of med 22 ARl HES /102 $F7] s AAdAE dees By
HE 20259704 329 @@(12709 vIEZA Cibg AE gy
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d 7tAe] Anbrtdo s FFs7IE vk du iz A kAl MAark 201397t
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o2 doprhe= O}Erﬂﬂ Aol gl Azt 50028 = HE5& FE2= JHFot Azt
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20089 19 4% Mongkol Hz1%te] #ule}(etrozole, '8 AR EA], werlE] ), Z¥]
(imatinib, WMWY S A, ¥=v}E]2),  EpA|vk(erlotinib, FXAEA|, =247), A
(docetaxel, ¢ 2 <l ] 1A, Ab=T]olwlE] ) 4709 etAl

°l 2
Bolrle ARG wubE 2 BRel A Ak 7bE 250] 55000lolatd Ag el
SABRAIIE AHE WA el AT TAERE FRBA ZAAAE ASeNE
3, U A kAl =T A S| ALel A Aste]l Brbsdte] EdlA Felsrle ik
Immediatebenefit:medicinepricereductions5%)
Medicine Price of original product | Price of generic product
Before CL | After CL
Efavirenz (baht/month) 1,800 775 320
Lopinavir/ritonavir (baht/month) | 5,700 2,800 1,970
Clopidogrel (baht/tablet) 70 22 1.04
Letrozole (baht/tablet) 230 70 3
Docetaxel (baht/tablet) 28,355 6,957 1,245
Erlotinib (baht/tablet) 81 57 22

Ref: Price of drug were obtained from National Health Security Office: Dec 2007
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Abbott Reduces Price of Kaletra/Aluvia in Low and Low-Middle Income Countries to $1,000
http://www.cptech.org/ip/health/c/thailand/abbott04102007.pdf

49) Brazil closer to breaking Merck AIDS drug patent &©]€]

50) The implication of Thailand's compulsory licensing polic, 2006~2008. Health Intervention and
Technology Assessment Program, Thailand. 12P

51) Ang, BepA ooj= ”"LI"JJV“E} ok7}e18}-Lopinavir, Nelfinavir, Efavirenz ¢f7}QletS shodain, 3
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Annual expenditure by the Ministry of Health on the acquisition of antiretroviral drugs,
numbers of patients undergoing treatment, and mean expenditure per patient. Brazil,
1998-2005.53)

Year Expenditure Numbers of patients |[Expenditure
(R$, millions) |using antiretrovirals |per patient(R$)
1998 |346 55600 6223
1999 |568 73000 7781
2000 |557 87500 6366
2001 502 105000 4781
2002 496 119300 4158
2003 549 133200 4122
2004 594 147500 4027
2005 986 161000 6124

Source: Programa Nacional de DST e Aids/Secretaria de Vigilancia em Saude/Ministério da
Saude (SVS/MS)
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53) Alexandre Grangeiro, Luciana Teixeira, Francisco 1. Bastos, Paulo Teixeira, Sustainability of
Brazilian policy for access to antirettoviral drugs. 2006
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