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Executive Summary
—

When the policy of universal health coverage was adopted in Thailand in 2001, it
promised greater access to healthcare for many poor Thais who would otherwise struggle to
afford treatments and pharmaceuticals. The Universal Coverage scheme provided subsidized
health care for the majority of the Thai population which had hitherto not been covered by a
public health insurance scheme. This coverage now entitled them to full access to drugs within
the National List of Essential Medicines (NLEM). The government, subsequently in 2003, also
declared its commitment to provide universal access to HIV/AIDS treatment. Several policy
measures were employed by the government, in its attempt to meet its commitment to ensure
access to essential drugs. The national health budget was increased, to its current level of 9% of
the overall national budget in 2009, having been 7.6% in 2004, and 5.8% in 1993.

Unsurprisingly, the government also sought to identify and adopt a number of cost
containment measures in the face of increasing health drug expenditure, a measure not
uncommon among more developed countries with public health insurance schemes. One such
measure was the government’s decision to grant government use licenses for seven drugs over
the period 2006-2008. The seven drugs are efavirenz (EFZ) and the lopinavir/ritonavir (LPV/r)
combination (which are antiretroviral drugs); clopidogrel (for the treatment of coronary artery
disease); and four anti-cancer drugs - imatinib, erlotinib, letrozole, and docetaxel. These drugs
are under patent protection in Thailand, hence no generic competition exist. The government use
licenses, a form of compulsory licensing by the government for the public interest, were intended
to permit the import of the more affordable generic equivalents of the drugs for use in the public
health system, to increase access to these drugs. Thailand’s government use of the patents on
the seven drugs is an exercise of the right provided for in Section 51 of the Thai Patent Act BE
2522, which authorizes the government use of patents in the general public interest, so that “any
ministry, bureau or department of the Government” may exercise the rights in any patent “to carry
out any service for public consumption”.

This study aims to assess impact of the government use licenses, which have been the
focus of great controversy. Despite the adoption of the Doha Declaration on the TRIPS
Agreement and Public Health in 2001, which affirmed the right of governments to take measures
such as compulsory licensing to limit exclusive patent rights when the public health interest so
demands, there has been much criticism of the grant of the government use licenses. Many of
the critics challenge the legal validity of the licenses under international and domestic law, but
there are those who question the motives and rationale of the grant of the licenses. They raised
doubts that the government use licenses would not meet their stated objectives of increasing

access to the drugs in question. There were also concerns that the political and economic costs
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of the grant of these licenses, in terms of trade sanctions from foreign governments opposed to
the government use licenses, and of pharmaceutical companies retaliating by withdrawing or
delaying drug registrations in Thailand, would far outweigh the benefits expected to be obtained
from the government use licenses.

Whilst much has been written about the legal and political controversies surrounding the
government use licenses, there has been no study, to date, which seeks to assess the actual and
potential impacts of the policy. This study therefore, conducts assessments of the health,
economic and psychosocial implications of the government use licenses. In this regard, this study
represents the first evidence-based attempt to assess the impact of the government use licenses,
with a view to clarifying aspects of the controversy and enabling a better-informed, evidenced-

based debate between the key stakeholders.

Health impacts

The assessment of the public health impact of the government use licenses is intended to
determine or estimate the actual and expected increase in number of patients with access to the
relevant drugs, and the public health benefits derived from such increased access, in terms of
gains in patients’ health utility, measured in Quality-Adjusted Life Years (QALYs) gained or
Disability-Adjusted Life Years (DALYs) averted. The study adopted a five-year timeframe for the
assessments, commencing from the time of the grant of the government use licenses.

The methodology and the findings in this respect are described in detail in Chapter 2. In
summary, the study estimated the increase in the number of patients with access to EFV and
LPV/r over the five-year period to be 17,959 and 3,421, respectively. For clopidogrel and the four
anti-cancer drugs, the study projected an increase in number of patients with access to the drugs
using estimates of patients in need of the drug minus the numbers of patients expected to receive
the original drugs. The estimated increase in patients to clopidogrel was estimated to be 40,947.
For the anti-cancer drugs, the estimates are as follows: 8,916 patients for letrozole; 10,813 for
docetaxel, 1,846 for imatinib; and 256 for erlotinib. Given the limitations of data and the fact that
importation of the generic drugs has only taken place for EFV, LPV/r and clopidogrel, further
study is recommended to improve accuracy of these estimates, particularly, when data on actual
number of patients with access to each drug becomes available.

The public health benefits derived from such increased access, from increased life
expectancy and improved quality of life was measured in the QALYs gained or DALYs averted.
The study relied on a literature review of international and domestic research papers to estimate
the QALYs for the use of each drug, compared to the alternative or standard treatments used
prior to the grant of the government use licenses. The QALYs gained as a result of the use of

the each drug in question was then multiplied against the estimated increase in patient numbers
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for the five-year timeframe. The results, in terms of QALYs gained (in order of drugs with the
greatest health gains):

1. letrozole: a gain of 3,656 QALYs;

2. EFV: 2,694 QALYs gained;

3. clopidogrel: 2,457 QALY gained;

4. imatinib: a total of 2435 QALYs gained (1384 QALYs for Chronic Myeloid Leukemia (CML)

patients; 1051 QALYs for Gastrointestinal Stromal Tumor (GIST) patients); and

5. docetaxel: 1,251 QALYs gained
There was no comparative study on utility of LPV/r and erlotinib versus alternative treatments,
hence the study was not able to estimate the increase of QALY resulting from increased access
and use of these drugs. Table 2.1 summarises the projections of number of patients with access
to drugs and increased health status within the study timeframe.

Chapter 3 considers the health-related economic impacts of the government use licenses;
through an assessment of the impact of two mutually exclusive scenarios. Scenario 1 assumes a
situation of full access for all patients to the seven patented drugs, at the time of the grant of the
government use licenses, and the economic impact to be assessed is the expected decrease in
drug expenditure that would arise from the use of generic drugs under the government use
licenses to maintain full access under the national health system. Scenario 2, on the other hand,
is based on the assumption that not all patients have access to the seven patented drugs at the
time of the grant of the government use licenses (reflecting the current situation), and that the
government use licenses will result in an increase in access. This scenario permits a cost-benefit
assessment; of the benefits, in terms of the positive impact from the increase in national
productivity as a result of increased access, improved life expectancy and quality of life, and
number of patients returning to work; and the costs, in terms of net changes in public health
expenditure for drug procurement.

In Scenario 1, the use of the generic versions of the six original drugs under government
use license would result in a reduction of the national health expenditure, with the estimated cost
savings of approximately 357.8 million USD for the 5-year timeframe. The anti-cancer drug,
imatinib, was not included in the model, since implementation of the government use license was
suspended on condition that the original drug is provided free to patients under the Novartis
Glivec International Patient Assistance Program (GIPAP). While Scenario 1 does not reflect the
true level of access to drugs, it is still important to assess the impact of the use of generic drugs
on the national health budget, given the government’s commitment to ensure access to medicines
for all patients. In Scenario 2, impact was assessed in terms of the incremental benefits to
health, which was estimated to be approximately 132.4 milion USD for the 5-year study
timeframe. Benefits obtained under Scenario 1 exceed that of Scenario 2 for a number of

reasons; first, Scenario 1 assumes access for all patients in need whereas, Scenario 2 only
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assessed the impact of the incremental number of patients who received accessed to treatment
as a result of the government use licenses; and secondly, the comparison in Scenario 1 used the
original drug versus the generic versions, while Scenario 2 also compared the use of alternative

or existing drugs available prior to government use licenses].

Impact on trade and foreign investment

It was widely believed that the US withdrawal of the Generalized System of Preferences
(GSP) benefits from three Thai exports (i.e., gold jewellery, polyethylene terephthalate in primary
forms and flat screen colour television sets) was a retaliatory measure by the US government,
which had formally expressed its concerns over the grant of the government use licenses (one
example of which is its elevating of Thailand to a Priority Watch List Country in its Special 301
Report of 2007). It was also a concern of domestic critics that the flow foreign investments in the
country would be reduced, as a result of the negative publicity from the government use licenses.
In Chapter 4, the assessment of the impacts on trade and foreign investment seeks to respond to
these concerns, through an analysis of (1) the impact of the withdrawal GSP benefits for the three
Thai export products, in respect of the exports of the said products in the context of Thailand’s
overall export performance; and (2) the impact on foreign investment, both foreign direct
investment (FDI) and short-term investments in the financial markets, in Thailand.

With respect to the impact of the withdrawal of GSP benefits for the three Thai export
products, the analysis found that the value of these exports to the US did decline, particularly in
the case of polyethylene terephthalate in primary forms. The export value of the same products
to the rest of the world, however, increased. Hence, the impact of the GSP withdrawal did not
adversely affect the overall export status of the products. It was also noted that Thailand’s overall
exports are expected to increase; although exports to the US are expected to decrease, exports
to other countries are expected to increase, particularly those to the ASEAN countries, offsetting
the decrease in exports to the US market. The total value of US exports attributable to products
with GSP status is small, amounting to 7% of overall exports in 2008, and expected to decline
further, implying that the GSP benefits were becoming less important. A noteworthy point is that
although the GSP privilege was withdrawn for the three export products in 2007, an additional
eight products were granted the GSP status in the same year, a fact which has received little
attention.

As regards foreign investments, data from the Thai Board of Investment indicated steadily
rising FDI over the period 2002 to 2007, with a dip in 2006 following the change of government.
In the current global economic slowdown, FDI levels are expected to decrease from 2008, but the
study found no evidence of a link between the grant of the government use licenses and the level
of FDI flow. In the same vein, the study found little evidence of a link between the government

use licenses or the removal of GSP status, with changes in investor confidence. This study
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examined changes in activity in the Stock Exchange of Thailand (SET) Index in the seven days
prior to, and after, the grant of the government use licenses and the announcement of the
withdrawal of GSP status for the three products, as an indicator of the level of investor confidence
in Thailand. In terms of changes in the value of the SET Index, it found that the Index seemed
most responsive to the changing economic conditions of the US market, the Thai political climate
and fluctuations of the Thai Baht, rather than the grant of the government use licenses. It was not
possible, however, to determine longer-term impacts, given that decisions on major long-term
foreign investments occur over a longer period of time. In summary, given that both short- and
long-term investments are influenced and affected by a complex mix of issues, it was difficult to

determine the effect of a single factor.

Psychosocial implications

Chapter 5 examines the psychosocial aspects related to the grant of the government use
licenses. Given the controversy and debate generated by the licenses, it was thought important
to gather information and better understand the views and perspectives of the key stakeholders,
both Thai and international. A questionnaire survey was conducted to ascertain the following:
which factors influenced the respondents’ support for, or opposition to, the government use
licenses, and the perspectives of various stakeholders on the grant of government use licenses
for essential drugs and on the use of other price regulation measures. The questionnaire also
sought to assess respondents’ attitude towards the inclusion of the different drugs (i.e., ARVs,
clopidogrel for heart disease and anti-cancer drugs) under the government use licenses. The
questionnaire, was distributed to identified groups of key stakeholders, comprising health care
workers, researchers/academics, policy makers and foreign stakeholders from developed and

developing countries, for their completion.

In brief, the survey found a correlation between the level of general knowledge regarding
the TRIPS Agreement flexibilities and attitudes towards compulsory licensing, especially among
those in the health, research/academic sectors and among respondents from developing
countries. Those with substantial knowledge on the area were more likely to support the
government use licenses, while those with less knowledge tended to oppose them. Most of the
Thai and international respondents from developed countries agreed with the statement that the
government use licenses were likely to improve access to antiretroviral drugs to treat HIV-infected
patients. There was, however, no clear consensus as regards the grant of the licenses to
improve access to drugs for treatment of patients with cardiovascular disease and cancer. These
findings can be of use to policy makers, and lend support to the efforts to increase knowledge
and understanding of the relevant issues, especially among health personnel and

researchers/academics.
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In conclusion, the assessment of the public health benefits of the government use
licenses is a positive one. Specifically, the government use licenses are expected to help
alleviate the cost barrier to access to drugs, through importation of cheaper generic drugs, and
hence, increase access to the drugs. The level of benefits gained varied according to the drug.
In light of the findings, the study makes a number of policy recommendations. First, the selection
of drugs when government use licenses or compulsory licensing is sought to be introduced,
should adhere to a clear criteria, and six elements are proposed to be taken into consideration for
drug selection. Secondly, there is also a need for a wide range of measures to support the
effective use of government use licenses, including strengthening the country’s information
systems relating to public health, insurance programs and intellectual property, so as to ensure
the speedy registration and importation of the generic drugs under the government use licenses.
Better and more timely dissemination of information regarding the use of TRIPS flexibilities and
the government use licenses to the general public will also help to generate support for the
licenses, but there should also be efforts to introduce other evidence-based, and appropriate

options to promote access to specific essential drugs.
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finsunilaaniwsaumsiiygresadunadudoilznainawiuiidug fillusandn wro
wdasimsduasemindaunsiygilusduidoiuauiiszyludeanamivd @T’mm@ﬁ%uﬂuﬁm
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v 4w d . o . . . , v
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1) EFV L‘ﬂumluﬂg&l Non-nucleoside reverse transcriptase inhibitors (NNRTIs) alifuen
duhiimarloigariugiu iuelunguioiiu NP Gaflainsthadssannmisldongenin EFv
lefur 21m3RUURTIaN 79T Stevens-Johnson syndrome (SJS) wazamIaudnLay atndlainnw

v 2 e & ® A A R

TutzinalnegdihoGuivmgasiugudusganay GPO-VIR hasnniuiouazghsliaw
' A o a 53 o a = ' = A o, A
Pufialumaivdezmun@niiengasuonida uiiazd NP W ududsznaufiow windagiod
MW UReuNnlE EFV [ﬂm:ﬁﬂmuﬁmmﬁﬂmwmmar;ja(ﬂL%al,aw"l,a’i/gifﬂwl.aﬂé,2550] 2N
NINUMIUITIUNTINAUHA L NIgunInaes EFV - Ansdnmludszinalneg ifeadudunu
UsznBuavase EFV ifinuiuen NVP lunsinwgiliefifid1 CD4 cell count vy 200 cells/LL
D wudwﬁunuﬁmmﬁﬂmwmmamaa@%‘imaag&?ﬂaﬂﬁ’lﬂ?m NVP  Sdunugdin EFV 1Ha431ndl
' R A a & o ) a o Ao o A a
aldiefidndninmsinmamthadsannnislin Nve lusnendeayadudlzdniualugiues
DALY averted 1839 NVP @1n31 EFV [Maleewong, Kulsomboon,2008]
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Tayalguniazaesdie mﬂ\‘nmawﬂnmluﬂs:mﬁvlwuvlﬂﬂnmmunuﬂs:awﬁwamaagﬂw
flasueduwhimerledlugasnil EFV uaz NVP wuindien DALYs averted 1flu 5.69 uaz 5.54

0 o o &, { a & a
A1UR/9U [Maleewong, Kulsomboon,2008] muumﬂqmn’nzﬁtwumuﬂmﬂu 0.15 DALYs averted LLag
vaA A a Ao o ooy o A & & o oo
nnanasmIlianiauinidasiligihodhiion EFV findu 17,959 au unaldualdduanius

A X a o«
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2) o1 LPV/r ilusnlunga Protease inhibitors (Pls) mnﬁiuﬁuu:ﬁﬂﬁlﬁﬂumgmam lunsdit
“?'i;jﬂ'am{aﬁ'u mgmﬁuﬂm luﬂa;uﬂwﬁwuvlaﬁ'al,a"nvlaﬁgmﬁvammuu,m‘mam'ﬂﬁu’%msg&?ﬂamaﬂﬁ 321
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IDV/r luﬂiﬂﬁgﬂmwuﬁummm pvir e azlddfenanld LPVir unw [amevhoudiuns
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viral load ldpsniuaziiafinainmslFunganit LPVIr [Bongiovanni, Bini,2004]
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o a & ' = o A = A e, % . ' o L.
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Lﬁmh'ﬂqmma:‘lﬁmnn’hmﬁnmﬁaU aspirin 898831687 [Kamon, Brennan,2005] atinalsAana
ﬁnﬂmmﬁmﬁumaagt%mmw INEANNWRANUTEAUFVNIWUAITIR 32D Wlasansanzasen
clopidogrel  g411n 3unduguasiadenisdrfisenluadia vilwn1slden  clopidogrel  ludaiald
secondary prevention 1t ﬁLﬁmmjmjﬂmﬁﬁmmmmimhmﬁaayzmﬂ'lﬁi:uuﬂi:ﬁ‘uqmmwﬁ
aﬁum&uﬁﬂ‘ﬁdﬂﬂ‘lﬁwmfuﬁmmsm"ﬁﬂﬁamvlﬁ Gain mMslEEnanuansiaslugn clopidogrel 39vinls
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clopidogrel 33uMLeN aspirin 111 1 T uazfimifaaudalywuinddlguniniu 7.37 Tuwmsiins
14 aspirin 1pvad19G i Tgunnazidu 7.31 [Kamon, Bakhai,2006] ﬁaifuﬂqmma:ﬁﬁu%mﬁa
Lﬁmuﬁ‘umi%’ﬂmﬁlﬁ'luﬂm;ﬂ'uﬁamﬂ’ﬁ aspirin LWg9aEn9LAo AaLdu 0.06 QALYs LazaNnNuIATNT
IdanFanansdasvilwyiaodniien clopidogrel Wntn 40,947 au unalins ldduaniue

a & a
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4) ¢ letrozole uenzaslun (hormone therapy) sLWIE&&I Selective aromatase inhibitor @4 1
WathiauziTaduy wwmgluisnualszsnden Alua hormone receptor Wnuinivinwu agrelsd
anuluiigduuuzinlile tamoxifen ilugasluudusnludihouziSaduansluszozusnuazszozuns
N32318 §UEN letrozole wuziinlRlTunu tamoxifen aauaiSuusniduiian 5 T wwizlusanddawy
wianusa tamoxifen lai'ld [paszviaugiuduwimanslfualunmsinmlsauziadiuu, 2549]
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nndayamifnsiawalamiguninvase letrozole Wisuifiunue tamoxifen lanlfiluzasluu
@TaLLinhmiﬂﬁﬂ'mJ:L‘%@Lﬁmwwmwgﬂamﬁ"L@T"i"u letrozole HienTlgun1izannning tamoxifen
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amziilu 13.14 uag 12.73 audau [Delea, El-Ouagari,2007] Dgunnsiiindwilalisuiumsinm
@1t tamoxifen Aaidu 0.41 QALYs uazananaImslianfauiniasilégteditioem letrozole
2 v Maw R
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5) 81 docetaxel Wueniafitinda (Chemo therapy) sL‘u,ﬂE\g:aJ Taxanes third generation Iuﬂﬁlﬁlﬁ‘u
a o A& A Y & @ = = & ' =2 g
fimsldeniiNanstdausSadiug uazuniidan ziSanszimne UZLABNYINANNN UANTANTIY

wiwllanzdlamzuzisadug wazunearimu thasndihefidwudeuinigs

o lumsthyauziSaduy Tmmﬁagj‘lunaimﬁwﬁum docetaxel Ao pacitaxel @9lu
ﬂﬁ]ﬁgﬁumi’%ﬁmmumimmsnlﬁﬂumaLﬁaﬂlumﬁﬂm"lﬁ wazlnadlumsthtansiSaduaszes
LLWiﬂS‘:%’]&Ilu%ﬂ’mﬁﬁ hormone receptor LHuNaay Lm:ﬁmmLﬁﬂmé’umlﬂuéﬂgo Tasuuzsinlwld
mf‘ﬁﬂunstﬁﬁamLﬁaisﬂgnawunWUﬁé’alﬁnnﬁa 13N Aa Anthracycline-containing regimen [ABA£¥i1971%
;jﬂ%fuﬂ;mmman“ﬁﬁﬁﬂ'ﬁlums%’ﬂwﬂmmﬁaL@Tﬁuu,2549] watitasann paclitaxel Hugnfinua

andiasuaziinadynsimihsegluissameisiliidudufonnanluefia dimunsldiniaw

a ao 2 A & vd o vo o & . 4 o ao
anfasluen docetaxel Safianuidulyldfgihoasldsuediiunu pacitaxel Fadayaannuisslu
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dnadszinafnmdunuersndszloniastiefldiue docetaxel Fefimsfianunaaunsznsgis
\WeoTialuszoziaa 3 Dwodtefildon docetaxel uas paclitaxel fddgun1izdu 0.87 uaz 0.66
o o i A A a X A a o v A v a g
@UEIGU [Brown and Hutton,1998] fllgunzfiintwdaiisuiumsinmaltludagiudedu
o & wa A A a o o vy @ a X A o
0.21 QALYs aanis anaIm3lfanFanuansdasinlidianidniian docetaxel LRI 5,958 au Favin

@ v a & a
11»1NavLﬂmuamu:@mmwmmuﬂﬂLﬂu 1,251 QALYs AMAUNTBLAMIANEN

o lumsthiiauzi5edan (NSCLC) szeeft IV (3aufls 1B A malignant pleural effusion)

URz/738 malignant pericardial effusion "ﬁﬁ performance status 0 738 1 ﬁﬁiiﬂﬁﬂﬁuﬁ%ané’uﬂwgﬁ
wasnnldsuadtndadauin fe Platinum-based chemotherapy 'luudn Tageiafithiafiuueinld
14 Ao docetaxel uazzin1uiianfia pemetrexed [AmztuUIadianTljianmIguainmiie
Tsauzi5ean 2549] atinalsfinunn pemetrexed uenlndfifimaunsuazidymedenisdrfie
Wi wenaniimsansnluanslszimaldiUtouifiousewinegn docetaxel waz pametrexed WU9
assnﬂsﬂmﬁmaapjﬂmﬂﬁ%’uﬂﬂumﬁm:nm 2 T lugtues QALY fdwvinfiu fla 0.41 QALYs
[Carlson, Reyes,2008] é’aifuﬂqmma:%avlmﬁmfu wazananaIMIlEinTauinsdasinlwgiae
19nB981 docetaxel LANAH 4,855 A

6) &1 erlotinib 1Jusiafithialundu Tyrosine kinase inhibitors 1#lun1sinsgilinuzss
1la@ (NSCLC) L*ﬁagﬂaﬂﬁkﬂﬁwL’%w"?‘aﬂﬁmﬂwgmﬁmmvleﬁummﬁﬂwﬂ'ﬂqmtiﬂ Platinum-based
chemotherapy uas docetaxel lUudr lapgnefiindafiuussinlildda erotinib wananiidaduas
erlotinib ’é'ﬂﬂizl,ﬁwﬁaﬁa;jﬂafJLﬁ@mmi‘iTNLﬁmmn Neutropenia a2 Febrile neutropenia #asnin
docetaxel WAz pemetrexed [An¥NIUTANgilaI T AN TguaTnmE alyauzi5itan,2549]
mIansudTouAsuyseEnTruaseningen erlotinib AU docetaxel WA pemetrexed wuiﬂgﬂmﬁ
1@3uen erlotinib ﬁmﬂqmma:gmhgﬂmmﬁm docetaxel L&z pemetrexed [Carlson, Reyes,2008]

’ﬁagaaﬁnﬂsziwﬁmaagﬂwﬁvlﬁ%‘um erlotinib s an 15wl asanalaaniuisoly
f9llssinads wuhithedUgunninidu 042 QALYs [Carlson, Reyes,2008] atnalsfiany laifl
msdnSeufisuiusmdumaden da gefitinib 91t %a"l,ajmmsnmwa"Lﬁﬁmamu:qmmwﬁ
aawle

7) £ imatinib ugefithdalfidenstaussadadanmaziia cML mylianzienlay
nn:maagjﬂwmjuﬁﬂﬁ{um mmm"‘s%’ulmﬁdﬂs:mﬂwu'jﬂun@;uﬁmauauaa@iamﬁmﬂqmma:
\udwilu 1.07 QALYs [Huse, Mehren,2007] nnunaImMildinsanudniasinlwgilae cMu
gansadnBeen imatinib 1RNTW 1,203 an é’aﬁuwa"lﬁﬁmamu:qmmwLﬁu%ulugﬂmaaﬂﬁﬁqmma:
Aol 1,384 QALYs @nunIauIaInIanen

81 imatinib ananTaltlumsihtenziTnsamizaimisoiia GIST uddsludsdszinadnm
aimﬂiﬂwﬁmaagﬂ'sU“?i‘l’ﬁmé";fft,ﬁaLﬁﬂuﬁ'umivlajvlﬁ%'um slu;ﬂmao'ﬂqmmu:ﬁﬁ'u%mﬂu 1.9
QALYs [Dalziel, Round,2004] Lm:mnmmmﬂ“ﬁaw%mu%w'ﬁﬂ'miﬁﬂﬁgﬂam“ﬁﬂﬁmuﬁw‘fu 553 At

< P 1% S & a o«
Lﬂuwalwavl@muammqmmwmeuﬂmﬂu 1,051 QALYs @l']iJﬂiE]UL'Jﬂ’]ﬂ’]iﬁﬂH’]
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D o Yguned nalamwanine
mINgen oy
37811381 . - VAN * qUNIN
LNRIE(A)
(QALYs) (QALYs)
1. EFV 17,959 0.15 2,694
2. LPVIr 3,421 lifidaya -
3. clopidogrel ludavdlfifalasiumsiia
5 - . . 40,947 0.06 2,457
druasnmzirlagaamdsunan
4. letrozole lu&lzﬁdtﬁ"mmw:mﬂ 8,916 0.41 3,656
5. docetaxel ‘luu:ﬁm‘]”’mm:ﬂ:ﬁgnmu 5,958 0.21 1,251
6. docetaxel 'luu:ﬁqﬂam:mqnmu 4,855 0 0
7. erlotinib lunziSsaaszuzanana 256 lifidaya -
8. imatinib 1% CML 1,293 1.07 1,384
9. imatinib 14 GIST 553 1.9 1,051
P 84,158 12,492
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A Ao ° X A o = a £ P Y
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3.1 NAUAZINANA

NnuIRANUUUBY (human capital) sfjaL%a'j’lmgwﬁnﬂﬂuﬁéTﬂumwﬁa’m’lsna%awawammz
wayadilunsasgin malduiheniafeiiavasdzmnsdouivduarsdoudonaifolunis
LIRgNIdasInNLaslIsNATI@ [Koopmanschap and Vanineveld,1992] %ad’m‘lmgmﬁ]ﬂs:mmmm
gtyLﬁuﬁi@ﬂl‘ﬁga@iwﬁmﬁméﬁmmwmﬂ’luﬂs:mﬂmﬁ'maﬂs:mm (per capita gross domestic
product) [WHO,2003]
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Framework of assessing economic impact from health

Scenario I: all patients have already accessed to patented drugs

Use of patented CL Use of generic Reduction in drug

products ‘ products ‘ expenditure

Scenario Il : some patients get access to the drugs, because patented products are
expensive and unaffordable for all

Increased ‘ Increased ‘ Increased
accessibility QALY gain productivity

Additional health Increase in Health
care costs expenditure

[V & a o
3.3201szaIan1379y
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o

3.4 suiiaui5398

mnniaumﬁLmﬂ:ﬁwaﬂs:wuﬁm@mstﬂuamﬂmmam‘saum AMTANHIVDILUARETIDNT
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3.4.1 @n1wnasobil 1 anunsniteduuanndguididihonnmeaan il
asnnmaanan ldurnegludnyfomanuiena
= © . @ a e N . a o oA
faudirdesundgruluaniunisaliaz lildeguugiuvasanuduaisluiagiu fesann
Tywemnauwsgaiudatviaydemadnisenvesdssng waaionawsuoivesszuuigTonan
wismduasizualnefiganiinazainanuanamalunadfsungiegnme demeiainns
va A A Ao A= o o v =& a & o 9 va
dszmaldansarndnsiasluassiissonaldumalinmadrfesnvesdssinafntnananavilides
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wwznihiaunsnianalddaian lugdvamansznudiuiudszanm (budget impact) 9nnsldnd
IFanFauanitas
= aa a o a X% . . [ @y
szifipn3Tmaids mylienesdlddununisass (direct medical cost) :INMITNBALLE

P9 e {a & o ' @ o o ' P9
lasenlFinaiinalindiwmasouisuznivnamaduuoununensaig lagbiswdlddroves
misnmeanatiadssane wazdnldiensdanduguasdie iasnnnisasnsdlduandroniu
o & Y . v ) { a & & 9 Y o
AIBuIIANANTINANTENUABA lEI eI TId I BENiaziiadunsnue dransaisuuudnaes
Markov LaTiaTziiwindilidainisldun 6 monsfldanawaniias lasaniiusn imatinib
A 'Y < va A a A S ‘A o @ o P P
Waseolunmsldantuuuitenly Seazldinmaihdrmsdganldlulsananianannanison

mMylleneRiansauaisInumAnsNanIznUd ugIANANERILETEY (G937 3.2)

Eﬂﬁ 3.2 LLa(ﬂGﬂia‘Llﬂ']i%Lﬂi"lzﬂﬂluLLUUﬁi’]ﬂad markov

o Al a ° A & o @ %
dudsnlglunm e iluiuusiaes markov livaaanTaiNansznudaa Maoduen lag
o e . & L4 . ¥ . - A . L
undawldnunatoyadugiuiiiierdasninninmmuniwissunssy Jayandsnannuisnung
maiguaztanau Nuianelaiwnfiznimgduliauaiidgnizyselasanduliauzis
wiimd wananiinidvldreumudayaildananufaiusesdiFoimyivdoyaildnns
numwirssnswludalszine ieanandvastayafinzianliiienzA lasmoazBuadiulsililu
a ca o g
myeTsiiassalui

1. dudsduszinaing daznaudiedayanininuynuaslia (prevalent case of disease)
Py o 6 o o R do & w vo wn & a d' &
waldaemialdihoszaudiorinmuaisuiudasldium uazgd@nmasimaufalsafionansn
824%u1 (projection of Incident cases) taldaaminidtnlwindndudasldiveluaman lanlu
A vy v o va & & AAda ' ' A ° @ &
nadgihoeadlidayanisdszainumsnngddaseninuanfidiaagluudal Sarwdwugtens
dhuiuaslndlidetiuud (@ SE 1 0.01) daanaei 3. lunsdidihonansilddoyannugnues
Tsaunudrwaugihoiriuazminiemasigi@masimafalsaunuiwaugiholng (@1 SE 7 0.01)
@9601719 3.2 uaz 3.3 WdaU §unsdien clopidogrel luildldTayamiszinainelasasy udld
o = v da £ a A o A& K v 9 v o 9, Aq
dayavTmmnslinfifiaivisdlusousiminedy Sedulwgldludedslddmivgionlsvaaia
lunaaaidaanala (1 SE 7 0.01) a9an3199 3.4
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A13191 3.1 ﬁaﬁﬂﬂ'l‘iﬂ'lﬂﬂ’ﬁni’ﬁ']u’)%gﬂ’lUﬁdﬁLLﬁ@Nﬂ’]ﬂ’]itmtvl,&il,l,ﬁﬂdﬂ’]ﬂ’]ﬂﬂﬂ5“ij 2550- 2554

P ufludaslaium ARV lu baseline scenario (11nthpfi linaasan13nd CD4<200 cells/uL)

2554 205,351

7'7.&1’1: Wiwat Peerapatanapokin, HIV/AIDS projection in Thailand: 2005-2025, A? Thailand Team and Thai Working

Group, 4 July 2007

a9 3.2 Tayannugnueddihenziiiriacii g (au) 1 2547

4325940880217 1,107

77.&/’7: j’mﬁbf‘z’/a Burden of Disease and Injury Project, International Health Policy Program Thailand

@139 3.3 Tayansaanniuw linganalfiheunie (aw) 1 2547-2555

iﬂﬂ%at‘iﬂ&lzt%ﬂ 2547 | 2548 2549 2550 2551 2552 2553 2554 2555

1.n3EWNe 2,030 | 2112 | 2,212 | 2,313 | 2,413 | 2,442 | 2,471 | 2,500 | 2,624
2.1/aq 9,001 | 9,312 | 9,672 | 10,033 | 10,393 | 10,828 | 11,262 | 11,697 | 12,176
316U 9,763 | 10,425 | 11,208 | 11,992 | 12,775 | 13,742 | 14,709 | 15,676 | 16,765

4.1faianr’ 2,152 | 2,241 | 2,347 | 2,453 | 2,559 | 2,685 | 2,811 | 2,937 | 3,078

. . . &, e .o o .
Nyl Lﬂ?a‘ﬂ7ﬂfﬂgﬂ‘ﬂ77ﬂ'ﬁ[ﬁﬂﬁla‘:tﬂ mu77\77%WWH775UUT"EJ§JJEJT7?H'77§'WII’JW

9 o | . { | 1S i ' . .
Twdwandihouznsadalanu (Leukemia) Mfimssanzibowld ffihouszana 10-18% ugilangu Chronic myeloid

leukemia (CML) mu'lmzyja%i‘lwﬁumz;v’hniﬂ 20 U
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1 0% @ ° X {6 o . R ' ' @
a13197 3.4 Toyansldmuazmsdszanansiwaugthefldo copidogrel Segthadulngltluda

weldiialdramalunaandaniale

a [=3
USanmen31gen (15in)

470,722

1,635,732
2550**
2551** 2,292,303
2552

3,149,005
2554

> . o ™~ & a o B o o &
An: M3 INUTITIVT TWAL/AWN. IINEUITaYRY1IFITIIMITAIN NIENTWTBIIUGY
* doyan1stsznmmduaun nadu y = 42,835 x - 27,779 (R*=0.87)

2. sudsmunae lagsuunidunmoduwuuineangluissase uazsaeaing

A13191 3.5 TBYAN AN FAULILLAZ AN NEITY

310181 (Un)

e __

‘ 1. EFV 211 600 mg 65.73' 22.37"
EFV 2%1@ 200 mg - 7.44'

LPVIr 133 mg/33 mo o | |
LPVir 200 mg/50 mg _ 20475

‘ 3. clopidogrel 75 mg ‘

4. letrozole 1¥1@ 2.5 mg 2304

‘ 5. docetaxel W19 80 mg 28,3553 1,2455 ‘

docetaxel V1@ 20 mg 7811 300°

6. erlotinib AW1A 150 mg 2,750°

‘ 7. imatinib 2W1@ 400 mg 3,667 - ‘

nnging : MuuaAwARIAAADNT 0.1 uazdnimnszaguyuunuL

i Yayavmdninaunandsziugunmuriond lagen EFV (fuuuy w.e.-5.0. 49, e1a3ity 4.9, 50)
uaz g1 LPV/r (FWUUL 5.0. 49, 2naligy 1.8, 50)
277a§‘/zvmfﬁ7ﬁ'@z;,nq?'vamma?’cywaaam’nmnﬁnim 14 U 18 L 2551
*JoyavIngudtoyataa s ITineT NITNINEITITUGY 6.9.-5.6. 50
“NIENTIRITIIGY(2551) My 10 Yssduddnlusainsldanslasizaomdmlsanss
*druinulunguszgnemans nensamIngy
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3. dwdsdulamalunslasuen mufudayadulskiianuuandsnwaudaiinases
Jaya lasnsdinguenduhimerletlinafvdaysaisainmislieveasithefiniusnaoldnamu
A a -4 a @ 4 & . v o & a ) e
ansuimagaaireiasloiuszdiloiead dauen clopidogrel lFamudadutSinmnislimaguds
= Ao v A e & A 9 A ° o o o Ao &
deldfidudslamalumslaium uasnsdindunanSemwiasnndslifimtdieadny ¥nideis
lfayannmanumuwissanysuinnuaNuiaiusesfiforny uradlua1snem 3.6 LazununIn
luaranuIng 3

@15191 3.6 lamalumslasusvasile

ANANAIA
- Tomalums a
18N8 %%ﬁ“ﬂaﬂtﬁﬂ oo maaummsgwu
Ta5uan (MEAN) (Distribution)
(SE)

z‘ﬂ LULNIINITINE

docetaxel

erlotinib

Imatinib

fian : * M3d1999Ind NN UgTN WU
b miﬂs:mmmwadgﬁﬁmm;ymnamifumﬁatm’nﬂﬁ UAGIRINIANWINT 3
4. sudsdulamafigihoazfeiialug907dnnsinm (transitional probability to the state
4 ¥ . [ . )

of death) msAnsRlEMINUNMIWITIMATIUNIlBLazdIdsEing tianauds survival rate 289
o ve . e d . 8w L ox -
drhennmildiumudazdn Samannibhanldlunsmanisaldnldieduniaziiaiuainnisi
@ Aada A % @ a o X < '
gﬂmm’mmum'suamaaium‘luﬂma 9’4 mmm'smamssﬂmgﬂawmﬂuﬂs:mﬂwum g1
letrozole FMTUALLTILA U LAZEN imatinib F1RTLUZLTINTZNIZOIAT (GIST) was uziSaialiaa
977 (CML) L'ﬂmﬂUmsmﬁgﬂam‘hLﬂuﬁaa"Lﬁ%'ummﬂﬂ'h 11 suandudltirolussosanuazszos

#1va9330A Mtaysanmanummwssanssuludadszing uaadluannn 3.7

(%

M19190 3.7 a“'mwmﬁam%%maapjﬂmﬁwmﬁﬁ‘htﬂu@laﬂﬁﬁu 19

51811581 2A31N338ATIA

letrozole luauziSatdua Fouaz 64 vavihndlongineninii 2 1 [Mouridsen,2007]

imatinib lunz139 GIST ouaz 88 vavtheiongiusnindi 11 [Demetri, Mehren,2002]

imatinib lusazi39 CML Fouaz 89 vavithnilonyiugnind1 5 1 [Druker, Guilhot,2006]
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nnmaenzilasldiundines markov mansndmamiwmugthefionadngldioomly
A A o o o o ' | AR vo ' @ & ' ¥
waasd Luammgmﬂmunu‘lumﬁﬂmmaﬂumaﬂaa"l,mmmum'lmmumamamm@mamﬂmmw
' A o Ao wn ' o ' o . A %
suladatl FainddnladanzdaldinsaunseuiainsAnsvasonwdazsons lasUsuanInlyw
Jull 2551 @) uszudasddulaslddanuanilfowiads naeu-iusiow) 1Ny
a Ao ' a o 2 A9 v o o A
wwmmﬂunymwumummmw 3286 UIMAaLWSHYENIE nsAnwRldoasinsdTusadiin
(discount rate) 7 3 Wesidua [Permsuwan, Guntawongwan,2008] uaﬂmﬂﬂmﬁi’ﬂﬁ%ﬁﬁﬁﬁdﬁmmu
o o . { a & v & o ° X { o o o
laiusiuauvasauils (parameter uncertainty) fianatiadnle mmuﬂimmugmaﬁmaomﬂﬂnm a
wa X o o ' o o ' A4 o Ao o a
uﬂﬂamalumsvlmummaa;dﬂ’m wazaandsaudltinalumssnsdean senndasldinafians
Tiemzanwhiuiuauainanuiiaziu (probabilistic uncertainty analysis) d283FnIguAIBL196
Pa3dantsAazan udwan 1,000 a39 iaUszdunnylisinauuaidindsnenalinanienudaning
ﬂa'ml,ﬂﬁaumawiﬂﬁai'lﬂﬁmqmmw LLéhwwhm‘é'uﬁ"?Lﬂiﬂ:%ﬂlﬁmnmsa;uLﬂu@iﬂ%ﬁhr.lﬁ%mi'l:ﬂ“l,@?
nadnsUTuanyluuineuvasdiulsuss [Limwattananon,2008]
MILERINANTITUIHL I UNANIENUA UILLU TN AN TITOIR T YNAUN U AU U
v Ao o P a & < B 'Y A & 9 ' A 44
wn3zazianaddiamsmiilugdisusinansenuaiwindszanananaduwlyled lugrsanuseun
95 L1asiTue LaAINA lUAANUINT 4

a o | { < A = ° o &
'J“Eﬂ’liﬂ’]u’lmﬁ’mﬂ?’]m%auuﬁ 95 Lﬂaﬁﬁﬁuﬁ (95%0') g@]iﬂ’]iﬂ’]u')mﬂd@mvlﬂu

aaudsnlEduI

- @ Estimate : nM3finmflddais (mean) vasdldiagunindildainmagudiuds 1,000 a3
- @1 SE : ﬂ"mmﬂLﬂﬁaummgmmao@i'ﬂ%ﬁhnqmmwﬁvlﬁmmﬁajuﬁaLLﬂi 1,000 59
¢ e a A Ada o, | o .
3.4.2 anwnasaii 2:  anunsaileguuanadziuiiiinidifdgisoediudaslsl
sansahisngufiaulald esnnsmauwainldudinizusnegludyfomanudendudaf
g o o a da & a & o o {
MU anumIatiiaanInasiaunansznuduiaTHgnaliiaiua nmaRuuseswudaon
v R o o v oy \ Aa Aa dadk o o ' v a v .
s ismdudu ilddthenduilfiouawdiefidaw smansanduldvirnudaldifonaldde
@ a { & & o o o o o o ' © o
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A a & s o oA a s &A= A 4/
gUMWARNWTUAY Finadanziransznuluaniunisaiidsamusadmdudndudunuuaz
o a va a P o ' ] va A A A o A a
waldgniannislsanfauinivaniaseudazmensilddnionanitas Sudunsienedlu
HUNDIVDITIAY
~ aa Ao a s o = A a & X
szforiimeiss  msllenzinansznuanmai s iiniueesdiae laanism
a da & v 2 X a a o @ Y A &
wa"l,@ﬂugﬂmaawamammwmumnmnmmmmaapdﬂazJ wWisuifisuiueldiaduguninigdn
Wan KA lagnT (net  benefit) vasm@nugilEinTarndnias uananfsinidvlaiamzsd
Lﬂ%ﬂ‘uLﬁﬂmminmﬁlﬂumalﬁan%‘saLﬂﬂlﬁa%iriauﬂﬁﬂ’ﬁ%w%mw%w%ﬁm Augnsgunaldania
a Ao { o a od A & ) . a o
FNTU@T tahandieTeAlSouisuna lanA A (incremental benefit) IQUﬂwsaLﬂsw:ﬁmunuLLa:
HaldaunIauadsnumdnmansznudugunnsessudazlszinn lasasmadanzi

U vaada Q/ ' :‘.D
dunuuazua ldiainsasdalui
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" psiensdkanaaniiadn IEaulsieldusima@dana iiNadu tnanEe

A A & Ada Aa @ v &2 o ° a v o
MnwanTiianfiguniwsasgthodifenld lasdmuesuadziwigionnmesmanneing

a v o o a o o A a s 'Y ° @ i

nandaldnudsauludaridoanu daudshlslunmsiensdleneudis Suundielndfiaunm
v & A & A A a & X! wa A wa A A Ao A o
hfeonfindu wazlgunziiinduvasgthsannmsldiuelunemangnldinfauaniias ole

2 A o & o 2 A a4 a X o
ammsfineluuni 2 lasuagmuasdiudsnigesdn sansouaasislgunnzlifiniuasyis

& a o & A4 A o o % a o & ' a da &
YNRANANLTINILN smmam"l,ﬂ@mnuswf;l"l,@ﬂizﬂmmmamauﬂugamwaNamwmumadﬂs:mﬂ

- a o’uslsvu [ A 2 & “ av a €1 9 v o
mMdanzianlgTnsmuguamiiain iniseliensidnlsiglunislam
usassin da (1) drldIrenaasaniamsunng (direct medical cost) laun dnlddrafiiaanns
Snsensuglasass uaz (2) Aldinen1adauniansunng (indirect medical cost) lauA f3nmAA
a v A & ada o 10 . = = Ay c 9w Ay g
iaanarmytanfssvessnug (unsdin@deya)” adlsfan msnndlisuedldienlils
NINIIUNNE (non  medical cost) 13w dramInllag wiadudunannlisweuiazasgias

A = A ' o (% ' A a & ' ' ' ad A A o Al

WasannmaSouifisudnldinsasnanifadnlivanasszninsgesnsdifSouisy daudsnlslu

a & Y o X & i v & a & a1 o 9 o Y
mylenzidsznaudis Swandthonanuefimunsadh fssniniuluudazl guivdnldinodu

' X = [ {
mmaﬂ‘umgﬂm TILFAIAIANTIN 3.8 LAz 3.9

a o o ox d o & a &
199N 3.8 “ua%lamiﬂi:mmmimu’m;dﬂafmL"anml,wumu

31801381 2 2552* | 2553** | 2554* | 2555**
EFV AIDS 2,815*  6,264* 10,391 14,255 17,959
LPV/r AIDS e 623* 1,529 2,475 3,421
clopidogrel 2nd prevention ACS e 4,069 12,207 12,307 12,394
letrozole Breast Cancer e 7,499 7,929 8,392 8,916
docetaxel Breast Cancer e 1,347 1,440 1,533 1,638
docetaxel Lung Cancer o 1,146 1,190 1,235 1,284
erlotinib Lung Cancer o 52 60 68 76
imatinib CML 892 833 928 1,134 1,293
imatinib GIST 487 437 478 515 553

> % o > o o a wn A a X s
A+ dayagthefunivenlulavins nsspuwiienrusnaaieiarloTuacgilooad
= dayansiszammsdigaun gy

e gy laifimsiugen

10 a 0% @ &, o @ o ' @ @ o
natien EFV nmedtayadunuasaungundildiomeasuasmedaudimuisdldilumsinmenmsthadssanms
o . o Ada da £ @ a o d a & . o o . & a
Ifuazdlfisanmsifiantusnivwesdihe lwnnsimdaulinnzfiawzdldiomsasmnnldoi das
dulifidayadldienaedan
1 N o veu W 4 4, oy dn s
n3dien EFV LPVIr letrozole waz imatinib msfinmiiinualiiholdfumadndaiiiosanan 5 9 Sadwaudihofldolu
, - v L . oot v . . 2 4w a
ustazl) asfienedmathoiuszlng sunsdlonaugimualifiheldfumeutasnmvemsinmlusiug ol 1

) vy o &, X A9 o Ay a I ooy P~
U anwuwanmamiguagthoves sla. muummugﬂaUﬂlmmlw,ma:ﬂ a:’;miwzmaww:nqug}lﬂuUlvﬁmmuu
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A15719N 3.9 0 agaﬁuvgu@iﬂ%&imﬁmqmmw
alzgany
(unfil)

iszian LLa:ﬁN’]“Hﬂdﬂ’]iﬁﬁ%’Jmﬁ%n%

P
s1amsaINAnE

FUNUNIATI + FUNBNIBBUINNNTINHIBINNTT9LAE
1.EFV 63,173 == L A

wazM IS lIAUNINTaud% g AaaaTIITIa
2.LPV/r (200/50 mg) 20894 | dunumIng9 7l regimen m3l4en 800/200 mg/d *
3.clopidogrel+ASA 621 FUUNIATY # regimen m3lZen clopidogrel 75 mg/d *
4 letrozole 2,555 ﬁunumam@ ﬁ regimen mslden 2.5 mg/d **

AUNUNIIATI ﬁ regimen mslgen 120 mg/m2 IV over 1hr q 3
5.docetaxel (breast cancer) 7,380 :

wk 4 cycle**
6.docetaxel (lung cancer) 6,180 ﬁu"qumama ﬁ regimen m3lgen 100 mg/m2 q21 4 cycle**
7.erlotinib 88,200 | diunun1sag # regimen m3l$en 150 mg/d Oral in 4 months**

alzane
(wnfl)

dszian LLR&ﬁN'I“IIE]\‘Iﬂ’Iiﬁ’]%')m(;fHYJ%

a4 1a o
TansgnlIsunay

AUNUNNATI + FUNBNIBBNINNMNIINHIBMNTINLA B
8.NVP 101,434 L . 4 o am
wazMIsnIlsaunIndaudn g aaaatradiio
9.IDV/r 39,745 FUUNIATY i regimen ms3l4en 1,600 mg/d *
10.aspirin 73 FUNUNWINTY i regimen N3lEeN 75-325 mg/d *
11.tamoxifen 3,650 ﬁunumam& i regimen MILdEn 20 mg/d **
FunumInss 7 regimen Mslden 175 mg/m2 IV over 3hr
12.placlitaxel 60,000 !
q 3 week 4 cycle**
o 4 o
13.pemetrexed 179,760 AWNHNIIAI 1 regimen mslgen 500 mg/m2 q21 4 cycle**

WG : TAUAAIAINARIALAGE UL TN 0.1 Uasln1InTzeIsuLuNNa
o o o a va A a O & o o o o ' a
fin: * gupumislienlunaspuianisusmagdedaialaTuscgihsaad dninsnunanyssiugun s
* suuyunslsnaniduunuissd ussunan gy fiansguainmgiholieunss snonunanyseiugunw
unamd

*** Maleewong, Kulsomboon, 2008
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AUNIBUMINATIEA ATuazidaaaii
[ a ¢ A ad ey
3.5.1 wanis@nwrundesnadginluaaiwnisalil 1: nsdnduennaomann
vhfaeld ihasannedinanldusnagludnyfomanuvend danunslsiniaudnivasidma
niznudansassudszanudldieduguniwlumainmldannnisldomiyunuenduuuy
= 2 o v ed A a ¢ > a
mifnsIvihnueianumsaiidunislunsaunsiienzinansznudumassgialuyuuas
2093301 WanIznUdwIUUszasInmMIaadlFsdugunwdronsldoadynaunuen
duuny lugihennmeficnemssiidanudasmsldonlSeuifisoszwinmislsmduunulunsdn
' va A a a o o ) o { va A a a o 12 o
ligimsldandawansdas nunisldmamdylunsdindnildaniawiniasluem 6 ems” asgl
A . © 9 & A« = oo o W o
1 3.3 wadvasdldislunssasnsdiilunsusasfissudsznansguiadsznda ldaannnsunasns

lEanTanuan3tas a9e13199 3.10

31 3.3 ehlgiwdugunwdiouifisussrivnsdliduscdmelianioninidas (wnrioyaniy)

200
180 + § Without CL

160 1
140
120

® With CL
113
100
77
92
48
_ [ g2 ’

80
Efavirenz LPV+RTV Clopidogrel Letrozole Docetaxel Erlotinib

Million USD

60
40
20

12 o T Y o o o ° o o TN
pnLugn imatinib Liasdsdihaluszuunanlsziugunmdumiaansniomnldnaldlasms ciPap laglifienldis
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v

asnivizeineleaasnsigansanadnsing

maunwInil 3 dadugilef

(a: FUBuUTIUAITR)

v ¥ ]
b7 71%8'] docetaxel AMNVDLIBNIINTITUN

[ v
®  JSLIILATWA

wilelnaidszanns 10,000 A/l

50% aSumIsnsdisaiitinge = 5,000 au 50% SUMIINENI8ITIN

l 20% §3130 0% docetaxel = 1,000 At l 80% le5usnan

ASa e
Paunaeniiazldeann = 120 mg/n3s wansuenleuszunm 4 a%e
=120 x 4 = 480 mg
S USwmenitazldeed = 480 mg x 1000 A/l

= 480,000 mg/1




[~
e jziidanm

dthlnadyszann 8,000 awdl lay 80%

50% ldTuNISnENE8EN platinum = 3,200 A% 50% SUNNTINEI602835D
30% NADURWIFDNTINE = 960 A 70% laiaauanaddan1IneI= 2,240 an
20 % fnsnauN1adlIAnal 30% $1Tud09ld3U docetaxel = 672 Au

FnTudaslesy docetaxel = 192 an

s‘ﬁmﬁpjﬂmvlﬁm docetaxel = 192 + 672 = | 864 awdl

S USinmenfalddaau = 100 mg/A33
wansuen leUszanm 4 a3 = 100 x 4 = 400 mg
AT USumennazlddatl = 400 mg x 864 AW/

dszanayinny 345,600 mg/l




msUs:duwans:numNOINIINsMSIBZ N3 @.

MU~ nsUnsenluls:nAlng s:hdwl 2549 - 2551

g & a
o NZL?GLNG\T@%WB’I’J CML

l dlaelnsidszanm 200 A/l l

A9 Vsunmendiazldeial 400 mg x 200 Au x 365 Tu

dszananyinny 29,200,000 mg/dl

® GIST
l e naitszana 100 aw/dl I
AI%U Vsanmendiazldeiol 400 mg x 100 A x 365 T4

dszananyinny 1,440,000 mg/ll




(=3
e jzi59danm

50% leTUMITNIGIBeplatinum = 3,200 A 50% SUNMTINEIG283TaU
30% NABUEWBIFBNNTINEN = 960 AU 70% linauanasdanissnesn= 2,240 au
20 % fmsnauntvedlsaudald docetaxel = 192 A% 30% b docetaxel =672 Au

asnuazlghnldnn docetaxel = 192 + 672 = 864 Aw

20 % #ilgen erlotinib 'l¢f =

Ao USunmenfazlddan Tuaz 150 mg (1 1)

Wuiian 4 1eaw wihny 173 x 120 = 20,760 Lia/T)

€e

AIT USanmuen erlotinib 150 mg fazlddall 1¥iniy 20,760 e
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v U (]
MN13 178 letrozole AN ALIBNIINITH

1 v
®  NZLIILATWN

wrlaelnaidszanm 10,000 A/l

50% AaUABAIAaNIININGInTES N = 5,000 A 50% linauauasdemsinmeiuaasiun

60% nuaLlszdihan = 3,000 Au 40% FUvendan

60% Hormone receptor (-) 40% Hormone receptor (+)

100% 1481 Aromatase Inhibitor = | 1,800 A/l

(Ngy post menopause)

AW dszimms ﬁjﬂmﬁ’bﬁm Aromatase Inhibitor N8l letrozole
Pnmenitasldaonn Juaz 2.5 mg (1 1da) uns 12 don
Wit 1,800 x 365 = 657,000 Lla/1)
aain  USunouen letrozole 2.5 mg fiazlddatl iy 657,000 1fia
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NMARBINN 4 Nanizﬂnﬁlaﬂ’ﬂﬁmﬂﬂ’mqmn'\wmﬂn’li‘l&iaﬂﬁm’maﬂﬁumim'mam%mimﬂ 1

a k3 a a a € ' v A @ va a a aow 1

nmaawhiaearled myAensinanznualdine Tu 5 TudinsldanTanansiay luen

o o Y A A o { o
duhimarlad 2 moms daznaudinen EFV Sadlusngasnts uazen LPVr Suilusngasses Alg
A vy AL A ' = A v A o o & i’ v AL R A &
lunsdidthenfedamgamis adalsfion asdsiimaidnanldaudl 2550 Wnddeiiemey
Tagldand 2550 ugnu usdSuaadSuaiuain (discount rate) Sapaz 3 uaulasdrduand
2550 1Hull 2551 lavlFaafisa1ulna (Consumer Price Index /CPI) n3diun EFV uaz LPV/r 39
myhdiladull 2550 uaz 2551 nasanfAimsdszmaldantansuanivasitileUasl 2549 uaz

2 o { va a A a o [ o
dul 2550 GegnwdananldanTauEnsiasid 4 U 11 1Gou way 4 Ty @aNd19U wans

a & o > o
AATIERAIANTINN 1 AT 2 9NV

ﬂl ' ol = = ' a = a va a a a o v
M990 1 ﬂ’]sl”ﬁﬁ]’]il"llﬂx‘if_l’] EFV L‘i.]i?.lllL‘YlUﬂizﬂ’l’]\‘mim‘hmLLE‘]ZSJNﬂﬂiﬂﬁilﬁﬁﬂﬁ@’luﬁﬂﬁﬂﬂi ® %

winnansg) luginnugalui 95%

Talaansauansiins Fansaadnsiing
(Fanauuuy) (1) (xenansin) (2)
2550 27.6-28.0 9.4-9.5 18.1-18.5
2551 31.5-32.0 10.7-10.8 20.7-21.1
2552 35.0-35.4 11.9-12.0 23.0-23.5
2553 37.7-38.2 12.8-13.0 24.8-28.3
2554 39.9-40.4 13.6-13.7 26.3-26.8
NAA1IIN yalddesn 5 U laslddanuiuaadiduiasas 3

47 11 \han 170.7-172.9 58.0-58.7 112.3-114.6

dl 1 U = a 1 a ra wa a a a o =1
5191 2 fnlFieuessn LPV/r iwSsuifisuseninansdlifiinasnsldansanuanivasuazs
eI IanTauEnTUes (Muriogany) lutennugadui 95%

TalzansSouansiiag Txansanansiins WA
(Fnduuuy) (1) (IFenanain) (2) (1-2)

2551 21.8-22.1 4.3-4.4 17.5-17.7

2553 26.1-26.4 5.2-53 20.9-21.2

NAATIIN yadlgienw 4 U laslddandivaadduions: 3

417 96.2-96.4 18.9-19.1 76.1-77.4

1 w o g ua a o v 13 o o g un al va o
midemadiduldantlasiamainolunsdlndwhinerle? ssyszoznalumadaduldans1ia 5 T waamsdzmeavas

NIENITWRIDIIUYY



msUs:duwans:numNOINIINsMSIBZ N3 @.

MU NSURsenluds:ndling sincwt 2549 - 2551

ndayalua1ef 1 uaz 2 wudmsldanfarwinidasmansaaadilfiisannisldn
EFV dafluiduilszanm 133 swnsogansy wuashion LPVIr sadlgangladUszanm 77 swniogy

ﬁﬂ%ﬁ AUNTOUIANMTANEN

A13197 3 el FI1828987 EFV waz o1 LPV/r wW3suifisuseninansd il duaslaunasmsldansanu

aNBUaY (Muwssyansg) ludsanuisaiui 95%

laladansewansias  l#andSeadnsiias
(Fendnuuy) (1) (Ixenanain) (2)

2550 (11 1damn) 27.6-27.9 9.4-9.5 18.1-18.5
2551 53.3-54.0 15.0-15.2 38.2-38.9
2552 59.1-60.0 16.7-16.9 42.3-43.1
2553 63.8-64.6 18.0-18.2 45.7-46.5
2554 67.5-68.4 19.0-19.3 48.4-49.3

yadldiein 4 T 11 deu lasldaandivandiiusase: 3

265.9-269.3 76.9-77.9 188.4-192.0

lasaguelgiadugunmlumsinmgihsdomdwhimerlainssssnonsdaduiu
Uszanme 267 swnsogansy wuaeinisldintaruinduadanldiodszanm 77 Sunisyansy
ﬁfuﬁamﬂﬁw%mu%ﬂ%ﬁmsmﬂa@wh'l’ﬁﬁhfJ@TﬁuqﬂJmWﬁmﬂuﬁuﬂizmm 190 FULATLYENITF AW
NTAULIAINNTANEN
a . @ v o R Aq A o A o

3k clopidogrel l¥ludaslidmivginnlsvaaialunssaiionials tiasainizuia
Urzmealdanfawdniaslunfliodeunnsan 2550 o Jaguil Imeibwdheadyunllu
UszinalaifanFIniay 2551 GIUUaIIATeANanITNUawILYszunoniNes 3 1 4 1Han

= ' v . = a ' AN oA va A a a o a
M139N 4 ﬂ"ll‘ﬁ'ﬂ]"li]‘llﬂxﬂ?.ﬂ clopidogrel Lﬂiill]L‘YIFJUS:‘W'J'Nﬂimvl,&l3J3J’1ﬁiﬂ'ﬁl“ﬁﬁ"ﬂﬁﬂﬂuﬁﬂﬁﬂﬂiua:u

va A a aw % a o B A4 oA
&J’]@]iﬂ’]ﬂ“ﬂaﬂﬁ@’l&lﬁﬂﬁu@li (R’]utﬁiﬂmuﬁﬁiﬁ) quﬂma\j"ﬂ’l\ﬁﬂj’]ult’ﬂauuﬂ 95%

2551 (415am) 1.7-1.8 0.046-0.047 1.6-1.7

2552 6.2-6.3 0.16-0.17 6.0-6.1

2553 7.1-7.3 0.19-0.20 6.9-7.1

2554 8.1-8.2 0.21-0.22 7.8-8.0
yadlgienin 3 U 4 feu laslddandiuaadiuoos: 3

21.8-22.1 0.58-0.59 21.5-21.6




“e

lasagdenldiodugunmwlumsinsgihodiomlsanaaaiiannilafodwd dazanm 22
MwnSyyansy wanimyldaniauanidasdaldsnelszanm 0.58 Swnsoganignudansld
anbanuansatisaadliedugunwdadudu 21 Swwioyaniz awnsauamdnm

o o < { v o va A A Ao & &
nsmgniianzie asdniguadszmeainainsldaniananioaslusngud asud
anyaw 2551 ud o Jauuil (uenou 2551)  delifimsidheandyanltludszina danu
=2 A2 a & 9 a P & a o o o A9 vn A
mefnsiiensinansenudmusulszanoniios 4 U lapasaun@giwitsguisasiudiennldan
auEN3UasIuY 2552 %t Taunsdivaden docetaxel ladtasziiilu 2 nydlanndaveld laun vziFad
wULATN2L59Ua0 docetaxel éT:]mmsni’ﬁ'lumsﬂnﬁ'@‘[samt%amjuﬁu"l@i” W NELTINTENNZENRITUARS

uzL3dangnwann uamsanwilaldiansude LﬁmmﬂfﬁhmugﬂaU@iauﬁnﬁazJ

dl o ' Sl o a = v = a g a ra
15191 5 M ldanevasen letrozole lumstidauziSaduwy Wisufsuszninensallid
asmslanauntasuazdanasmsliantaudntuas (fwnsogansy) Tr9nuTadn 95%

3 Tailxansanansiins Txansauansiing HaG9

(Farawuuw) (1) (lxenandin) (2) (1-2)

2552 21.5-24.6 0.7-0.8 20.7-23.8

2554 24.6-28.2 0.8-0.9 23.8-27.3

AR yadlfioniw 4 U laslddandivandiiusesas 3
47 88.4-101.2 2.8-3.2 85.4-98.2

= A o @ = & @ ~ P ! A A
M1379N 6 ﬂ']l“lﬁl’]ﬂﬂ’] docetaxel luﬂ’liU’l‘leJ:Lﬁd‘lJaﬂLLR:N&L?OL@]’]%N LﬂiﬂuL"ﬂUUiz“'J']ﬁﬂim‘lNu

asmslanauntiasuszdanaimslianianudntuas (Mwnsogansy) Tr9nuTadn 95%

A1 l7a820981 docetaxel

c v <
NN azsvloa

Tailgansaa Igansan
andiias a&nsiias
(80 AwuuL)(1) (2nadia)(2)
2552 6.7-7.6 0.2-0.3 6.4-7.3 4.8-5.5 0.21-0.24 4.6-5.3
2553 7.2-8.2 0.3-04 6.9-7.9 5.0-5.7 0.22-0.25 4.8-5.5
2554 7.6-8.7 0.3-0.4 7.3-8.4 5.2-59 0.23-0.26 5.0-5.7
2555 8.2-9.3 0.3-04 7.8-8.9 5.4-6.1 0.24-0.27 5.2-59

YAAITIN I8asdsuaaddunsooas 3 I8asdsuanddunsooas 3

41 27.6-31.4 26.3-30.1 19.0-21.6 18.1-20.7
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a

dl J Y . o b 3 = = ' a 1 wa
AT NN 7 ﬂ"ll‘ﬂ'i]’l?.l‘l]ﬂ\‘if;l’l erlotinib luﬂ'li‘i_l’m@mtl,id‘ﬂﬂ@] Lﬂi&lﬂL‘YI?_I'Llizﬂ’ﬂ\‘lﬂimvl,&mNﬁ@'l‘iﬂ']ﬂ’ﬂﬁ‘ﬂﬁ

a ao a YA a a Ao Y cs [ a4 oA
VI’]JJa"ﬂﬁﬂ(ﬂiua:“u’]@]in’]{l”ﬁa"ﬂﬁ(ﬂ']l]ﬁ"nﬁll(ﬂi (a’]ul.ﬁiﬂmua%ii) NDIANULDONUN 95%

Tailgansaauansiins lgansanansiing
(Fanauuuy) (1) (xenanain) (2)
2552 2.2-2.5 0.6-0.7 1.6-1.9
2553 2.3-2.6 0.6-0.7 1.6-1.9
2554 2.4-2.7 0.6-0.7 1.7-2.0
2555 2.5-2.8 0.7-0.8 1.7-2.1
yaslFdnoriw 4 U laslddanuiuaadiGu (discount rate) fiYowns 3

9 Q Q Q A
4 8 3 0

ndayatiadu wuddnlfielasdszanmainnslien letozole  nsldanFanudniiag
swsnsadldioaunouaMIinsUszanm 92 Mwnsoganig wnIden docetaxel 813130
Iidalsauzidadiug wazuzsidaa nsldansarudnidasausoaadldansldTudszam 48

swwnipryaniy garialunadion erotinib wodaadlddodugunindsznm 7 Swnioyaniy

= P9 e = =t a . ay A va A A Ao
19790 8 ﬂ’]sl’ﬁﬂ’lﬂi’lllaﬂﬂﬂﬂ']uzliﬂ 3 918Ny LﬂiﬂuL"ﬂUllizﬁ"]'mﬂimvlllull’](ﬂiﬂ'ﬁl”ﬁﬁﬂﬁ(ﬂ’]“ﬁﬂﬁu(ﬂi

uazlunaimslaaniandnives @rumduyansy) NTeanusalun 95%

Tailgansaadnsiins laansauansiing
(ZFarawuuy) (1) (xananaiay) (2)
2552 35.2-40.2 1.8-2.0 33.3-38.3
2553 37.5-42.8 1.9-2.1 35.5-40.8
2554 39.945.5 2.0-2.3 37.7-43.4
2555 42.4-48 4 2.1-2.4 40.2-46.2
yadldiorw 4 T Tasldaanuiuaadidu (discount rate) fisonay 3

4 4 63.9 8 6.0 0

Y P % C 9 = & v & A
anndayaluanif 8 wansznududldine Tusauzang 3 moms uaadlwiiuwiminlid
WaIMsITaNT Sgunadesiunmszaldinsfaluite 153 auwnisyanis amsinmslduasnsls
fnBauEntuas wxilldnldane 7 Swniogansy asununaimsldantlesigildUsendadlddne

§WILEINSI 3 TIUNIIIINTIFU 146 SIULWILYENIF ANUNTOLLIMINIANE
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NMANBINN 5 ﬂi&‘ﬂ'\mﬂ'\iﬁn%’l%aﬂ’)Eltiﬂ‘ﬂaaﬂLaaﬂﬂﬁiﬂqﬂﬁulﬁﬂﬂwa%

Fwnuwdmnsludsanalnedniunsdnssansznudumadrfieem clopidogrel va5th

mu’ﬁalio'l’ﬁl,ﬁaﬂaoﬁ'umsl,ﬁﬂsﬁwaama:ma@Lﬁa@ﬁ'ﬂaqﬂ@i"ul,ﬁr_mwé'uluamumsdﬁ 2
ad o o vy o e 6 a
Imadwans  Usznmnidmaugte = Smanudszsing x guimsainaialie

@139 1 matsznansiuwiugih yidasnmItianteslfinetlasnumsiiadivasn1iznasation

Wlagaduiduunan

%9918989 Nl senns* . . n’]illi:u:ilu,n’ﬁ
: aan1saivadlsa= UINHI Y
iszans (A%) : .
(3n8)
@)
2578 W9 2578

30-34 2,655,259 2,686,385 0.01 0.01 266 269
35-39 2,687,546 2,802,888 0.02 0.01 538 280
40-44 2,535,820 2,695,778 0.04 0.02 1,014 539
45-49 2,203,092 2,358,169 0.08 0.05 1,762 1,179
50-54 1,792,949 1,973,348 0.13 0.12 2,331 2,368
55-59 1,362,792 1,519,512 0.18 0.18 2,453 2,735
60-64 933,645 1,060,447 0.27 0.25 2,521 2,651
56-69 773,244 914,584 0.36 0.36 2,784 3,293
70-74 577,553 734,910 0.37 0.36 2,137 2,646
75-79 377,557 515,583 0.47 0.46 1,775 2,372
80-84 188,760 282,542 0.49 0.56 925 1,582
85-89 80,277 130,866 0.49 0.54 393 707
90-94 30,372 52,760 0.49 0.65 149 343
95-99 9,366 15,749 0.49 0.69 46 109

100 11,040 15,806 0.49 0.76 54 120

=I
fa1: * nsumsUnasad nsznTasamia ing i 2550

= lnwmaszidunaluladuszulopsdugunin
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AMAHWINN 6 LUUFITIIANVAALAU
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[ Information sheet ]

A Study: Assessing the Implications of Compulsory Licensing Policy in Thailand.

Research institute: The Health Intervention and Technology Assessment Program (HITAP)
is a health technology assessment agency in Thailand that is jointly funded by the Thailand
Health Promotion Foundation, the Health Systems Research Institute, and the Bureau of
Health Policy and Strategy, Ministry of Public Health. The HITAP aims to provide sound
evidence to guide policy decisions about health care resource allocation in Thailand.
Objective: The purpose of this study is to assess, from a social perspective, the
implications of the Thai government use of patents for seven medicines from 2006 to 2008.
Information relevant to the study:

According to Section 51 of Thailand’s Patent Act, in cohesion with the agreement on the
Trade-Related aspects of Intellectual Property Rights (TRIPS), the Doha Ministerial
Declaration on the TRIPS agreement and Public Health 2001, the Government reserves the

right to use patents in situations of “vital importance.” Specifically, the section states:

“In order to carry out any service for public consumption or which is of vital importance to the
defense of the country or for the preservation or realization of natural resources or the
environment or to prevent or relieve a severe shortage of food, drugs or other consumption
items or for any other public service, any ministry, bureau or department of the Government
may, by themselves or through others, exercise any right under Section 36 by paying a
royalty to the patentee or his exclusive licensee under paragraph 2 of Section 48 and shall
notify the patentee in writing without delay, notwithstanding the provisions of Section 46, 47

and 47 bis”’

In 2006 and 2007, Thailand’s Ministry of Public Health declared its intentions to enforce
government use of patents for two HIV/AIDS drugs, Efavirenz and Lopinavir+Ritonavir, and
an oral antiplatelet agent, Clopidogrel. In early 2008, the public health safeguard was
introduced for four anti-cancer drugs, namely Imatinib, Erlotinib, Tetrozole and Docetaxel.
The detailed information on medicines for which the Thai government issued compulsory

licenses in the period from 2006 to 2008 has been provided in the table below:



&

Medicines Uses Patent holder | Estimated No. Estimated
in Thailand of Patients Budget
Requiring Required
Medication without CL
(per year) Policy (USD)
Efavirenz First-line treatment for Merck Sharp 200,000 95 million
HIV/AIDS (to avoid and Dohme
severe adverse
reactions from
Nevirapine-based
regimens)
Lopinavir + Second-line treatment Abbott 50,000 109 million
Ritonavir for HIV/AIDS Laboratories
Limited
Clopidogrel Prophylaxis of coronary | Sanofi-Aventis 300,000 47 million
artery obstruction Limited
Docetaxel Treatment of breast, Sanofi-Aventis 1,500-2,000 680,000
lung, prostate and Limited
stomach (GIST)
cancers
Letrozole Treatment of breast Novartis 4,900 8 million
cancer
Erlotinib Treatment of lung Roche 4,600 140 million
cancer
Imatinib Treatment of chronic Novartis 2,500 * (see NOTE)
myeloid leukemia and
GIST

(Source: Ministry of Public Health and the National Health Security Office 2007, 2008)

NOTE: * Novartis, the patent holder of Imatinib, set up an initiative to provide free medicine to low-

income patients in the government’s health benefit scheme. For this reason, the MOPH would not import

or manufacture generic Imatinib.
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Prior to the implementation of compulsory licensing, a series of price negotiations between
the Health Ministry and patent holders was organized. Nevertheless, the drug companies’
proposals were not agreed upon by the government since the reduced prices were still too

high, and in some cases, the price reduction was offered with unacceptable conditions.

The above information suggests that inadequate access to patented medicines was a
significant public health problem in Thailand. In light of the measures enforced by the Thai
administration, the country was expected to overcome such barriers to the population’s
health and well being, though the Thai policy has been seen as controversial according to
parties both inside and outside the country. Several pro and con assertions regarding this
issue have been made, not only in official forums but in the media as well. These have
included arguments on a broad range of potential consequences of Thai policy regarding

this issue, which are worth exploring in a systematic way.

For further information about the study, please contact:

Dr. Sripen Tantivess :  sripen@ihpp.thaigov.net

Dr. Yot Teerawattananon : yot@ihpp.thaigov.net

Mrs. Inthira Yamabhai : inthira@ihpp.thaigov.net

Mr. Adun Mohara : adun@ihpp.thaigov.net

Ms. Wandee Krichanan : wandee@ihpp.thaigov.net

Ms. Kakanang Chaisiri : kakanang@ihpp.thaigov.net
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Country Group by income

Source: World Bank
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“Appropriate health interventions and technologies for Thai society.”

“@]‘AP NO........

Assessing the Implications of Compulsory Licensing Policy in Thailand

Please take a few minutes to complete the following questions. Please answer by filling in
the blanks and checking (\/) the appropriate boxes. All information in this questionnaire

will be kept confidential and used only for the purposes of this project.

Part 1: Personal Information

1.Gender O Male O Female

2.Education O Bachelor's degree O poctorate degree

[ Master's degree [ other (e )

3. Country Group 5.Areas of expertise

(Please see information sheet page 4) (check multiple items if applicable)
O Low-income [ public Health/ Healthcare
O Lower middie-income [ Business/ International Trade

D International Relations

O upper middle-income
PP O intellectual Property

O High-income [ Economics

4.0rganization [ social Development

O Government Sector O public Policy

O private Sector O Other.eeeveeeeeceeeeeeeee,

O Non-Government Organization (NGO)
O other......oovoveeiceee .




msUs:duwans:numNOINIINsMSIBZ N3 @
MU NSURsenluds:ndling sincwt 2549 - 2551

Part 2: The flexibilities of the agreement on Trade Related Aspects of Intellectual Property

Rights (TRIPS)
Definitions:

A patent is a set of exclusive rights granted by a state to an inventor in order to protect said

inventions from piracy or copy without permission from the patent holder.

Compulsory Licensing (CL) is when a government allows someone else to produce the patented
product or process without the consent of the patent owner. It is one of the flexibilities on patent
protection included in the WTO’s agreement on intellectual property — the TRIPS (Trade-Related
Aspects of Intellectual Property Rights) Agreement.

6. Please check (‘/) the appropriate box regarding the following statements.

NOT
SURE

STATEMENTS YES | NO

1. Intellectual property rights can not be violated under any

circumstances.

2. Members of the World Trade Organization (WTQO) can implement CL
for the patented drugs of private companies only in cases of severe

shortages of drugs as a result of a state of war.

3. The TRIPS agreement should not prevent WTO Members from
taking measures to protect public health and, in particular, to promote

access to medicines for all.

4. Thailand was the first nation where the government implemented CL

for medicines.

5. CL is a violation of international intellectual property law.

6. In some countries, CL is an effective measure to reduce the prices

of medicines for those countries.
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Part 3: Perspective concerning Compulsory Licensing in Thailand

7. Do you agree with the use of CL for the following patented medications? Please check (\/)

where appropriate.

7.Imatinib

FOR STRONGLY STRONGLY
MEDICINE DISAGREE | NEUTRAL | AGREE
TREATMENT OF | DISAGREE AGREE
1.Efavirenz
HIV/AIDS
2.Lopinavir+Ritonavir
3.Clopidogrel Coronary
artery
disease
4.Docetaxel
5.Letrozole
Cancers
6.Erlotinib
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10. In your opinion, which of the following alternative measures are appropriate for adoption in
Thailand, for the purpose of solving the problem of inadequate access to medicines? Please
check (\/) the appropriate boxes. More than one alternative measure may be chosen.

ALTERNATIVE MEASURES Anti-retroviral Cardio vascular Cancer
drugs drugs drugs

Government

1. Compulsory Licensing: giving other
parties the right to make copies of

patented drugs at lower prices.

2. Direct price control of patented
drugs launched by the Ministry of

Commerce as necessary goods.

3. Reduced tax rates for patented

drugs.

4. Parallel Import: buying patented
drugs or original drugs from countries

where prices are already lower.

5. Increase health budget

Pharmaceutical companies

6. Differential pricing: a pricing
strategy in which a company sets
different prices for the same product
on the basis of disease prevalence or

a country’s economy status.

International organizations

7. Price negotiation by third parties or

regional bulk purchasing

Other alternative measures
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11. If you were a policy maker, for which of the following medicines would you implement CL

in Thailand? Please check (\/) the appropriate boxes.

Medicines Diseases | Yes No Not Reasons
sure
1.Efavirenz HIV/AIDS
2.Lopinavir+
Ritonavir
3.Clopidogrel Coronary
artery
disease
4.Docetaxel
5.Letrozole Cancers
6.Erlotinib
7.lmatinib

12. Do you have any suggestions regarding the Thai government’s CL for patented

medicines?

THANK YOU VERY MUCH FOR YOUR PARTICIPATION IN THIS STUDY
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