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AGREEMENT ON TRADE-RELATED ASPECTS OF
INTELLECTUAL PROPERTY RIGHTS

Article 31
Other Use Without Authorization of the Right Holder

Where the law of a Member allows for other use of the subject matter of a patent without
the authorization of the right holder, including use by the government or third parties authorized

by the government, the following provisions shall be respected:

(a)  Authorization of such use shall be considered on its individual merits;

(b)  Such use may only be permitted if, prior to such use, the proposed user has made
efforts to obtain authorization from the right holder on reasonable commercial terms
and conditions and that such efforts have not been successful within a reasonable @
period of time. This requirement may be waived by a Member in the case
of a national emergency or other circumstances of extreme urgency or
in cases of public non-commercial use. In situations of national emergency
or other circumstances of extreme urgency, the right holder shall, nevertheless, be
notified as soon as reasonably practicable. In the case of public non-commercial use,
where the government or contractor, without making a patent search, knows or has
demonstrable grounds to know that a valid patent is or will be used by or for the

government, the right holder shall be informed promptly;
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WORLD TRADE

ORGANIZATION WT/MIN(01)/DEC/W/2
14 November 2001

MINISTERIAL CONFERENCE
Fourth Session
Doha, 9 - 14 November 2001

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

1. We recognize the gravity of the public health problems afflicting many developing and
least-developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other
epidemics.

2. We stress the need for the WTO Agreement on Trade-Related Aspects of Intellectual
Property Rights (TRIPS Agreement) to be part of the wider national and international action to
address these problems.

3. We recognize that intellectual property protection is important for the development of new
medicines. We also recognize the concerns about its effects on prices.

4. We agree that the TRIPS Agreement does not and should not prevent Members from
taking measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS
Agreement, we affirm that the Agreement can and should be interpreted and implemented in a
manner supportive of WTO Members’ right to protect public health and, in particular, to promote
access to medicines for all.

In this connection, we reaffirm the right of WTO Members to use, to the full, the provisions
in the TRIPS Agreement, which provide flexibility for this purpose.

5. Accordingly and in the light of paragraph 4 above, while maintaining our commitments
in the TRIPS Agreement, we recognize that these flexibilities include:

(@ In applying the customary rules of interpretation of public international law, each

provision of the TRIPS Agreement shall be read in the light of the object and purpose

of the Agreement as expressed, in particular, in its objectives and principles.
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(b)  Each Member has the right to grant compulsory licences and the freedom to determine
the grounds upon which such licences are granted.

(c)  Each Member has the right to determine what constitutes a national emergency or
other circumstances of extreme urgency, it being understood that public health crises,
including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can
represent a national emergency or other circumstances of extreme urgency.

(d)  The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion
of intellectual property rights is to leave each Member free to establish its own regime
for such exhaustion without challenge, subject to the MFN and national treatment

provisions of Articles 3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing capacities in the
pharmaceutical sector could face difficulties in making effective use of compulsory licensing under
the TRIPS Agreement. We instruct the Council for TRIPS to find an expeditious solution to this
problem and to report to the General Council before the end of 2002.

7. We reaffirm the commitment of developed-country Members to provide incentives to
their enterprises and institutions to promote and encourage technology transfer to least-developed
country Members pursuant to Article 66.2. \We also agree that the least-developed country Members
will not be obliged, with respect to pharmaceutical products, to implement or apply Sections 5
and 7 of Part Il of the TRIPS Agreement or to enforce rights provided for under these Sections
until 1 January 2016, without prejudice to the right of least-developed country Members to seek
other extensions of the transition periods as provided for in Article 66.1 of the TRIPS Agreement.
We instruct the Council for TRIPS to take the necessary action to give effect to this pursuant to
Article 66.1 of the TRIPS Agreement.

24



Usznansumiugulin nszninmsisagy

A Sl - [T (Y s
1383 n1:i'hstmsmuﬁﬂﬁummuuumznﬂmmm

—a o

J, v w - oW a -
A UNTIDININTT Ko UHINTEIY TYRRANTIRIN.A. b ol udluiiuiylae

a e a S W o J L o ow L4 1
NIZTIVUYYATNTUAT (AUUN o) WA, oo UaENTENTyaifansting (MU o) Ne. bacle

L4 - a

sy iuitedss Tomfoisisme nsensne nuss avn 01919403 A taslaq 181neldes
veoyganngmnainitasdeu nmu1mm"-umngnmna’wﬁyﬂnﬂu%ﬂmu 1'1ﬁvms'lﬂﬁﬁ‘la"1jm&“4
UszTowiluFomdisd TaoewAmsmssudizloniveanindy  wu uinmsmssugy
FyownaldinifinanlaTasesusssy _

Hufinswiuih maszuiaveudelhimoyle? (end) Hullymafydmmssagy
Tofvaiivszna WWiiauInennaimisdunuudfaadeny1e% uas uimuil fa35a oy
wandviuauny SeluszozeninfudesFodn himAonisdiradndnan nugdu Tuvesd
mﬂs:mmﬁmi’u’n’au?mfqun"murié'ﬁ'm-fma‘u'la? 1 fthoead luszyundndsefuguamuviasa
Tourszne baes Tifiss b,osb.ls Anm dmiuthmne inm Qe coo AummiY

wifudogiu sxflordnlhimey 1ol sz dniunluiFals ind Ssarnnindaeny
ARaidoiny e 18edraueTs uazfyualng iz Tovrefez IWdRa F oo lo 3 a1y
sufudesidodhimerlodannsndidin Wnnau Musiuil o aaim waes Tudun uas
Wi raulszanauiieniridiunsanz uadeliod ey leduasiiafioinden it Hoi
suihuredanidoionle? my1edalsr Andrasuaznadiafog g Railmserumariithieilams tas
Aunres munsznylygaanitaraenan i lianseviinisaaia lasdseminmsusadu 343
s fhuglassadamndidaodn i avesihefisysialid

81 Efavirenz WWiumsAgmiudrluszszoairiuaniuiiued b imeyledsianils
ﬁﬁﬂ:zﬁm?waqqh}mﬁnm IMudv uazgemaumsndeuninnis 19e luuin uazﬁ'ﬂad’luqmu‘;
Tuszuimanrsfumadiferueadiuviend uiidesnnuiaiiintasfuases i lkeedn

w o & 1 o . v & oW
indynsnumTedninsioau Wansonda niotdmnimbeneuyuluaanlfnshakoree

- i
Asganm..

25



Rgenhwiadeiuiidundernly lulzmedudoiean swisnudisiaassdminig
samoriisensovaquiiholdifvsvredavinfu flhaefimde iufudeddudui hitdnices
funses mareiinmgnnd uliez 1ina uaflsannsiianaduifssiisuussgenitga s Bfavireny
RN

ol UFyny1Tae % aon3 U ums s 1ssey (Doha Dectaration) 1211541 Urzimer
mndndanifwdndosnismnrugy Tanamzedrstalumsduaiumadhanededaumty
Fronseduldang unsdififamiudhusdon ﬂuﬁrqﬁzﬂuﬂiﬂuyﬁmmmz Taniawizori sy
Aomsiitainyilsmead Julin wnade uazlsnszinaduq Snvanléngmaneidaudng das
voe Ine A TA Wnsznae nuas nvu WanSmwdAnitas 14 Weilieds Tomlmss s ity
UrzTeniluFandlvddanaruda '

faiu nsundugulse AsgnsemInITuguIe NNty dd u1aI1 e uvs
wizsiygaanitas na. ke ufluiudylaomsesiyddanidas (aTuf ) wa, bdaa
uasnszs 1wy gAmmitas RIUR o) WA bddle WanTamaAntasniiden1s1i1 stwocrin®
(Forrnigyfe Efavirenz) TnoWasdnmndwnssufuddintunuawaniidmualilunng o
2330 o UM Iz Y PAINIing .o el afluiuimu Taowszredygaanivns @Tvf )
WA, b &od LarnszTr Ty gRans ias (aTuf o) net. bads nwldideuly -

) W Ansaus taiifuduly sufeiufl oo Sunaun s, baaa

() e ST demiydnaninufidisme lumsWuinundfiniiudes
i S hiifundt woo,ooo AUABT 1T Mgl Antanmszswlygandndrzfugunm
UMITIA NA. e Jusziuauamumszywdygdliziuden 0o oo uazdlidniluszyy
adaAn I MY IUIAYEIT I TNILASYNINYE N NI 1IN

() Amuasms umuRuAdnred@nitas Swauhiifuievas o.& voiyasing
Smiwedennigfinanlavessmundyniy

nruatuRulsn nrzvsnmsraguizud nsdini dasunznnminddunuilygy,
Ty Tnoiidndh

Talsznenninswlasvaiy

Usznir ot i o wWHAINIOU WAlb &6
0y

N
pd o

(U0 53 qUNII13E)

- -
psuAnIumIuAnTIn

26



Uszmansaavaulse NIENTRAIBITNAY
1599 MIIFANEANAN BT ATR1RBIUDLI TS AT,

o i L, o e ML L o s
nitongasseyszn I lafwniefuas3Iinuntod ¢ Lopinavir & Ritonavir
+

' o ' ~ a a o - o
FIURIRIININT o WAINTETTUYRAENTTAT wa. oeow udluRudyley

WY aanivas (_m_i'uﬁ' ) WA bdad UMY YaEnTas (@iufl o) Wa. bees
ylfiuayslomimmams n3zn329 nu2s naw 01915ans amuintuatlag lalaslidasve
augnannanTEnidaiiau rnoslm'mnfvaongumuﬁ’:m{ﬁmm-ﬁ'mwfinﬁan’nlﬂﬁmﬁq\mi'a
Ylomiludomndsd Tasamzfianmmindstlomivasnaiy vin UINITETITMEY F§ENIIn
lanaaindnlalavwausisy

HuinTuiudimszueseadelimerle? (aad) Hullgmdadyduamnimgy
Tasfanauziysznldi Saulnsnnnimibduauudiandaarle? ua:'luﬁ‘m’zm‘fﬁ'oﬁ%ﬁmag
nnnIAIURUAY% %qluw:u:mﬁmﬂuﬁ'ao'l'ﬁ’mﬁ'ﬂu‘l'z-‘fmﬁam:mn%wﬂnc‘uam-ﬁuﬂ"ﬁu usizina
'111U'lc-Tﬂ's:mﬁuTumuﬁ'a:;'lﬁ'sfﬁﬂL'faqﬁﬁﬂ'num"ni‘]uﬁ'aa'l‘ﬁ'uw‘fw‘h%’m suansnhfaolannau
FIus o ARNAN odad IHuduN uazldiamruUnaifiemsiifuninam: uddsfinndwlis
laaduIrRafisindamadnfa ﬁ'@ﬁﬁhtﬂwia@ﬁm%aq el Aninaauaznatradoslige il
wm:r_nmai'nﬁ'tﬂw'lﬁﬁﬁﬂ%ﬁ'mﬁnmmmuw:zﬂ'ﬂﬁqtﬁﬁﬁﬂiﬂ'ﬂﬂ Mbimansainsesalan
Uneamnmutiiu Sallnangs Spldeansndassulssnaldidsowe1d Twvmeilindszinm
a‘wi’u{fﬂu?n'na‘mmwuﬁsﬁmt%ﬂLa'n'la’;!@'ﬁ’:maﬂa"lm:uuwé’nﬂ::ﬁqumwuﬁamﬁ Tz
bddo IIADY @ addd Fmum EmduTmnei g eod.0oo antritis Tniuiuding el

) i J -: d ; l; =l = L s J‘
gmuamm‘imtwummamqmwug’m uazfianudniudolfongasaom

UNEATHANTZWIN Lopinavir Uaz Ritonavir muldian1sf Kalctra ldFunsRgadud
Tuszpriamfiruati u‘ilumﬁ"au‘b%’awﬁwﬁaﬁﬁﬂs:ﬁn'ﬁnaqﬂugmmﬁnm:Eﬁ'wﬁﬁt%aﬁam i
'lﬂmm‘m%’nmﬁ’;uqmmﬁugm‘\ﬁ wnzdaaglugainluvizuumanUizdunmairfiosendurind
winsiaifamivaiduates ﬁﬂﬁmﬁnmné’-ﬂnimuﬁa@ﬁsmuSu'thmmnﬁﬂﬁaﬂwﬁ"um
FmihuiReugeiuluamald ﬂmuﬂuﬂﬁzmﬂ‘lnuﬁagqn'hmﬁiﬁmﬁuaﬁuﬁtﬂum%amﬁm'luma
UrzinAagnaann ﬁ']'lﬁ'@'ﬂ'zUﬁ'himm'm't'ﬁ'mqﬂiﬁupuéwu’mmn'lﬂmu-lm‘ls‘ﬁ‘umﬁ'qnsh'z usziia

27



misadamslemanuinsuansfauidia minfinswialulsznenianidnTemigsandrudh
N lInaunuedue iy a:'ﬁuzﬂﬁ'ﬂmmifsmﬂ&tm:ﬁﬂﬁ;&'ﬂ’:utiﬁﬁa‘lﬁmmfu

mulduuanlamflidsanuanamiUdiunsmmsngy ( Doha Declaration on
TRIPs and Public Health) 321391 dszine ﬂm"ﬁna‘iﬁniﬁ'a:ﬂnﬂam'ﬁmmsmq&l Tanamzobneislu
msgad@umadnismatadunih donstisulFEnslunsdftanedndnsdam sy
Unlomimmme lasanzofisududamsindainmlsaead Jalsn anands usslinszuie
dug Bnmmuldnguaneitdsiniiasasingldiydalinemsae nuas ns Wantewdndies
1o ailidsustlmimmyneAilslelonlwdmndsddindu

Foin o FuuNTY R 10T @o WAINTETTTYAENTTRT W.e. v uily
vndnlaonsznriygaintiag @UUT 1) W7, odad LasWIETUYYaenTas (RTUT @)
WA eedle NIwAWANlIN m:m’mmmmqﬁalﬁﬂ%mu&n'ﬁﬁmmﬁﬁ%amﬁ?ﬁw Kaletra®
(Fomaltyfia Lopinavir WEURY Ritonavir) Iﬂu'lﬁ'mﬂ‘m'nnﬁ"nnﬁuL:‘Jup‘}‘lﬁﬂ‘ﬁunumuﬁn‘ﬁﬁﬁmﬁm
TUIAT @b 21730 @ WAIHTETT R GAINETRT W.e. bew uiluRudulaowiznoiyga
NFUAT (@ULT ) WA, bdad WaTWIETITUYLRANETAT (@UUT m) W.A. bl muldidonly
Fati-

(@) Wsansemudvadibuiuly auiiiud ae unmau wa weee

(w) L'ﬂBﬁ'ﬂlﬁ’ﬁm%amﬂ'rgé’anemﬁ'mfmﬁlﬁmwa'lum:'lﬁn”smmrhjﬁ

i

» [J A o J‘o 1 - L) . o At - - Lo
ududaslfonismawliiiunit  @ocoo  audell  TiImmawzgliamFananwszmmiy

eXe

MANUTTAUGUANIAITE WAL e fuaziuaumuns Ny ausiuding Ka. odon uas
fanslurzuuaia@m i N neIarI T M TNILAT NI NYBINNITITNT

(an) Amuadraauunubiungmisintias mauiesss o.@ v0yadInIg
Fmhondamadgasnsnlagosimandnsiy

ninaaunulin niznTmmIngueuignvEnUasuasnramiwdiun ey gld
1adsunmulasdidnds

- w LW

Fovrzmennlinsulasnaiu

v al )
Uiznie o N LY unTen Wa eddo

(Win 537 quNTINId)
a?mﬁnmmuqﬂm

28



UIiEmA nITnINEaIs sy
-l = - a o
509 msldanimudndvasd st anum

nifienlaawlansa (Clopidogrel)

Sunilmeune  do  wimssswlggaanstes w.e.  wews  udlududnlen
wizs U Rantles RUUA W) W.A. beod uarwsEnylygRansies @A o) W, bEEl
Téhwialih wiedsslomimsisus naenTi nun nsu ealddndmudnidasia ldlaghidas
Lﬁ‘r-mﬁﬂuaqmwmnﬁmqﬂﬂﬁﬁmdﬂu umm1utﬁ'wmn;}ﬂmaﬁ'lm'.lr:".lmwﬁ'ﬁl.wi"n fiamslad
flajandntslemiluBandisd lesmwnzfaminosaszlomvaamedy 1wy vimsaosnge
Jgmunsolddndaainanlalaszausio '

iimﬁmﬁﬂﬁqaﬁm’fﬂuﬁ'ﬂa {Myocardial ischemia ) uazluduas { Cerebro-vascular accident )
dhiilgpnanmsagiddgimenismademniianyhousgaiindemumeuazanuiing
S Sanmeunlsaiaglumududuusnifaunnt Tsaduidangamaiahhilauazluanas
fhlsefaemsbifursmsmesaguingluadudiu lasildggudellgonns (DALYs Loss ) &
Tavagludududuusniamanduuszmems  whlbatedasiuldduemsldialitnumnza
Tasamrlunsiulszmuamns msudmsiauasmseandidame  udglamseiveslaniltaiinn
wasdenudhduiidadinlumsinmuastlasiuilifioruquuiiuiy  oandnihoua:
Fanmuuaslsevanadsaiiovinmanadumasiudon

TaaRlawnsa (Clopidogrel) Wiafi mhshlssmalmomelddanisaiwaing Plavix®)
dueniliiszamBaaBaszing lumsdestuamuquusmasladuiangaduisluile ussly
anaald umlgsesedilumssaniluamadiumniivasnidan (coronary stent implantation Jlag
mstutamssunguivraandaian usnidnmuann madamadite dlasnitamsias
Auasowmmsemlgdaandias mbivnesnmsuisiy Tasssdmsundsniuviaguions
fulisnnsowdavisdundmhoieuddulueaald

nnaddgidnsallsanasadoauariilaludns oo 69 eoo,000 lilsnnumiléd
wwnszuuwanUssiugummduminisasuudin(ee funu) ﬁﬁaﬁnmuiwtﬂw’r’ﬂﬁuﬂgaﬁa
wo.¢ Hudladall uatidssnnmilinmguessuiiznuiihia Smuhiitizdosas vo vas
ré'ﬁw'[*snuaamﬁaaqm'i'uﬂm'lﬁ's:uwﬁnﬂ-:zﬁuffvn'm:hwﬁnﬁnfu#mmsmﬁ"lﬁqmﬂ winide
Tamaliiimiudeuluaase lasmaithendamdywisudandamigiuadulizsma namnil

FATARRY......



WL et SO 41 s A t'hﬁffl. VIt 1 1';1|t171ﬁdﬂ'!1ﬁtﬁufnj b - alo W7 '-‘i'lwz'!l' IF.Ful'I'?LITH‘lﬂﬂl'I-'!'J'ﬂ{H
namlizdugun d sl nilued dIdsiramysel
a1 Xy 1 Teo i 5o nuana mSU S ums amsagy ( Doba Declaration on TRIPs and
Public Healih) 3211311 szmandniangiezinilnsmsesisagy Tnoamzoorbudaihins d,
s ndndsongad ol Sonstidu s lunsdifinuindlug wou sastiiahalss Tonf
OB Bonan widngrnoidisantiasveInod Idiwgainseming nune nsu Wangaw
Anfiviag 18 f‘f#ﬂrl#ﬂ‘li'jz'hl‘lflrl‘f‘lﬁ 1 lnlse Tewi ludonsisddnainds -
F 1 0 ded nnea WUMTQda 11951 Ze WHANTETIFTYYRTNIURT 1A, lodlol ud Tuiiy
i Taons sty gaaniing (ATUH o) N, wded HaznsETWTygAGNETR (A1TUR @) .
wddle  MzNEngvieembzmalddnaminidasniiidonsf i Plavic®  wozoii
aantliznmiuet Clopidogre Tunnagaidriu 1'm1f¢ﬂ1gﬁ’11§d ivesw AT ENE A3 Ltz o
Taomunnlifagdn lﬁl.l'llﬁ"lﬂﬁ'julﬂltrﬂ%ﬁﬂillﬂuﬂ‘mﬁﬂi'ﬁﬁ11111“1”1114]1lﬂ'}1‘~.w:h 7750 @ LHINSZ
iR 1. b dlels mﬂummﬁ:ﬂmm.:W‘Llryruaim‘um (R o) WA, lo&ond Dz
Wiz e A ans1Tas (91707 @) Wit eate moldidouly dil
(o) I EnT AR uwiainduduly oundesmmizszriowesdndinsnTommn il
Hodldunil :
ilo) ﬁ_f ada o Womiigdmdninmaisme luns IS asuddiguihude s o imm:
rjﬁﬂﬁin TN 23 TR 1AM ANTUA NN A WA, & da é‘th:ﬁﬁimuﬂ'mﬂ‘i‘ L
Tiggginhs fudany o o doe un‘;ﬁuﬂﬁ15'lmsu'umﬂnnﬁswmunnnwﬁ}'nwms
HAzqNT 19w 193 1 Waithid wad woudies1Smii Tnu‘lﬂaq'l'uq aviiieve e
() drmunnwmenunyhiundnssdndias fnoudenoz o.& vaayaninis funihon ey
wanan Tasnamsndsns
iz m nesngy vzud Wnsadntiasuaznnmindiumailyap 1WA My w Taviidnd)

- -’:' .
satl iz lifns nilaod i

i
sznim 11mll£u/m1 Niloa&o

ol we) Yo Tsnb

ldansznsnams sagy

30



7 a6 odloe.a/e/ 591 nsumuanlse

ouUANUUY FrTauuny3 esoo

29  woeimeu bedw

J - - - -

Gav  misldandmuwseyUygaansUasdmiuen Efavirenz
- - - - o'

Gou  adudnsuniwddunniygn

. J - ‘ - - -~ L
andandin  dun dismensuaiugulse Gae msldandemudndvaseunuaznio
11V @ RUU

fu nsznsnmnsugulaonsumuaulse ladgudumsmuauilastumsszuanes
Tsneadrnfimaiennuazliviniquainidasdaeslaiusrfianead Rnsadivi o
Efavirenz [Jumduhimenloifivssansmwilumainugandaerleussfihuiondfine
giuiuunwies wazinauningauuazaimstndssbizuus uddmumgindainaninannni
nduliserladrdadu g Aldludsgiuindaldludssng viliiluguassadenisdnass
sutsnnaiamauinsndmubisussmudiiem

Wwelimsbivdmsguainwgandaenleiussdihuead lussuundnysziugunm
uwieen@ sruulsziudien uaszuualaAm sinymMEINaTo TIENMSUATgNINTBITNTIEMS B4
HussrvuilivimsiemssndsTonlagsuliznuwiuiuresiy fanuasaunquiianiuia
fUseRuauld@ uszUanadoanniu Tagsuniodhfenedadsnsnldadiensounguuasias
nENINAsIInge laensnarugulsadelddnduanivaserdenan muue ¢e uds
Wity dAanaUas w.a. wawe utluiadslaensenetygaanitas (aUud ©) w.a. vead
warwsrTUygaansias (ufl o) w.A. wecw uaznsuliosdnmisundnsaniiuglsinsoy
AT @D 2T3A @ WIWSETIETYGRINEUAT W.A. wawe ufluiudnTes wenelygaanddas
(RTUT ) WA, wema wasnselygRanstas (alufl ) w.A. beaw unu tRelvilen Efsvirenz
vimsliungihulussuumdnyssfugumwi o ssuufindmnud Tdluinnuiinndu neazidun
ﬂﬂngmuﬂsznw#uuumﬁ‘:uﬂ

- - J -
FuFoumnialusansiu uaswiniianuiudsznmisla Tusaudelinsuaugulse
] [
NIENTROBITUEY NIuse lhsesluwstan

TBUAMIANINTUDD
.

(nesds gunsand)
ssuRnsunUANTsR

ainlsaond Tnlsa
uaslsndadamunasunus
Tnifny o wéwo owee
Iﬂiﬂ'ﬁ o bddo mbbgle

31



32

788 odea.aras 529

nsuAIuAulsA

ouufinuuy Svinuunyi eecoo

by woASmry  wdaw

- - ) -
des  misldanEmawmszetiggdandlinsdmive Efavirenz
Gou  gIamIuien Buesd (Usendlng) $ifie '

. -l w - - w w
#ndande  dun dizmansumuanlsa Gee myldanimndnddasdumuas osioe
YU @ iy

min nseninasingulsansunuguln lddudunmimugulesfunmsrnanes
liaeadnutamswannuarIiuinmsguadnm g'imﬂl.nﬂn’manjﬁ'maﬁ d AT
Efavirenz (Huend b faiorlsiddvssindamdlumsinndandoierloiuasfihoendidnms
piifuiuunwias uasiinaunindeuuscoimrhadsslizuun uidomafodindndnennnh
priulaimerlotelindu g Alfludsgiuisdnldludssng vbiifluguasindenisdnass
awsnanitemavinsedulafaussmadion

Wolimsliumsquainwdandowrleiuasdioend lussuumindssd UguNIN
uwhen@ szuudszAufiay warssvuriadnmsinemnnaresdinemiuasgninemanems &
HussrudbivimademssulsTmmllasanlsmnaududiuredy Srruessungudianinie
Hussiunulia ussUapafiuuniy Tavannsadymsiadinanldeduasaunguuasiais
n3ENINE1671I0NAT eensuatuauliaferelddnEmuiniUaserdens’n muunen co uma
wirT Uy gRAnsUnT w.a. wawe utlyiudulasnsznelygaanites (aUufl ©) w.A. beea
warnszTtygRaniUas (RUufl @) W.A. wadls uazuaulisdmandenisudiugl8anganu
AT @b IR @ WhansENBUYGRANETRT WA, wawe uilnRudsTen weerelygRanidne
{nﬁu'ﬁ' o) WA, BEma uaswIsTUgORaniUne [aﬁuﬁ o) WA, Eae WNY LD NN Efavirenz
vimibiuigiheluszuundnussfugunwns o ssuvinanuds Ilusoaufuniy nesadon
Uningmanssmeftuuundaod

FeFounnAeTusensuussminiiamaiiudsenisle Tsnudalintumuaulsn
nIEnTRMEINEE nuds Wmesstunizan

vauARsmTINTUR D
wiinlsmand Jnlsa (W59 qunaan o]y
unelspi aramawaduiud eSuRnsumunula

Tnifwy 0 wéco mvee



b
88 ledoe/a/a HYLA nsuauRuln

ouudNuY Sawinuuny3 eecoo

19  woAimeu wedw

J L - - . -

G maldandmawsenudygdinitasdmiue Efavirenz
- L -

dou  ddwnenissdmandensy

. - - [
fefidandae  dun Yiemansunugalse Goe msldindmuanidasdumuas s ius
1 ¢ Ay

m nsznTnnoIuglaaninaivaulsn lddudiumimunailastumsssnves
Tsaeadsudimsimnuasivimsquainvdindeiesloiussflasiend Rersanidtui o
Efavirenz iHumndwbiseylaifivssdnsamalumiinngandewnlsiussgthownadiiam:
piufivunmies uazlinaunsndouszmmstiAsslipuiusn widomeRndindninannnh
ndwhimesloiriedu g AMfludsgiuisdaldlulszma i liduguassadenisingss
sussnaemsuinsndn b isussmadfn

wabimibivinsguainengaadaerleiunsfiboond lussuumdnussiugunm
e @ szuutseiudiny ussszuuaiadinsinswenatasiinensussgndtsrasmenyns 3
HuszuubivinmdemsisasTonTavsulssnuusiuiveoedy fenuATauRguianinie
fuszfunuldd warUaasfuuiniy Tavaunsodfsrydndandrsldot ATBUARNUATIFY
nsEnsasIInge nonsumuanliafwald@niaudnilnsoifand s e uis
wisTUydRRnitas w.a. wowe uilndudslaonssrdyddanides 0l ©) e, vaoe
waEwsrT Uy AEn3UnT (aUUR @) WA, wedle uazy suliasdimandensnniugdldandnu
AT ob 1530 @ wiwsETeTygRANEURT .4, waws uiltfmdnlee wieredydaaniies
(TR o) WA wama waswsrTUygRENEURT (RTUR @) WA, Beds wnu e i Tie Efvirenz
vimsliungihelussuundnussfuguais o ssuuindinuds 18luinnuinniu swezdoe
Usngmasemafuuundouil

FadvusndeTusansu uaeTusafinnsandndunisludiudi@satoasalu wing
arudiuuaclawavsznisle Tseudalinsuarumnlia niznsemsiingy noudelude sz
WiLAN

vaudaRTINNUle
aunlseend Jwln 5 ﬁ}f}\@
uaslspfmmamawAdNyY
1
n3fny o wewo owes flﬂll‘!if‘l qunsd)
esuAnsuAtUALTem

38717 0 weeo oEek

33



75 0424.1/ 344 nrumuAnTze

nUUAI N FamdnuunyT 11000
24 NNTIAN 2550
For  nasldAnBRmAVERIF sz ATt (nTlegmrusuTEwing Lopinavir s Ritonavir)
Fou  stuAnmumindRunieygn

Aafidanadng  Urznianmumauanlia des sl 4R muAnstnsdus uasieiou

(NILNGATHANTININ Lopinavir UAE Ritonavir)

» - b - - o
fau nanmunulie Jaiwihieougunrrziasealiaeadmutaniriinimmua
- L 5 0’ -
fmwdindenletunzdlooend Wiudn o1 Kaletrs WTRUIGRINANTENIN Lopindvir  uas
_ , “ e - _.
Ritenavir ifugnsulofaeslednidnuningalumsifinelmeadluilagiy Inoewizlunrddn

- 3 JX . x : - -
miAnideRaessungnriugu usknmnieadangnidvidar Saludnfuslulematadios

Mudur W eimange uglsssedenindfeenfangn

Fafu deliiBadentleiuecilovend Wurzuuudny refugInIMUMTR TEuL
Urziudaay uazrzuuadafnmsinemeuisredimnaninussgndrsresamenanirsarndats
1NgATEANTEWIN Lopinavir Az Ritonavir 11y nsu ruAulrARs 1 iAnEvesAvidnruadangig
ATUNIATT ke WHINTETIIURQRANS TR Tnuuaﬁuunulﬁm Ansindonsnndudldf@nian
UINIT @b 2TTA & WiInTETIIUOIAANTTRT ununtuatuAulse uas Fonfaliznia

o :
niupruRulTAR AL

FaFpunwvellenu

uanamtUTLle
=%

B
faradt gunsined)

sRuRnsuAyRTre

daninireend Sulte uszlrafRmrantanafuiud
Tnsdwii 0 2590 3211
Intanr 02590 3212



nruAtuANlsA

WA 0424 '..'j‘qé
DUUATIUWY SaudauunyF 11000

& unrew 2550
Fos  nrliEndevAviunedueiussiondu (nrdlongrsuanszudng Lopinavir une Ritonavir)
Fou  Emselndimrun Kaletra

| - - - - s
fandandine  Ursnimnsumuaniee Fes mrldRvEnudniinsfusuasine e

(nIripgAINANTEWIN Lopinavir WA Ritonavir)

- - -l - o .

#u nruaduAulsa liwihiacusunirszuimeeslimendradian s liiinmgis
- ] - L - i @
rnmgnm’immlm wazfunuiond il 61 Kaletra WiRuagmIuansswing Lopinavic  uAs
Ritonavir tlug1fulafmerledfiddnenwgelunsfnelraeadludasiiu Inuanas lundis

- o e = ' -l . - - e - w wwl

nEnFeRAeRongRTRUT L wAdtumR R AINE AN TRsAuares SallRendadusimvau
Duidrresdiniinregludisasainifivare@es Tandsaasannisutadiu inleaiisaag

Duguanesenindrfeendangm

Fraru L#ﬁlﬁ@'ﬁmiam-nh’! unzgilamend lursuundnusziugeninuinii
rruudrsiufian uarrruuadafnirinsmeunstssinimuszgndrsremaarenirann
dflee1gesuanrzidng Lopinavie ke Ritonavir 1Hi16u nsumuAulsada 1 Avisesindnren
FINANIAMUNIATY o wiantzT Uy RANEdRAT 4 Inumwmu‘lﬁﬁaﬁm:rmi'-nnﬂmﬂué'lﬁhﬁ
ANNIMIY e 2TTA @ WHNTZTIIUQIRANELNT 4 ununTuAIunule Wil azdruAmsuuny
Wuriving drurudeuss o & toaysAIN T bhnurdeantyfindtnlavesfninndanim

- o -,
noaziduadslrzmmnmumiunnizaidandng

- F -
FaFuvuwndelusavru

snusmeaTTLlie
<
TR
S
(neste qunsransdy
dninTsmend Snulsa uazlrafinfonamAdud® Bnsuant iy Tea
TnafwaT 0 2590 3211

Tnrans 02590 3212

35



7 a0 04249/ 345 naupauAnlse

nuuRTuu Saudauumy 11000

26 wnmmu 2550

-
i
3

1 mrEEnEauEvEURTA e ua s (n1ilungrIuanTzwing Lopinavir UAT Ritonavir)
Fuu  déwnniresdnandansy

Adidaadon  Usznasnsupaumitee Gea nislavimudvitnrdueuasifot

fnTrden gmTH AHT=WIN Lopinavir uRz Ritonavir)

A nrumauAulse 4¢ﬁuﬁ‘ﬁ'1muqm1ﬂ:mmuairntnnﬁﬂuﬁqmﬂﬁu‘imtguﬂ
Fnwn ﬁinﬁamﬂﬁun::ﬁ'ﬂwmnd’ Wiuin 17 Kaletra® VTeEgATURNTEWINY Lopinavir  UuAE
Ritonavir Wupfulafaerleifidnenimgslunisinelimendlulsg iy Inoanizlunsdag
mtﬁm{ﬂﬂiﬂﬁﬁman#u_fm uwrowmpilsrfananalanding Jadindnfunlufosmatmifing

Myl Mlieninaigs Wuglanaienindtenfingns

,

faiu e liRedeeslefuscdinmend lurzuuvwdmlszfugannuwiond szuy
Ursiudaan uazrzuuadadnmeinemwuiuisrasdirenisussgndrsremamsnmmunrdaia
enamILAATEIN Lopinavir uaz Ritonavir Winedu niumuanlsadsliavasansa Trudidunag
AINNIRTT o WHINTETIUURRANELRTY 1Y AsiTun ﬁqﬂr:mnnmmuqu‘hnﬁﬁqm At

wiaufutivensuwnussdn rndenrnndudd@vinuuine as 2298 o wiawrzTrminyo)

Andvar wiu TnwesdAnnrndanrruanronsziinas A luiui

x X ” 3o
wallWeaAnannganrnimuirsvun1iReaun T de  fe R avTed g uamy

e i o - - e - e
Usznaadanan thiulsdrdnanin oz udeuls suftszna Al

FeFvundellmandunis

: ' sguanIATILle
L

T

{snnede ﬂunﬂﬂr!!ﬂ
dinlsmond Srulre unslspinsaniawadivaduRnsuaupuTee
Tnrfwdi 02580 3211

Tnra1y 025903212



AP PR L]
PO wWEod u

ol
" @6 0201.043.1/392

NIENTNEBIINFY
puuAnuW Jamdauumud 1000

2 NUMWUS- 2550
\uad s lddnieudnivasiumuaznaium nsdmlaadilomsa (Clopidogrel
Gt abudnsumiwtdumalgun

Yo ™
dandguae UssmAnIEnT g gy 589 m‘ﬂzﬁﬁnﬁﬁl‘mﬁnﬁummumuﬁ,nﬂnmﬂ
nydlenlaanlansa (Clopidogrel)

fw nsznsnassaguiiuh mleadlansa visfidmhelulsznalny
Tuslamsdhwaring (Plavio) (umazanedudaaiidnamwgslunsinuuasiioaiy
Tsanasaifoagadu uddidvafiedindnianivasduases Sedudasod
Tuiasaaaiieanedn dnannmsudsiy Mbimdnmgann deliiieglassene
Msthfiendnan

gy tieligihesmelsmiTluavaandan Tussuuvdnussiugummaviani
stUUUsEAu@IaN  wasssuuaIaaMsTnNEINETU YNt IBMIUATANT NYBINWTITNS
snansohieenleailansa ldanniu %qtﬁu'lﬂmuuiﬂmﬂn‘nﬂ%’nwﬁ’nﬂ*rﬁ'uﬁumwﬁmmﬁ
uriszmulng nsznimsngeildandyasdndvaiménan maunes 51
umwnswummmﬁnaum W.A. 2522 UAL auuurﬂmwmmu Tasuauvanal
aadmsundrnssutud lgdndauinen 36 2530V udawszTelAans TR un

-l 4 J L
PeazdyaUnngmuEnduNa e

- o 'J Lt - L 1 )
Fadpurnalusans v wasiansandnudumsdaly wamsduiiums
Fuvszmsle veldllsaudaldinsznsnmsisugunnuaiy audupszan

Ainnulaansznsn
O
ns. 0-2590-1430 Qe yuonTial
vinnnnsimannag -
Tnsans 0-2590-1434 b

37



38

-
18 0201.041/ 54§ NIENTNITIIUGY

ouudTIUUY faviauuny3 11000

19 MMMViUS 2550
-‘ - - e » ol -
Gae msldangmuandvasaumuazsiud nsdiolaailamsa (Clopidogrel)
LS8 @ﬁ‘wm-;u’ﬁﬁ"vmfiuﬁ ~Futsaatly (Ussmeing) $na

Bfiduandy Ussmansmssnssage Fee msliansmudnivasdumuazaniag
nsfignlaadleawnsa (Clopidogrel) '

funsenanmsIsugy v inlesflamnsa viansmiheludsanalng
Tudansdrimending (Plavix®) L?Juma::maﬁ'uLﬁnaﬁﬁﬁnumwgﬂun‘nﬁnmuax
fasiulsevasnidangady uddumafitdnanianiiasduasas JefifosndoSos
ﬂﬁnutﬂma’nnaqanEﬁmag'luﬁaqmmmﬁmwmﬁm TasUmannmsudeiy il
nMFunnnaviieadassanamsuhieendingn

datu e iihedelamlauarwasaidanlussuundnusziugunin
uraTd sruudssiudeny warsruuaisdn I nEIweIUIaYet YN SUATaNI NTaN
yuswnsansasiienlasAlansaldneiu nsensnmosugeiliandussanivas
gaanam legdillumImuined 51 uiinssnsiuaaandtnst wazslduauningly
asmandenssniudiansouanns 36 25sanils wismssnulygaanatam un
nRNINMEIINEY Neil resasuamilifuiiu Sinudesa: 0.5 vaadins

* ] - L ] y - . J >
-=h\mmtn§ammymnmﬂmamdmsmﬁ'ﬁmw TNeavdandnngmudandanedis

o - l v ¥ w

FaFsunislusanmukaznsznmssagresldudiimuaianing
< " w ] = - ‘ 3
lﬂ—a“‘“’n‘iuﬂﬂaqﬂ'u'Lul%E}\WnGIBULl.“uuﬁsnﬂﬁleﬂﬂﬂu"] AINNIETT 51 1TIATDN ﬂ'ﬁ‘lﬂ

/

AAUTNIA A 17?{;

w - 1 o v,
dnnulaansensnasIngy (redsg) - yaondiling
Ins. 0-2590-1438 YARATIN TN

Ins. 0-2590-1434



Y 850201.041/ 549 NIENTNATVINHY

ouUANUUY SIauuny3 11000

13 nunwus 2550
-J - - -
Goe mMslganmudndvasdutusznssosd nsdelaaRlainsa (Clopidogrel)
Geu gaonsmdnsindnam

. J - - - - -
dendanin Uszmanszmsn@ssngy Gas Msisandmudnsiasmusuasoniug
nsdienlaanlawnsa (Clopidogrel)

fronsans s gy iud nlaailansa wiatdmboludsenealng
luBanisdrimarding (Plavix®) Lﬁuma:zmrautﬁaa%ﬁﬁnvmwgﬂumﬂ*'s'nmua::
floatulsenaaaidangady LL(-iﬁ?EJF.“ﬂiﬂ{U'l Ananianiuasduases Jadindadmily
vewwaeizenodn Undnnmacsiu ilinidnegann uazdsznsuinaunn
lsruuwanyseiuguamwsesimossuy lisunsadhdsmdenanld

dasiu e lidihedelsamlauszvsandan  Fuilugdiiansluszuy
wanUszAuguaIwuriend sruudsenufiay uwassruuaiadn IinyINeNaEes
MIMSUATINTRTBIN WY smnsouhianTaaRlansaldmnniu dafuluas
ulsvrwmsandndsziugumwdnmihhiuaUszrsulng nasnsnassugeialy
NSmuaAnSUasnananIMuNInI 51 uinIeNBUugaanslias Neanduans
ﬂﬁzr’nﬁn'izmwmﬁﬁmquﬁ:dw"lﬁ"lal ﬂ'i"aw'\'ui":uauBuuu‘rﬂ'lﬁﬂﬁﬂﬁmé'uﬂﬁmﬂu
glfdndmanns 36 137Anil uhinse iy g Rdndingt uny Taussdmsundunssu

il Waedmsindrnisyiannsuunmsdamumslimiudendavd
muﬂizmﬂﬁdnﬁ'n'lﬁﬁu'la'hﬁnﬂﬁﬂtﬂt'fm*m:'luLﬂau'lnmuﬁﬂiamﬂ'l'ilﬁﬂfﬂ

-y tJ - - i v
NEsualusndniiumsanludre

souamaIpiude

MNINOUURANTENTRNAE I (ose  yuondiling

1ns. 0-2590-1438 RN T AT NI
Ins. 0-2590-1434

39



EXECUTIVE OFFICE OF THE PRESIDENT
THE UNITED STATES TRADE REPRESENTATIVE
WASHINGTON, D.C. 20308

The Honorable Sander M. Levin JAN17 2007
U.S. House of Representatives
Washington, D.C. 20515

Dear Congressman Levin:

Thank you for your letter concerning the Thai Government’s announced intention to issue a
compulsory license on the AIDS drug efavirenz.

The Administration’s trade policy continues to advocate strong protection of intellectual property
rights as an essential element in fostering innovation in the development of life-saving
medicines, including those medicines necessary in the global fight against HIV/AIDS. Countries
like Thailand, facing major public health crises, need to play a role in and benefit fully from the
development of new and more advanced treatments. Strong protection of intellectual property,
including through patents, remains a vital part of that process.

The Administration also remains fully committed to the flexibilities established within global
and national intellectual property regimes enabling countries to address effectively significant
public health emergencies. As recognized in the 2001 Doha Declaration, these flexibilities
include recourse o the issuance of compulsory licenses. We are continually striving to strike the
right balance between strong intellectual property protection as a means of promoting
innovation, and appropriate use of flexibilities to address urgent situations. These objectives are
both achievable. '

With respect to the recent announcement of the Thai Government, we have taken care to respect
fully the Thai Government's ability to issue compulsory licenses in accordance with its own law
and its obligations as a member of the World Trade Organization (WTO). We have not
suggested that Thailand has failed to comply with particular national or international rules. We
have indicated that it would be appropriate for the Thai authorities to respond to any requests for
direct discussions by concerned stakeholders, including, among others, the patent holder; we
have not sought to insert the U.S. Government into any such discussions,

Our trade policy dialogue with Thailand will continue to emphasize the importance of effective
intellectual property protection as an element in that country’s effort to strengthen its investment
climate and promote economic development. We will stress the importance to Thailand of
abiding fully by its WTO obligations, but - as we have done to date - within the context of a
full respect for the Doha Declaration and for Thailand's ability to make appropriate use of the
flexibilities embodied in WTO rules.

Again, thank you for your letter and for your views on this important and sensitive issue.
Sincerely, ,
Susan C. Schwab
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Recent examples of the movement on the use of compulsory licenses around the world.
James Love, CPTech / www.cptech.org / mailto:james.love@cptech.org /

1, North America
1.1 United States

(1) Mandatory compuisory license patents whose term was extended by
GATT implementation
For patents that were extended by the change from 17 years from the patent grant to 20 years
from the patent application (the delta period), the Congress created a mandatory compulsory
license. The compulsory license applied to over 100 brand name pharmaceutical products.
However, drug registration issues that were not addressed in the GATT implementation legislation
undermined the benefits of the compulsory license in the pharmaceutical sector.

(2) Cases involving government use under 28 USC 1498
In 2001, DHHS Secretary Tommy Thompson used the threat to use 28 USC 1498 to authorize
imports of generic ciprofloxacin, for stockpiles against a possible anthrax attack.
In 2005, the US Department of Justice cited its right to use patents in 28 USC 1498 when it
opposed injunctive relief for infringement of the patents relating to the Blackberry email services
supplied to both the government and private firms that used the Blackberry device
to communicate with the government.
In a November 2005 Congressional hearing, DHHS Secretary Michael Levitt testified before the
House of Representatives that he had threatened to override the patents on treatments for Avian
Flu if companies had not expanded US production facilities,

(3) Cases involving Bayh-Dole Act
In 2001, the Department of Health and Human Services used its authority to exercise March-In
rights for patents on stem celf lines held by the Wisconsin Alumni Foundation as leverage to secure
an open license on those patents.
In 2004, DHHS refused to grant march-in rights in two cases brought by Essential Inventions,
involving patents on the AIDS drug ritoanvir and the glaucoma drug latanoprost.
In 2006, the Centers for Disease Control threatened to use US Bayh-Dole “march-in" rights to issue
compulsory licenses on patents on reverse genetics, which are needed to manufacture vaccines for
avian flu,

(4) Cases invalving merger reviews
In 2002, the US FTC ordered a compulsory cross-license of the Immunex tumor necrosis factor
(TIVF) patent, to Serono, including the “freedom to practice in the research, development,
manufacture, use, import, export, distribution and sale of TNFbp-I Products and certain
glycosylated and nonglycosylated fragments, derivatives and analogs
thereof in the United States.”
In 2005, the FTC ordered a compulsory license of Guidant mtellectuai property surrounding the RX
delivery system for Drug-Eluting Stents.

(5) Cases invalving non-merger remedies to anticompetitive practices
In 2002, the US Department of Justice required Microsoft to license on reasonable and non-
discriminatory terms intellectual property rights in a number of different protocols needed to create
products that were interoperable with Microsoft Windows.5

(6) Cases imvolving the new US Supreme Court standard for granting
infunctions on patents. [eBay Inc. v. MercExchange, L.L.C., 126 5.
Ct. 1837, 1839-1841 (U.S. 2006)].
In June 2006, a court granted Microsoft a compulsory license to use two patents owned by z4
Technologies that relate to digital rights management systems used by Microsoft for its Windows
and MS Office software programs.
In July 2006, a court granted DirectTV a compulsory license to use the Finisar patent on integrated
receiver decoders (satellite set top boxes), for a royalty of $1.60 per device.
In August 2006, a court granted Toyota a compulsory license on three Paice patents for hybrid
transmissions, for a royalty of $25 per automaobile.
In September 2006, a court granted Johnson and Johnson a compulsory license to use three of Jan
Voda=92s patents on guiding-catheters for performing angioplasty.

1.2 Canada
In a September 2001 Speech on the Myriad Gene Patent, the Ontario Health Minister called for
compulsory licensing of patents on genes relevant to tests for breast cancer. In January 2002, the



Ontario Advisory Committee on New Predictive Genetic Technologies published “the Ontario Report
to Premiers: Genetics, Testing & Gene Patenting: Charting New Territary in Healthcare.” This
report noted that the Doha Declaration calls upon nations to take measures “to protect

public health and, in particular, to promote access to medicines for all,” and concluded:

In order to prevent the statement from providing a hollow right, the concept of promoting access
to medicines for all must include providing access to the diagnostic procedures necessary to
determine when and which medicines to provide. The federal government should, therefore,
amend the Patent Act to specifically allow the potential for compulsory licensing of patents relating
to the provision of genetic diagnostic and screening tests should this power be necessary.

On October 18, 2001, Health Canada overrode the Bayer patents on ciprofioxacin, and authorized
generic manufacture for purposes of building a stockpile as protection against an attack of certain
strains of anthrax. In announcing the action, Paige Raymond Kovach, a spokeswoman for Health
Canada, said: "These are extraordinary and unusual times . . . Canadians expect and demand that
their government will take all steps necessary to protect their health and safety.”

On May 14, 2004, Canada passed BILL C-9: An Act to amend the Patent Act and the Food and
Drugs Act. The law came into force on May 14, 2005 creating Canada's Access to Medicines
Regime (CAMR). The purpose of the legislation is to allow Canadian manufacturers to export
medicines to countries lacking manufacturing capacity. Proposed royalties paid to the patent holder
vary according to the importing country's Human Development Index. The benefits of the Act are
limited to products listed on "Schedule 1,” the list of patented pharmaceutical products that are
eligible to be exported under the compulsory license. Civil society groups supported the passage of
the legislation, yet they also pointed out a number of flaws in the bill.

There have been three requests for compulsory licenses under the CAMR. The first was a
December 14, 2004 request from Essential Inventions, for the manufacture and export of Imatinib
Mesyiate to Chile. The Canadian government was not responsive. The second was a request from
Apotex and MSF for the manufacture and export of a fixed dose combination for the treatment of
AIDS. The third was a February 13, 2006 request from Biolyse Pharma Corporation, for patents on
oseltamivir phosphate, a product sold by Roche under the brand name Tamiflu.

On August 31, 2005, Schedule 1 of the Patent Act was amended to add lamivudine (150 mg) +
nevaripine (200 mg) + zidovudine (300 mg) tablets - the fixed dose combination in the
Apaotext/MSF application.

On July 1, 2006, the Canadian government published a proposed amendment to Schedule 1 of the
Patent Act to add oseltamivir phosphate (75 mg capsules and 12 mg/mL powder for oral
suspension), which is used in the treatment and prophylaxis of Type A and Type B

influenza. In September 2006, the product was included in Schedule 1.

Apotex claims as defense to an infringement claim, that it sales of generic copies of AstraZeneca
Zestril and Merck Prinivil tables are permitted under terms of a compulsory license. A trial started
in January 2006.6

On May 7, 2004, Torpham successfully appealed a rejection of a compulsory license application
involving Merck patents for the manufacture and sale of Lisinopril. Torphan had sought a license to
the use the patents for purposes of manufacturing and exporting to the United States, The court
held that the request for the compulsory license had sufficient merit to be proceed to the next
stage. The court held that serving export markets abroad constitutes Canadian demand for the
patented product.

On September 16, 1998, Brantford asked a Canadian federal court for an order compelling Merck
to licence patents needed to manufacture SESIC. On April 30, 1999, Brantford filed another
application for a compulsory license. The case involved a number of procedural disputes and
appeals, such as a February 2, 2005 court decision rejecting Merck’s efforts dismiss the compulsory
licensing application on certain procedural grounds.8 A hearing on the compulsory license was

held in April 2005 before the Patent Appeal Board. On September 1, 2005, the Patent Appeal Board
upheld an earlier rejection of the compulsory license. Brantford appealed to the court. On
November 7, 2006, a court in British Columbia upheld the rejection of the compulsory license,
holding the Commissioner of patents had not erred in determining that patent abuse had not been
established, since it was reasonable for the Commissioner to find on the evidence that there was
no genuine market demand for the product, and that it was reasonable to find that not enough
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time had been afforded Merck to respond to Brantford=92s request for a licence, and Merck=92s
silence could not be construed as a refusal to license. 9

2. EUROPE

On April 29, 2004, the European Court of Justice issued a preliminary ruling on compulsory
licensing of intellectual property rights under European competition law, in the IMS Health ws NBC
case. The ECJ held that under certain circumstances an obligation to license an intellectual
property right exists. The four conditions were:

1.  The intellectual property right should constitute; upstream, an indispensable factor in the
downstream supply of a (secondary) product.

2. The potential licensee should intend to produce new goods or services not offered by the
owner of the right, and for which there is a potential consumer demand.

3.  The refusal should not be justified by objective reasons.

4. The refusal should be of such a nature that it reserves for the owner of the right the
market for the provision of the product, by eliminating all competition on that market.

2.1 United Kingdom

Following the passage of Directive 98/44/EC of the European Parliament and of the Council of 6
July 1998 on the Legal Protection Of Biotechnological Inventions, the United Kingdom amended its
patent law to provide for mandatory compulsory cross-licenses of certain biotechnology inventions
used for agriculture. The license is available to plant breeders who demonstrate a technical
advance. The December 6, 2006 UK Gowers Review noted the British Society of Plant Breeders
complained the provision is ‘ineffective in the UK at least’, because to prove an advance the
product must actually be created, thereby infringing the patent, in calling for an expanded
research exception, to permit broader use of the compulsory license.

2.2 Germany

In 2000, Roche asked the German government to grant a compulsory license on a patent
protecting the Blood Screening HIV Probe owned by Chiron. On May 22, 2001, a licensing
agreement was reached between Roche and Chiron. In return for its license, Roche agreed to end
its attempts to obtain a compulsory license.

2.3 France

(1) RU 486
France considered the use of compulsory licenses in the case of the abortion pill RU 486, which
was developed by the French pharmaceutical manufacturer ROUSSEL UCLAF. In response to
threats of boycotts by pro-life organizations, the company withdrew the product from the market,
In the subsequent efforts by the French government to reverse the decision, a court ruled the
government could obtain access to the medicine by using the ex-officio license system. Earlier,
however, the product was already back on the market, so the ex officio license was not needed

(2) BRACI and BRACZ patents on breast cancer tests
France was among several European countries who were outraged by the high prices of breast
cancer diagnostic tests, because of the Myriad gene patents. In 2004, France amended its patent
law to allow the broader use of ex officio licenses, and in particular, to authorize the government
to issue ex officio licenses to patents on certain dialogistic technologies. The new act provide that:
Where the interests of public health demand, and in the absence of a voluntary agreement with
the patent holder, the minister responsible for industrial property, may, by order of the minister
responsible for public health, request ex officio licenses in accordance with Article L. 613-17 for
any patent granted for:
a) a medicine, a medical device, a medical device for in vitro diagnosis, a related therapeutic
product;
b) processes for obtaining them, [or] for products necessary in obtaining such medicines or for
processes for manufacturing such products
c) a diagnostic method ex vivo.

2.4 Belgium



Belgium maodified its patent law in 2005, creating a new compulsory cross-license for biotechnology
inventions, and also a new compulsory license for public health purposes.

2.4 Italy

(1) SORIN BIOMEDICA/SNIA

On June 14, 1994, Sorin Biomedica S.p.A. filed a lawsuit with the Court of Milan, Italy against
Chiron Corporation and Ortho Diagnostic Systems S.p.A. for a declaration of nullity and
noninfringement of the Italian counterpart to Chiron's European Patent 0 318 216 (the "

'216 patent"). Sorin additionally filed a request with the Italian Ministry of Industry, Commerce and
Artisanship ("ICA") for compulsory license to the '216 patent. Chiron filed a counterclaim and
sought a finding that the patent is valid and infringed by Sorin. The ICA suspended Sorin's request
for compulsory license pending the outcome of the litigation.

3. ASIA

3.1 China
In 2005, China used the threat to a compulsory license to obtain voluntary licenses to manufacture
generic Tamiflu.

3.2 Malaysia

On Septernber 29, 2004, the Malaysian Minister of Domestic Trade and Consumer Affairs issued a
two-year government use compulsory license to import from India didanosine (ddI), zidovudine
(AZT) and lamivudine +zidovidine (Combivir).

3.3 Indonesia

On October 5, 2004, Indonesia issued a compulsory license to manufacture generic versions of
lamivudine and nevirapine, until the end of the patent term in 2011 and 2012 respectively. The
license is for government use, and includes a royalty rate of 0.5% of the net selling value.

3.4 Korea

On January 30, 2002, the People's Health Coalition for Equitable Society, the Association of
Physicians for Humanism, and the Korean Pharmacists for Democratic Society jointly filed for a
compulsory license for Glivec, a drug to treat chronic myelogenous leukemia (CML), and
gastrointestinal stromal tumor (GIST). The request was rejected.

In October 2005, the Korea Food and Drug Administration (KFDA) announced it was considering a
compulsary license for the manufacture of generic versions of Tamiflu.

3.5 India

In February 2005, India amended its patent law, to provide for patent protection for
pharmaceutical inventions. The legislation created a mandatory compulsory license for products
that were already manufactured and marketed in India.

3.6 Taiwan

On July 26, 2004, the Taiwan Intellectual Property Office (TIPO) issued a compulsory license to
Gigastorage for 5 patents related to CD-R of Phillips. The term of the license is through the
expiration of the patent terms.

In November 2005, Taiwan issued a compulsory license for patents needed to manufacture and
sell generic versions of Tamiflu. According to this report by Deutsche Presse-Agentur dpa:

The Intellectual Property Office (IPO) granted compulsory licensing to Taiwan pharmaceutical
companies after talks with Roche and Gilead Science - the U.S. developer of Tamiflu - broke down.
‘Roche and Gilead insisted they can supply enough Tamiflu if bird flu erupts in Taiwan. Our
argument was: When there is a bird flu pandemic, millions of people will be hospitalized or dead,
and some countries might confiscate Tamiflu or ban its export. We cannot gamble our people's
lives on their unreliable promise,’ Lai Chin-hsiang, secretary- general of the Department of Health
(DOH), told Deutsche Presse- Agentur dpa. Under the compulsory license, valid until December 31,
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2007, Taiwan drug firms can make Tamiflu for domestic use and should use it only when there is a
shortage of supply from Roche,

3.7 Thailand

The ministry of Public Health issued government use on the patent of Merck's Effavirenz on
November 29, 2006. The Government Pharrmaceutical Organization has ordered 66,000 bottles of
the drugs from Ranbaxy India and the drugs have arrive in late Jan 2007. It also issued
government use on the patent of Abbott's Kaletra and Sanofi-Aventis’s Clopidogel. While the
movement to order the two generics from India is going on, the negotiation with the companies
also move on in parallel.

4. LATIN AMERICA

4.1 Argentina
On October 18, 2005, Health Minister Gines Gonzalez Garcia announced the government would
issue compulsory licenses on the patents for Tamilfu,

4.2 Dominican Republic

There have been requests for compulsory licenses on the patents for Plavix, a heart disease drug.
On May 14, 2002, the French embassy in DR wrote to Sr. Hugo Guiliani Cury, Secretary of State of
the Dominican Republic, expressing opposition to the compulsary license.

4.3 Chile
In December 2004, Essential Inventions requested a compulsory license to supply Glivec to Chile,

4.4 Peru
In 2004, the government issued a compulsory license in the patents on d4T.

4.5 Ecuador
Something happened here, but we are still investigating.

4.6 Brazil

On January 8, 2001, 12 days before President Clinton left office, USTR filed a complaint over the
Brazil compulsory licensing law in the WTO Dispute Settlement Body. USTR officials called this the
*Merck’ case. At issue was Article 68 of Brazil's patent law, which allows compulsory licenses to be
issued in situations where the patent holder does not locally manufacture the patented product
(known as a "local working" provision). The US received a large amount of negative publicity, and
on June 25, 2001, the Bush administration withdrew the complaint. Hawever, under the agreement
between the two countries, Brazil agreed to provide the US with advance notice if a license is
issued under Article 68 of the Brazil patent act, and disputes would be discussed through a
bilateral "Consultative Mechanism." The agreement was not made public,

In early 2001, Brazil announced it was considering compulsory licenses for patents on nelfinavir
and efavirenz,

In March 2001, the Brazil government reached a settlement with Merck, for price discounts on
efavirenz, in return for not issuing a compulsory license.

On August 22, 2001, Brazilian Health Minister Jose Serra announced the Brazilian government
would issue a compulsory license for the manufacture of the antiretroviral drug nelfinavir (sold
under the brand name Viracept by Roche) to the Brazilian pharmaceutical producer Far
Manguinhos. On August 28, the two parties resumed talks, and on August 31, they reached an
agreement; Roche will sell the drug in Brazil at an additional 40% discount, and Brazil will nat
issue the compulsory license.

On September 5, 2003, the Brazilian government issued a decree that would allow it to produce or
import generic anti-AIDS drugs without the consent of companies holding the patent on thase
medications. The health minister made it clear that the decree was meant to apply to antiretroviral
drugs - specifically lopinavir, efavirenz and nelfinavir. The ministry said in a statement it had
negotiated with the name-brand companies in August seeking a reduction of more than

40%, but was offered a maximum discount of 6.7%. Brazil and Merck reached an agreement in
November.



In 2005, Health Minister Humberto Costa signed a decree declaring the patent of Kaletra in the
public interest and appropriate for compulsory licensing. A subsequent settlement with Abbott
reduced the price of by 46 percent.

In 2005, the government of Brazil declared that they were considering issuing compulsory licenses
to permit the manufacture of Viread. As a result of discussions with the Brazilian government
Gilead reached agreement with the Brazilian Health Ministry in May 2006 to reduce

the price of Viread in Brazil by approximately 50%.

Brazil also used the threat of compulsory licenses on the patents for Gleevic to obtain a price
discount of more than 65 percent.

5. AFRICA

Compulsory licensing in Africa is now fairly common, but often not widely publicized. A typical
compulsory license may be based upon model authorizations prepared by organizations who are
engaged in providing treatment for AIDS, in order to satisfy donor requirements that purchases of
generic medicines are consistent with trade rules.

5.1 Cameroon

On January 2005, the nonprofit corporation Essential Inventions requested the Minister of Public
Health to grant ex officio licenses for the patents relevant for importation, manufacture or sale of
generic versions of the following medicines used in the treatment of HIV/AIDS: Nevirapine (Brand
name Viramune) Lamivudine (Brand name 3TC) Fixed dose combinations of Lamivudine and
Zidovudine (Brand name Combivir), The request is still pending.

5.2 Guinee

On April 18, 2005, the Ministry of Health issued compulsory licenses on patents on drugs to treat
AIDS.

5.3 Ghana
On October 26 2005, the Minister of Health issued a government use compulsary licenses for
importation into Ghana of generic HIV-AIDS medicines.

5.4 Eritrea
On June 5 2005, the Minister of Health issued a compulsory license for for importation into Eritrea
of generic HIV-AIDS medicines.

5.5 Mozambique

On April 5, 2004, Mozambique's Deputy Minister of Industry and Commerce issued Compulsory
License no. 01/MIC/04 for patent rights to lamivudine, stavudine and nevirapine. The license was
granted to Pharco Mozambique Lda, a local producer that plans on manufacturing the
antiretrovirals as a fixed-dose combination. Royalties are not to exceed 2% of sales,

5.6 SouthAfrica
On March 7, 2001, Indian pharmaceutical manufacturer CIPLA formally requested the South
African Department of Trade and Industry issue compulsory licenses to patents on the following
HIV drugs: nevirapine, lamivudine, zidovudine, stavudine, didanosine, efavirenz,
indinavir and abacavir.
On September 19, 2002, Hazel Tau, working with the Treatment Action Campaign (TAC), filed a
complaint with South Africa's Competition Commission against GlaxoSmithKline (GSK) and
Boehringer Ingelheim (GI). Twelve parties would join the complaint, which charged GSK and
BI with excessive pricing in respect of ritonavir, lamivudine, ritonavir+lamivudine and nevirapine.
On October 16, 2003, after an extended investigation, the South Africa Competition Commission
issued a statement, saying:
"pharmaceutical firms GlaxoSmithKline South Africa (Pty) Ltd (GSK) and Boehringer Ingelheim (BI)
have contravened the Competition Act of 1998, The firms have been found to have abused their
dominant positions in their respective anti-retroviral (ARV) markets”,
In particular the Commission has found the firms have engaged in the following restrictive
practices; .

* Denied a competitor access to an essential facility’

* Excessive pricing

49



50

* Engaged in an exclusionary act

On December 10, the competition commission announced it had reached a settlement with GSK.
The settlement required G5K to

* extend a voluntary licence granted to Aspen Pharmacare in October 2001 in respect of the
public sector to include the private sector;

* grant up to three more voluntary licences on terms no less favourable than those granted to
Aspen Pharmacare;

* permit the licensees to export the ARVs to sub-Saharan African countries;

* permit the importation of the drugs for distribution in South Africa if the licensee does not
have manufacturing capability in South Africa;

* permit licensees to combine the relevant ARV with other antiretroviral medicines; and

* charge royalties of no more than 5% of the net sales of the relevant ARVs.
Shortly thereafter, a similar settlement was reached with BI. )

5.7 Swaziland

On April 20, 2004, the Ministry of Health and Social Welfare in Swaziland noted the existence of an
emergency relating to AIDS, and authorized procurement of medicines for HIV/AIDS =93in the
best cost/effective way possible on the international market irrespective of the existence of any
patent or other Intellectual Property protection applicable in Swaziland until such time as it will no
longer be considered essential to address the current Public Health crisis related to HIV/AIDS.=94

5.8 Zambia

On September 21, 2004 the Zambian Minister of Domestic Trade and Consumer Affairs issued a
compulsory license for lamivudine, stavudine and nevirapine. The license was granted to Pharco
Ltd., a local producer, which will produce a triple fixed-dose combination. A maximum royalty rate
of 2.5% applies.

5.9 Zimbabwe

On May 27, 2004, Zimbabwe's Minister of Justice, Legal and Parliamentary Affairs declared a Period
of Emergency in order to override antiretroviral drug patents. With assistance from India,
Zimbabwe has begun local production of antiretrovirals,

6. Middle East

6.1 Israel

In January 1992, BTG-Israel filed an application in the Israeli Patent Office for a compulsory license
to manufacture BTG's Bio-Hep-B under Biogen's Israeli patent which license, upon approval, would
enable BTG to produce the vaccine in Israel and likely to export the vaccine to countries. in which
neither Biogen nor others have been granted a blocking patent. In September 1995 the Registrar
ruled in an interlocutory decision that BTG-Israel is entitled to a compulsory license to the Biogen
patent. Biogen's appeal of the interlocutory decision was rejected.

Biogen appealed the Registrar's decision to the District Court of Tel Aviv, Israel, and moved for a
stay of the license, which was granted ex parte pending hearings with both parties. Following
hearings which took place in December 1996, the motion was denied in Jariuary 1997; however,
the ex parte stay was left in force pending Biogen's appeal to the Supreme Court and maintained
by the Supreme Court pending the decision by the District Court on the merits of Biogen's appeal.
The District Court heard the appeal in early March 1997, and in June 1997 the District Court denied
Biogen's appeal and subsequent motion for a stay pending Biogen's appeal of the District Court
decision to the Supreme Court on the merits. In March 1998 the Supreme Court granted Biogen
the right to appeal the District Court's decision. A date has not yet been set for the hearing. In the
absence of any action by the Supreme Court, the compulsory license is now effective and allows
BTG-Israel to produce the vaccine in Israel upon receipt of regulatory approval and to export the
vaccine to countries in which neither Biogen nor others have been granted a blocking

patent.

The Biogen Israeli patent expired in December 1999, before the Supreme Court ruled on the
compulsory license.
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MSD (Thailand) Limited
7/1 Wireless Road, Pathumwan,

Bangkok 10330
Thailand

Ph. [66) (02) 255-5030
Fax. (66} (02) 255-5095

dwinliniond folm xaz
% [:rniﬂuiammmﬂa‘fuﬂ'ﬁﬁ
& MSD _ m‘nﬁj.......u...l.;:"..]:......

suit... .= N, 2548
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27 January 2005

Director, Department of Disease Control
Department of Disease Control

Ministry of Public Health

Tivanond Road,

Muang,

Nonthaburi 11000

Subject: Pricing of Antiretroviral Drugs from MSD Thailand

This is in response to your letter no 0424.4/7, requesting M50 (Thailand), Ltd., to further
consider a price reduction of Stacrin and Crixivan for the Department of Disease Control in
order to incraase access for patients to HIV treatment.

Since March 2001, Merck and its MSD subsidiaries across the world have implemented a
policy to offer Stocrin and Crixivan at the no profit prices to developing countries with a
high burden of disease (i.e., HIV/AIDS adult patients prevalence >1% of the population) -
this includes Thailand. T assure you that our corporate goals and policies regarding pricing
of Stocrin and Crixivan in Thailand are in line With providing optimal ARV access to HIV
patients. We have been selling Stocrin and Crixivan to the DDC at the no profit price
inclusive of locally incurred costs such as custorn duties, import duty, VAT and MSD
dalivery casts.

Maost of these additional costs are related to the conditions of sales required by the
DDC/MOPH. For example:

M5D is required to accept returmned goods no less than 5 months from the expiry date
MSD will be fined a penalty fee at a daily rate of 0.20% on the total amount as a result
of any late delivery.

MSD have to accept extended payment terms.
MSD must ship products that are within 12 months from the production date.

If these conditions were to be eliminated, we can decrease the price accordingly.

I look forward to working with you and other colleagues at the Thai MOPH to improve
access to high quality medicines for HIV/AIDS patients in Thailand.

Sincerely yours,

LD N

— ~ s b Lﬂ.
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Date: Friday 2 February 2007
Section: First Section/HOME&INTERNATIONAL

‘Eﬂnghﬂk qugt_! Page(s): 5 (Top Left)

WHO raps
compulsory
licensing plan

Govturged to seek g-:‘:hfg\,‘g‘f,ﬁ;;;mdmw“mm

L In November, the ministry issued the

talks WIth drug ﬁrrns same law to import and produce the anti-

Aids drug Efavirenz, resulting in a reduction

APIRADEE TREERUTKUARKUL in the price from 1,400 baht to 700 baht
per monthly course,

The World Health Organisation yesterday Plavix will cost just six baht per tablet

cautioned Thailanc over its move toadopt  under compulsory licensing, while the

compulsory licensing for producing gen-  original price was 70 baht. The patented

eric versions of heart disease and anti-  regimen of the second-line anti-retroviral
Alds drugs. drug costs 11,580 baht a month per patient @
“I'd like to underline that we have to  and this could be cut to a third under

find a right balance for compulsory licens-  compulsory licensing,
ing. We can’l be naive about Thailand is the first devel-
this. There is no perfectsolution oping country to invoke com-
for accessing drugs in both pulsory licensing under the
quality and quantity,” said World Trade Organisation's
WHO director-general Mar- rules for a non-Aids related
garet Chan. drug. The WTO allows a gov-
Spetiking during a visit to ernment to declarea 'national
the National Health Security emergency’”’ and license the
Office, Dr Chvan said she truly production orsale of a patented
felt that the pharmaceutical drug for state use. The patent
industry was par of the solu- holderwould receive royalties

tion to better drug access and equal to 0.5% of the annual
that the government should  Chan: Industrypatel  sales, according to the minis-
open negotiations with drug  the solution terial plan.

firims over the issue. Abowt 108,000 of 300,000

She encourapged the Public Health Min- - people living with HIV/Aids depend on
istry to improve the public-private pari-  GPO-VIR, the generic version of the first-
nership in order to give the public better  line anti-retroviral therapy produced by
access to drugs. Public Health Minister  the Government Pharmaceutical Organ-
Mongkol na Songkhla declined to com-  isation. An estimated 20,000 HIV-positive
ment an the issue, people have developed resistance to the

The president of Aids Access Founda-  drug, and need a combination of lopinavir
tion, Nimit Tienudom, dismissed the WHO  and ritonavir, which is marketed as Kaleira.
director-general's standpoint. “IUs dis- However the country’s Pharmaceutical
appointing. Theorganisationshouldhave  Researeh and Manufacturers Association
supported drug access and promoted the  disapproves of the decision, claiming that
study of quality and inexpensive drugs  compulsory licensing could result in more
for the sake of theglobal populationrather  companies relinquishing patents for heart
than supporting pharmaceutical giants.”  and anti-Aids drugs and that it could lead

The ministry last week endorsed a policy  tothe isolation of Thailand [rom the global
for the compulsory licensingoltwo drugs  biotechnology investment community.
— Kaletra, an advanced anti-Aids drug, - Kaletra is manufactured by Abbott Lab-
and Plavix, a treatment for heart disease  oratories, and Plavix by Sanofi-Aventis
by invoking Article 51 of the 1992 Patent  and Bristol-Myers Squib.

News ID; B-070202001001 Page: 1/1
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Tel. direct: +41 22 791 2797 Mr Mongkol Na Songkhia
Fax direct: +41 22 791 4846 i i
e M{.ﬂ:lster of Pubh.c Health
Minisiry of Public Health
In reply please Royal That Government
refer to: DGO Tivanond Road
Nonthaburi 11000
Your reference: Thailande
7 February 2007
Dear Minister,

It was a pleasure to meet you last week in Bangkok, and I must express my deep
appreciation to you and your staff for the warm welcome, hospitality and great efficiency
demonstrated throughout my brief visit to Thailand.

It was a great honour for me to have an audience with His Majesty the King, and with her
Royal Highness Princess Maha Chakri Sirindhorn, in her capacity as Chair of the Board of
Trustees and President of the Prince Mahidol Award Foundation,

[ was particularly impressed with the field visit, which provided me with an opportunity
to witness the work of dedicated health professionals and the community in Khon Kaen and Nam
Phong. The pride and professionalism of the staff and the support of the community was obvious
and most encouraging.

I also appreciated the opportunity to hear more about the work of the National Health
Security Office and the National Health Promotion Foundation. I was pleased to witness the
commitment of the Royal Thai government to universal coverage with effective health care
services, and to the health of the people of Thailand. I welcome the increasing budget for the
universal coverage scheme, which I know understand amounts to close to 2,000 baht per person
per year, and includes treatment for people with HIV/AIDS with antiretrovirals.

cc:  The Minister of Foreign Affairs of Thailand, Bangkok
Permanent Mission of Thailand to the United Nations Office at Geneva and the
Specialized Agencies in Switzerland

Loodb Goeall Aodan « HRPERE
Organisation mondiale de la Santé = BeaMMpHAR OprasvaaumMs anpasooxpaseHtA » Organizacién Mundial de la Salud
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Minister of Public Health, Thailand Page 2

I deeply rcgret that my comments at the close of the briefing at the National Health
Security Office were misrepresented in the media, and may have caused embarrassment te the
government of Thailand. They should not be taken as a criticism of the decision of the Royal
Thai government to issue compulsory licences, which is entirely the prerogative of the
government, and fully in line with the TRIPS agreement.

Thailand is making good progress towards increase budget allocations for health, while
simultaneously control rising health care costs with greater efficiency. Medicines are a
substantial element of health care costs, and it is entirely appropriate and necessary for the
government of Thailand to find means of reducing these costs to cnsure sustainable financing of
health care.

As [ mentioned in the recent Executive Board, [ firmly believe that the pharmaceutical
industry - generic manufacturers and R&D companies - are part of the solution. I am committed
to dialogue with industry to find ways of ensuring that access to high quality essential medicines
is not limited by cost considerations. I am equally committed to dialogue with people who suffer
from HIV/AIDS and other conditions, and with civil society groups and NGOs,

WHO unequivocally supponis the usc by developing countries of the flexibilities within
the TRIPS agreement that ensure access to affordable, high quality drugs. This includes the use
of compulsory licensing, as described in paragraph 6 of the Doha Declaration on the TRIPS
Agreement and Public Health. The decision whether to issue a compulsory license for a
pharmaceutical product is a national one. There is no requirement for countries 1o negotiate with
patent holders before issuing a compulsory licence. As a global community we need to cnsure
the right balance between the immediate and urgent pressing need to provide affordable
medicines 1o the many that need them, and the need to provide continuous incentives for
innovation. It is in this regard that I noted that prior negotiations with industry is a pragmatic
approach that may ensure countries have access to high quality medicines at affordable prices.

Where there are urgent needs, the bottom Iine is that people need access to medicines.

I trust this clarifies the position of WHO concemning compulsory licensing of medicines,
and I look forward to further opportunitics to discuss these important issues with you in the
future.

Yours faithfully,

Inlehan

Dr Margaret Chan
Director-General
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. 333 Seventh Avenue, 2™ Flaor
New York, N 10001-5004
/ ﬂ‘" Tel: (212) 679-6800
Fax: (212) 679-7016
’ MEDECINS SANS FRONTIERES | |
DOCTORS WITHOUT BORDERS Web: www.doctorswithoutborders. org

Honerable Condoleezza Rice, Secretary of State
U.S. Department of State

2201 C Street NW

Washington, DC 20520

Ambassador Susan Schwab, United States Trade Representative
600 17th Street, N.W.

Washington, DC 20508
United States of America

MNew York, December 29, 2006

Dear Secretary Rice and Ambassador Schwab:

| am writing to express Doctors Without Borders/iMédecins Sans Frontiéres (MSF)'s concern that the
United States Department of State and the United States Trade Representative have intervened in the
decision by the government of Thailand to issue a compulsory license on patents for the AIDS drug
efavirenz, and to explain why the US government should refrain from such actions.

The US government is reportedly asking the Thai government to engage in prior negotiation with patent
owners before issuing compulsory licenses. Mot only is this not required under the World Trade
Organization (WTQ) rules when the compulsory license is for government use, it is not required under US
law. What the WTO does require is that Thailand "promptly” notify the patent owner when it issues a
compulsory license. Thailand has clearly done this. The US government should not be overseeing the
management of Thailand's dealing with the patent owners as long as Thailand abides by its WTO TRIPS
obligations.

In 2001, the United States government and every other member of the World Trade Organization (WTQ)
announced the signing of the Doha Declaration on TRIPS (Trade-related Aspects of Intellectual Property
Rights) and Fublic Health. This historic agreement said:

<start quote=

We agree that the TRIPS Agreement does not and should not prevent members from taking measures to
protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm
that the Agreement can and should be interpreted and implemented in a manner supportive of WTO
members' right to protect public health and, in particular, to promote access to medicines for all.

In this connection, we reaffirm the right of WTO members to use, to the full, the provisions in the TRIPS
Agreement, which provide flexibility for this purpose.
</end quote>

Thailand is obviously trying to do exactly what the Doha Declaration promised it could. Respecting
Thailand's decision to exercise its right under the Doha declaration is a matter of urgent concemn for Thai
patients in need of affordable AIDS treatment.

The drug efavirenz, which is recommended by the World Health Organization (WHQO) for HIV/IAIDS
treatment, is currently patent protected in Thailand, and the monopolistic situation has affected both
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supply and affordability in the country. The price the patent holder Merck charges in Thailand (1,400
baht/month — US $38) is double of what Indian generic manufacturers charge for the drug (650
baht/month — US $18), In addition, on several occasions, Merck has been unable to supply the drug in
Thailand. It is estimated that at least 12,000 people in Thailand currently need efavirenz, but that due to
cost and supply difficulties, the number receiving the drug is significantly lower.

MEF has worked in Thailand since 1976. The organization began providing ARV treatment to people with
HIV/AIDS in 2000 and we have witnessed the development of the Thai AIDS treatment program. Generic
production is the cornerstone of Thailand's universal HIV/AIDS treatment program. Before generic
production, the cost of standard HIV/AIDS treatment in Thailand was over 33,330 baht per patient per
month (US $924), and only 3,000 people were getting treatment. In 2002, Thailand launched a generic
version of HIV/AIDS triple therapy, resulting in an 18-fold drop in the cost of treatment. Thanks to this,
over 85,000 people with HIV/AIDS are today receiving treatment. UNAIDS reports that Thailand is the
only Southeast Asian country to have over half of the total number of people on AIDS treatment who need

it.

Both the WHO (in August 2005) and the World Bank (in August 2006) have predicted dramatically rising
drug costs in Thailand due to the fact that patients need to switch to newer and more expensive drugs in
cases of resistance and toxicity. Both organizations recommend the use of public health safequards
enshrined in the Doha Declaration on TRIPS and Public Health.

Issuing and executing a compulsory license, allowing both importation and local production, will increase
supply and affordability of efavirenz to the benefit of Thai patients. Creating a competitive generics market
for efavirenz and other newer AIDS drugs that are patented in Thailand and other markets is critical to
maintaining patients under treatment as natural resistance to first-line ARV therapy increases, as well as
to scaling up ARY treatment.

Thailand's decision will have important consequences, not anly for Thailand, but for any developing
country that needs to obtain low-cost generic products. If Thailand follows through and begins to buy
from generic suppliers, it will create a larger global market for generic products, stimulate competition,
and lower prices everywhere for the newer products.

While the benefits of expanded generic competition are widely appreciated, many developing countries
have been reluctant to issue compulsory licenses because of fears that the United States government will
oppose such actions and exert pressure.

We ask that the United States government refrain from any opposition or interference with the Thai efforts
to use WTO flexibilities to buy generic AIDS medicines - including pressuring or otherwise seeking to

persuade Thailand to engage in negotiations with Merck rather than proceed to execute the compulsory
license it has issued.

Sincerely,

——
;‘: ;iz..f
) T

Nicolas de Torrente
Executive Director
Doctors Without Borders/Médecins Sans Frontiéres (MSF-USA)

Pad Gt
©

Head of Mission, MSF-Thailand
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Consumer Project on Tech nology

1621 Connecticut Avenue, N'W, Washington, DC 20000

December |, 2006

Ambassador Susan C, Schwab
United States Trade Representative
600 17th Street, N.W.
Washington, DC 20508

United States of America

Dear Ambassador Schwab:

We ask that the United States government not interfere with the Thai government
decision to issue a government-use license on patents covering the AIDS drug efavirenz.

There is a concern that the USTR may have suggested to the Thai government that the
WTO TRIPS agreement requires prior negotiations with patent owners before a
compulsory license is issued. If so, the assertion was wrong. Article 31 of the TRIPS
does not require prior negotiation before authorizing non-voluntary use of a patent, in any
of the following cases:

(1) a national emergency or other circumstances of extreme urgency,

(2} cases of public non-commercial use, or

(3) where such use is permitted to remedy a practice determined after judicial or
administrative process to be anti-compeﬁﬁv::_

In this particular case, the non-voluntary use was a case of a government owned entity
that is providing medicines for a national program to treat AIDS, Under the WTO rules,
there is no obligation for prior negotiation with patent owners in such cases.

There is also no requirement for prior negotiation with patent owners under the various
US bilateral (and regional) trade agreements the United States has recently negotiated.
The reason for this is obvious. In the TRIPS and the bilateral or regional trade
agreements, these sections on prior negotiation were written to accornmodate US law and
practice. Our own government is not required to negotiate with patent owners or
copyright owners before authorizing use by or for the government.

The main United States statute regarding use of a patent in such circumstances is 28 USC
1498. There is no obligation for prior negotiation or prior notice with the patent owner
under 28 USC 1498, when a non-voluntary authorization is for the government.' This
includes uses by third parties:

! TRIPS Article 31.b states "In the case of public non-commercial use, where the government or contractor,
without making a patent search, knows or has demonstrable grounds to know that a valid patent is or will
be used by or for the government, the right holder shall be informed promptly.” There is a similar
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For the purposes of this section, the use or manufacture of an invention described
in and covered by a patent of the United States by a contractor, a subcontractor,
or any person, firm, or corporation for the Government and with the
authorization or consent of the Government, shall be construed as use or
manufacture for the United States.

As trade officials charged with promoting US norms for intellectudl property protection,
it is useful to review what those norms actually are. The United State has a number of
mechanisms to issue compulsory licenses on patents. These include, in addition to 28
USC 1498, the following:

Mandatory patent licenses under Section 308 of the Clean Air Act (see:
http://www.epa.gov/docs/fedrgstr/EPA-AIR/1994/December/Day-30/pr-
251.html). This statute is unfortunately not consistent with the provisions of the
US FTA agreements negotiated with Jordan (2000), Singapore (2003), and
Australia (2004).

Compulsory licenses for patents “affected with the public interest” that are of
primary importance in the production or utilization of special nuclear material or
atomic energy, for non-military purposes (See 42 USC 2183). This statute is
unfortunately not consistent with the provisions of the US FTA agreements
negotiated with Jordan (2000), Singapore (2003), and Australia (2004).

The Bayh-Dole Act march-in rights for patents on inventions conceived with
federal funding,

Remedies to anticompetitive practices.

Compulsory licenses issued under the procedures set out by the US Supreme
Court in the recent eBay decision. This approach is arguably not consistent with
the provisions of the US FTA agreements negotiated with Jordan (2000),
Singapore (2003), and Australia (2004).

provision in NAFTA. NAFTA Article 1709(10}b) also requires that patent owners be notified "promptly,”
but not before a compulsory license is issued. See also: Executive Order 12889, Implementation Of The
North American Free Trade Agreement, December 28, 1993:

Sec. 6. Government Use of Patented Technology. (a) Each agency shall, within 30 days from the date this
order is issued, modify or adopt procedures to ensure compliance with Article 1709(10) of the NAFTA
regarding notice when patented technology is used by or for the Federal Government without a license
from the owner, except that the requirement of Article 1 709(10)(b) regarding reasonable efforts to obtain
advance authorization from the patent owner:

(1) is hereby waived for an invention used or manufactured by or for the Federal Government, except that
the patent owner must be notified whenever the agency or its contractor, without making a patent search,
knows or has demonstrable reasonable grounds to know that an invention described in and covered by a
valid United States patent is or will be used or manufactured without a license; and

(2) is waived whenever a national emergency or other circumstances of extreme urgency exists, except that
the patent owner must be notified as soon as it is reasonably practicable to do so.
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The following are a just few recent examples of the use of compulsory licenses by the
United States:

In 2001, DHHS Secretary Tommy Thompson used the threat to use 28 USC 1498
to authorize imports of generic ciprofloxacin, for stockpiles against a possible
anthrax attack.

In 2001, the Department of Health and Human Services uséd its authority to
exercise March-In rights for patents on stem cell lines held by the Wisconsin
Alumni Foundation as leverage to secure an open license on those patents.’

In 2002, the US FTC ordered a compulsory cross-license of the Immunex tumor
necrosis factor (“TNF™) patent, to Serono, including the “freedom to practice in
the research, development, manufacture, use, import, export, distribution and sale
of TNFbp-I Products and certain glycosylated and nonglycosylated fragments,
derivatives and analogs thereof in the United States.”

In 2002, the US Department of Justice required Microsoft to license on reasonable
and non-discriminatory terms intellectual property rights in a number of different
protocols needed to create products that were interoperable with Microsoft
Windows.’

In 2005, the FTC ordered a compulsory license of Guidant's intellectual property
surrounding the RX delivery system for Drug-Eluting Stents.

In 2005, the US Department of Justice cited its right to use patents in 28 USC
1498 when it opposed injunctive relief for infringement of the patents relating 1o
the Blackberry email services supplied to both the government and private firms
that used the Blackberry device to communicate with the government.*

In a November 2005 Congressional hearing, DHHS Secretary Michael Levitt
testified before the House of Representatives that he had threatened to override
the patents on treatments for Avian Flu if companies had not expanded US
production facilities. 5 More recently, the Centers for Disease Control threatened
to use US Bayh-Dole “march-in" rights to issue compulsory licenses on patents
on reverse genetics, which are needed to manufacture vaccines for avian flu.

? September 5, 2001, "National Institutes of Health and WiCell Research Institute, Inc.,

Sign Stem Cell Research Agreement," http:/fwww.nih. govinews/pr/sep2001/od-05.htm,

3} United States Of America, Pluintiff V. Microsoft Corporation, Defendant. Civil Action No. 98-1232
{CKK), FINAL JUDGMENT, (November 12, 2002). For a detailed account of work to implement the
order, see: INTERIM JOINT STATUS REPORT ON MICROSOFT'S COMPLIANCE WITH THE FINAL
JUDGMENTS, http:/fwww usdoj.gov/atr/cases/f201300/201 386, htm

* The United States’ Statement OF Interest, November 2005., NTP, INC., Plaintffs, V. RESEARCH IN
MOTION, LTD., Defendant., Civil Action No. 3:01CV767.

* See video excerpts from November 8, 2005 Hearings of the Subcommittee on Health of the House
Committee on Energy and Commerce,

hitp:/farww.cptech.org/ip/health/tamifluhearingexcerptsl 1082005 htm!



In June 2006, a court granted Microsoft a compulsory license to use two patents
owned by z4 Technologies that relate to digital rights management systems used
by Microsoft for its Windows and MS Office software programs.®

In July 2006, a court granted DirectTV a compulsory license to use the Finisar

patent on mtagrated receiver decoders (satellite set top bnxes) for a royalty of
$1.60 per device.’

In August 2006, a court granted Toyota a compulsory license on three Paice
patents for hybrid transmissions, for a royalty of $25 per automobile.?

In September 2006, a court granted Johnson and Johnson a compulsory license to
use three of Jan Voda’s patents on guiding-catheters for performing angioplasty.’

The point of this history lesson is to emphasize a point that some USTR officials seem to
overlook. The flexibilities in the TRIPS agreement are there for good reasons. As
evidenced by the many cases described above, there are many situations where any
country will want to limit or create exceptions to the exclusive rights of a patent.

In the case of efavirenz patents, Thailand is clearly seeking to create a policy that will
strengthen competition among generic suppliers, and enhance it's own capacity to
manufacture AIDS medicines. The benefits of this policy will be more pronounced over
time, as competition, economies of scale and learning by doing lead to more efficient
production by generic producers.

Looking more closely at Thailand, one can see why this is so important. The United
States has & much higher national income than Thaiand, but a much lower rate of HIV
mfecno& When compared to Thailand, the US has thirty-five times the income per HIV
patient.

| United States Thailand
Population (2005) | 297 million | 64 Million
GNI (2005) | I3 trillion 177 billion
GNI per capita (2005) ! $ 43,740 $ 2,750
HIV+ population 1,200,000 | 580,000
Rate of HIV infection (per 100,000) 404 | 906
GNI per HIV+ person $10.8 million | 5 .3 million

® This case was decided under the new US Supreme Court standard for granting injunctions on patents, See

eBay Inc. v. MercExchange, L.L.C., 126 8. Ct. 1837, 1839-1841 (U.5. 2006)).

" Ibid.

¥ Ibid.

$e

n Assurning that the ability to pay is linear in terms of income, a second line AIDS drug that is sold for

£1,000 in Thailand would be equivalent to a product selling for $70,000 in the United States, With health
care budgets rising faster than incomes, the impact is even worst for the lower income country.
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Because of US trade policies, including the 1993 agreement negotiated by former USTR
Mickey Kantor,'' Thailand has been slow to provide treatment to its very large
population of AIDS patients. Until November 2006, Thailand had not used the
compulsory licensing provisions that are permitted in the TRIPS. Thailand started its
treatment program by relying extensively on a handful of older AIDS drugs that were off
patent in Thailand. These products are not the best that modern science offers. Many
Thai AIDS patients suffer from the predictable side effects associated with the older
medicines. In any case, over time, AIDS patients everywhere devtlop resistance, and
cannot be treated without access to new medicines.

Thailand will need sustainable access to second line AIDS drugs at affordable prices. If
Thailand does not issue compulsory licenses on the patents for these medicines, it will
have to limit access to treatment. This will mean much suffering and death, an outcome
that is avoidable.

The United States should not pressure Thailand on the issue of issuing compulsory
licenses on patents for AIDS drugs. It should accept the fact that Thailand, like all WTO
members, has an obligation to take measures to “promote access to medicines for all.""?

The United States and other high-income countries are increasingly realizing that they too
have to consider using compulsory licenses on patents for medical inventions. For
example, Canada and several European countries have threatened to use compulsory
licenses on the Myriad patents for tests used to identify the risks of breast cancer -- tests
that are not widely available in the United States, because of the high price.”® It is
increasingly difficult for high-income countries to afford the prices for new treatments for
cancer or other severe illnesses. With our own aging population, we cannot have a
sustainable program of access to the latest medical discoveries, without having the ability
to at least threaten to override the exclusive rights of a patent.

The tough USTR positions on patents, pharmaceutical test data and drug prices in trade
negotiations are an attempt to deal with the global problem of funding medical R&D.
They focus entirely on measures that raise drug prices. In our opinion, this is a mistake.
We believe the United States would be better off embracing a new approach, one that
focuses on sharing the costs of medical R&D -- not just through high drug prices, but
through any mechanism that supports relevant R&D efforts. For example, we would
benefit if our trading partners would engage with the NIH to share the costs of medical
R&D for global health problems, provide sustainable funding for the many new non-
profit product development ventures, or if they would fund new mechanisms to stimulate
R&D, such as advanced marketing commitments for new vaccines, or “prize funds” that
reward medical innovations that improve health outcomes."

" http:/fwww.cptech.orgfip/ealth/c/agreements/thai- 1994-ip. html.

12 Paragraph four of the 2001 Doha Declaration on TRIPS and Public Health.

' The tests are more widely available in countries that have shipped patient tests to offshore testing labs
where patents are not in effect.

' Aidan Hollis. An Optional Reward System for Neglected Disease Drugs, 2005; Joseph Stiglitz, Give
Prizes not Patents. New Scientist, September 16, 2006; Thomas Pogge on Online Opinion. "A New



Last week the World Health Organization (WHO) convened the first meeting of it's new
Intergovernmental Working Group on Intellectual Property Rights, Innovation and Public
Health. At this first meeting, thirty-three countries, including Thailand, supported work
on a new treaty or agreement to provide sustainable sources of R&D for global health
priority projects It is in the interest of the United States that other countries, rich and
poor, do more to pay the costs of such research. For many of our trading partners, this is
a more appropriate and acceptable framework than one that only sdeks to raise drug
prices.

As the new head of USTR, you have the opportunity to reframe our trade policy so that it
provide a rational, effective and ethical solution to the global free rider problem. We
need to ensure that everyone contributes fairly to the costs of medical R&D, but we also
need to ensure people have access to new inventions.

I would like to meet with you and your staff to discuss these matters.

Sincerely,

James Love
Director
Consumer Project on Technology

Ce:
Karan K. Bhatia, Ambassador, Deputy U.S. Trade Representative
Victoria A. Espinel, Assistant U.S. Trade Representative for Intellectual Property Rights

Barbara Weisel, Assistant U, S. Trade Representative for Southeast Asia-Pacific and
Pharmaceutical Policy

Senators Edward Kennedy, Hilary Clinton, Barack Obama, Sherrod Brown, Bernie
Sanders, Chuck Schumer, Diane Feinstein, Barbara Boxer, Trent Lott, Chuck Grassley,
Byron Dorgan, Richard Durbin, Ron Wyden, Patrick Leahy

Speaker Nancy Pelosi, Representatives Charles Rangel, Henry Waxman, John Dingell,
Tom Allen, Janice Schakowsky, Rahm Emanuel, Dan Burton, Rosa DeLauro, Jo Ann
Emerson, Dennis Kucinic, Barbara Lee, Sander Levin, Jim McDermott, Maxine Waters,

Approach to Pharmaceutical Innovations," June 21, 2005; James Love. "Measures to Enhance Access to
Medical Technologies, and New Methods of Stimulating Medical R&D." Paper for the WIPO Open Forum
on the draft Substantive Patent Law Treaty (SPLT), March 2006,
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Peter Stark, Charles Gonzalez, John Lewis, Xavier Becerra, John Larson, Linda Sanchez,
Lloyd Dogget, Howard Berman, Lois Capps, Joe Crowley, Mark Udall, Betty McCollum,
Raul Grijalva, Hilda Solis

Dr, Margaret Chan, Director-General Elect, World Health Organization

Dr, Howard Zucker, Assistant Director-General, World Health Organization

Dr Suwit Wibulpolprasert, Senior Advisor on Health Economics, Ministry of Public
Health, Thailand

Cecilia Oh, UNDFP
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Executive Lirector

Refanance: EXO/PP/TMah H.E. Mr. Mongkol Na Songkhla
Public Haalth Minister

Thano Tiwanond
Amphoe Muang
Nonthiaburi 11000
Theiland

26 December 2006
Excellenicy,

| wwould Jike to take this oppartunity to commeand you and the Government of Thafland
for your strong and steadfast efforts to provide access to antiretroviral treatment, Including
through i local manufacturing of generic medicines, to pacpis (iving with HIV.

Yur latest decision to Import generic Efavirenz untll Thelland is able to maniufacture
the drug itself, is a good exarnple of that commitment. It s also a sign of the need to
urgaritly aid conaistently lower the cost of antiretroviral treatment in developing countries so
that it not anly becomnes more affordable, but firansially sustalnable

Finase accept, Excellency, the assurances of iy highest cansideration.

M\~

Or Peter Piot
28 AVENUE Abma
1291 GEMEVA 27
SWITZERLAND e.c.; Dr. Suwit Wibulpolprasert, Benior Advisor on Health Econornics, Miristry of Public
Heahth, Thalland
p—— H.E. WIr Chalyong Satjipanon, Ambassador & Permanent Representative, Thai Mission,

Fex 41 22 791 4187 Gefieva

wiwow, Linadds.arg

{Uniting the world against AIDS
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@Gongress of the nited States
Washington, B 20515

Tanuary 10, 2007

The Honorable Susan C. Schwab
United States Trade Representative
600 17™ Street, NW

Washington, DC 20508

Dear Ambassador Schwab:

We are writing to urge that the United States respect the decision of the Thai government
to issue a compulsory license on the AIDS drug efavirenz.

Thailand’s HIV/AIDS treatment initiative has been recognized as among the most
successful in the developing world. By producing generic first-line antiretroviral (ARV)
therapies since before the medicines were patented in the country, Thailand’s Government
Pharmaceutical Organization (GPO) has made treatment widely accessible to tens of thousands
of patients in government clinics and hospitals.

However, increasing numbers of Thai HIV/AIDS patients need access to newer, second-
line treatment options because they have developed resistance to, o1 severe side effects from, the
first-line regimens. Because second-line drugs, including efavirenz, are under patent in
Thailand, they are currently only available from their brand name producers. The high price of
these medicines has created a significant obstacle to the expansion and sustainability of the Thai

program,

Thailand's November 29 announcement of its intent to issue a government-use
compulsory license on efavirenz is a demonstration of its mmm1tm¢nt to improve treatment
options for the nearly 600,000 Thai citizens living with HIV." As has been demonstrated in
many other contexts, the availability of generics greatly lowers the price of HIV drugs over time
and increases access to these life-savings medications.

Further, Thailand's action is entirely consistent with international trade rules. The World
Trade Organization’s 1994 Agreement on Trade Related Aspects of Intellectual Property
(TRIPS) specifically permits compulsory licensing, and the 2001 Doha Declaration 1eaffi Imed
each country’s “freedom to determine the grounds upon which such licenses are granted ™
Under TRIPS, Thailand is not required to negotiate in advance with the patent holder because the
drug will be produced in the near-term future by the GPO and distributed for non-commercial
public use by Thatland’s naticnal program.’

' Bureau of AIDS, TE, and STI, Department of Disease Control, Thailand Ministry of Public Health,

www.aidsthaiorg.
* Puragiaph 5(b), ‘Declaration on the TRIPS Agreement and Public Health', WTO Ministerial Conference — Fourth

Session, WT/MIN(01VDEC2, 20 November (2001).
T World Trade Organization, Agreement on Trade-Related .-'I'rpac.u aof fntellectual Property

Righes (1994), Axticle 31.
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Thailand/efavirenz, p. 2

Unfortunately, it is ouwr understanding that the United States government may be
attempting to intervene in the Thai government’s decision to issue and implement the
compulsory license for efavirenz. As you are aware, the Trade Promotion Authority Act of 2002
mandates that United States trade policy respect other nations’ public health initiatives under
Doha® We therefore call on you to 1espect the rights of Thailand and other nations to implement

important and permitted public health safeguards

Sincerely, ;
Tom Allen ndei M) Levin *
Member of Congress f Congress

enry .Waxﬁm

Member of Congress

7/

Fortney Pete Stark
Member of Congress

n Lewis
mber of Congress

Earl Blumenauer Charles A Gonzalez
Member of Congress Member of Congress

* U 8. Trade Promation Autharity Act (P.L. 107-210), August &, 2002 § 2102(b)4HC)
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" st 11 0__ o TS
Betty MeCollum Lini . Sanchez

Member of Congress Member of Congress

één B. Mal{me% E da Solis

Member of Congress Member of Congress

[} ¢ ¥

Dennis J. Kucinich "Barbara Lee

Member of Congress Member of Congress

Michael H Michaud Loretta Sanchez ’?'
Member of Congress Member of Congress

]"-'Iaxme Wihters

Jdnice D_ Schakowsky 7
ember of Congress Member of Congress

F Txmm';y es P. McGovern
bc: of Congress Member of Congress
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