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Executive Summary
h

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



MsUSIDUWaNS:NUMINOININSMSIB  NSMU " NBUmseniudsiNAlNg sicwl 2549-2551

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 QALYsS;

2. EFV: 2,694 QALYs gained;

3. clopidogrel: 2,457 QALYs 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 million 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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1) EFV L‘Llumsl,uﬂ@‘&l Non-nucleoside reverse transcriptase inhibitors (NNRTIs) ol duen
U Qo ' I 1 o A U U U

duhimarledgasiugiu uerlunguidordiu NvP - Gslainisthadissanmslduganin EFV
ldur 81m19RuUNNa197UUIIN4 Stevens-Johnson syndrome (SJS) Uaza M IdUaNLEY 8t lInay
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Tudszmalnedihesziuivogasiugudumgasuay GPO-VIR™ iasaniudiouazgileliany
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Pudalumsiudszmumdniiogasuende wiiazd NP udiudznaufiony winilagied
2SN Uasuu el EFV [ﬂm:ﬁﬁmuﬁ’mmﬁﬂmwmma@ﬁm%al,a‘*ﬁvlaﬁ/;jﬂama@é,2550] 27N
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n13INunI mﬁmﬂﬁu@T’mmvlﬁmaqmmwmaa EFV &Iﬂ’ﬁﬂﬂ‘]ﬂﬁluﬂiu‘ﬂ ﬂvlm B L) mﬁ'ué"unu

UszAnBnavaden EFV isuium NVP lunisinsngilieniidn CD4 cell count 1vi1riu 200 cells/HL
& Y 'Y o Aa R A9 o Py ' A A
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A TN NTINNAIIINBIAINITINILALIINNNT TN NVP 1wum:wnaﬁlamuﬂi:aﬂﬁwahgﬂmaa
DALY averted 484 NVP ¢n1n1i1 EFV [Maleewong, Kulsomboon,2008]
v A U a v nl'd R L3 a a CZN]
magaﬂqmm'gwadgﬂw mﬂ\‘nmawﬂﬂmsluﬂizmﬂ"lmﬂvl,@ﬂﬂmemnuﬂimﬂﬁwamaa;dihzl
nlasunduhiimerledlugasnd EFV uaz NVP wuiniidn DALYs averted 1w 5.69 uaz 5.54
° %] o & ] { A J a &
AUIIAY [Maleewong, Kulsomboon,2008] @duumﬂqmmnﬁmumuﬂmﬂu 0.15 DALYs averted Lae
v a a a o v Y v AI J I v v Y
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2) 11 LPV/r Liluenlungy Protease inhibitors (Pls) enguituuziinldlfidusngasses lunvil
fifthoferungasiugin unguendwhimerleigasaemmuumimnislivimsgisiead szy
A 1A8n51e Boosted Pls Usznauiugmﬁyam &9 LPVIr adluduuzihllfidudrduaesrasain
IDVIr ‘Lumrﬁﬁ@“ﬂ'smuﬁmaom pvir Ll aslwidaouanld LPVir  unw [amevineudiuns
%’ﬂmwmma;jam%mwvla%/;jﬂ'sﬂLa@§,2550] WaNINIINNNITNUNINIFTANTTUT UNE laN 1
§UMWVBILN LPV/r l3suifisuny IDV/r wu’jwjﬂwﬁvlﬁ%'u IDV/r Alamalszauanudisadanisan
viral load lddasnduaziiafisainnsldenginit LPV/r [Bongiovanni, Bini,2004]
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3) 81 clopidogrel Lflumi']aaﬁ'umwﬁaﬁwauﬁa@ﬁa%ﬂum\ju Thienopyridine  aavi4ltiilu
o A Aad o = ' o . [ A X o .. A A [
dudanlunsdingihefdayw liaansald aspiin 14 wialdiauiy aspirin iHaiRanalun1sinm
Tuislunsdimasnesdismslaveaialunasaiiaanala (coronary stenting) N1 ldiAin 6 Liaw [#130
WawAmmsunng,2547] atne lsiaaluagiudnisfinsnbuguiinigld clopidogrel $uriu aspirin
P o a o o o A [ . OX] A
iailasnumaiiadrzasnizinlagaduilounau (secondary prevention) lugilulianasaiian

#alatku sansnanaanIaeanlsanllale [American Heart Association,2008]  WaLENNNTATIE
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Lﬁuﬂ"ndJqmm’szvlﬁmﬂﬂfhmﬁﬂmﬁaﬂ aspirin W 898819L@ 87 [Karnon, Brennan,2005] 814 bsAana
mﬂmmﬁmﬁmaa@%mmm PMNEENNURANY TTAUFVNIWUAITIATEY flasansazasen
clopidogrel  §9u1n Faiduguarsadeniaidnfisenluadia vilwnslden  clopidogrel  ludadsld
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iagaﬂqmmu:mm@:ﬂ’;w?'ivl,@?%'um clopidogrel 31938 lud19UsTIiNAaINITTNENG88N
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1% aspirin iWpsata@efidlguniiziil 7.31 [Karmon, Bakhai,2006] é’aﬁ?uﬂqmma:ﬁl,ﬁu%mﬁa
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lFFnTannansuasviligdaoidn 89 clopidogrel Andin 40,947 au  unaldualddnuaniue

AI J a I
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4) 8N letrozole Hugnaaslaun (hormone therapy) Eluﬂég:u Selective aromatase inhibitor 5]:5'\1 o
athTauzSaduy wwizluionuadszdnidan ATna hormone receptor Lluuanwinin agelsh
anuludagduuuzi il tamoxifen Lﬂuaaﬂuuﬁ’lLLSﬂI%%ﬂ’JU@J:L%GLﬁ’]ull“/i‘]luizilzuiﬂLLE\]ZizUzLL‘Wi
n32918 dueN letrozole unziinlslFuny tamoxifen aaudiuusniiunm 5 9 awlunefidvaru
Wianusa tamoxifen u'ld [ﬂm:ﬁwmgﬂ%'uﬂ‘gmmmanmﬂﬁﬁmumﬁﬂmiiﬂmﬁaLéT'msJ,2549]
ndayansansiong ldn9gunIweesen letrozole Wisuifiuiuen tamoxifen laslfifuzasluu
éfaLLiﬂlumsﬂﬁﬁ'@mﬁdL@T’]uuwudwgﬂwﬁ"l,ﬁ%u letrozole dienTlgun1azannningn tamoxifen

iagaﬂqmmawaaﬂﬂmﬂﬁ%’um letrozole 91191388 ludaUsznAGsd 93 w2080
mM3An® 30 T %ﬁ'amﬂﬁgﬂ'mvlﬁ%'umsﬂﬂﬁ'@ 5% wuﬁw;jﬂmﬁ’lﬁm letrozole WAz tamoxifen AenTga
mMazdu 13.14 uaz 12.73 aNa1au [Delea, El-Ouagari,2007] ﬂqmnn:ﬁlﬁuﬁmﬁmﬁauﬁ'ums%’nm
@28 tamoxifen AL 0.41 QALYs Lm:’mﬂmmmﬂ"fﬁﬂ’ﬁmuﬁﬂ%ﬁmﬁﬂﬁgﬂamﬂ”ﬁﬁdm letrozole
RNT% 8,916 AN Lﬂumalﬁwa"l,@i”ﬁmamuxqmmwLﬁwfuﬁmﬂu 3,656 QALYs @1uN3IauLIan
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5) 81 docetaxel Jueniadnga (Chemo therapy) Iuﬂﬁju Taxanes third generation Iuﬁﬁ]qﬁ'u
Ansldedinanstintaus g uy Lazuzsilaa uziSInTzwng mﬁm’augﬂ%mﬂ LANITAN B
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o lumvthdauziSaduy lavofeglunguiioiiue docetaxel @ pacitaxel Talu
Totiuemssasmonissanialfidumaionlunsinmled waslduadlunstdavzsuduaszes
' o, Aa I A A ) = 3 o o
uwwinazaslugilfid hormone receptor tunany uaziianuiasanavaidudigs losuuziilwls
pidunsdinsesnlalingnarunionasliendausn fa Anthracycline-containing regimen [Amkzin91%
gﬂ%'uﬂgmmmaL'rﬁﬂﬁﬂ'(?ﬂums%'ﬂmismnﬁdLéT'mu,2549] Weitiadan  paclitaxel LdugNnue
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dnvtinafnmdunuasindszlomivasdinnldTue docetaxel TilnsdaaunaIunsznigian
Weotialuszoziian 3 Dwudgihoflden docetaxel uaz paciitaxel idUguni1azidu 0.87 uaz 0.66
o o Al d' A' tg/ d' = [ [ ;:{' @ A &
GUSIAU [Brown and Hutton,1998] flguniziiinduiiafisununmsinsnldludgiudaiiu
Qs gj va =y = a @ o R v t:l J ¢ o
0.21 QALYs a31t% 3nasn3lfanauansun i@ fisen docetaxel RuTY 5,958 A 9vh
Inalddusniuegunwiintudaidu 1,251 QALYs aunsauiammsdnm

o lumsthdauziSedaa (NSCLC) szazf IV (338109 1IB A% malignant pleural effusion)
WRZ/R30 malignant pericardial effusion 7k performance status 0 w3a 1 AllsamSunsanauidud
ARIN L3 UENLANINTAALTN Aa Platinum-based chemotherapy huad lassafitndanuussin
14 §a docetaxel uazumaiandia pemetrexed [AmzviUIATIGNaITUfidn1sguainsgils
lsauzi591am,2549] agndlsnanusn pemetrexed LHunenlnindisauwsnazidynidanisidniioen
[} o c‘lp =< ] v a = 1 1
Wunu wananninsans ludsdssinalaloufiausznineen docetaxel was pametrexed Wuin
avvnuszlomivasfihofnldiunlugaszazion 2 U Tugves QALY fidviniu fa 0.41 QALYs
>3 g: 1 A' J va a a a o o Y Y
[Carison, Reyes,2008] aitudgun12:34 Laitwnau uazanuaimsldaniaadnidasiligiae
N s
\iND1981 docetaxel LN 4,855 ok
6) £ erlotinib \Jusafitidalunga Tyrosine kinase inhibitors lElunmsinngihisuzs
Uaa (NsCLC) lagihoflsafiuniansuidudndsanldiusnafitidagausn Platinum-based
chemotherapy W&z docetaxel (U&7 lasgniafithdafiuussinliltde erlotinib wanainidaduas
LA = P X A o = . . . o '
erlotinib aﬂﬂs:muﬁmﬁagﬂ’azll,ﬂ@mn'lsm'mﬂsmrm Neutropenia WLae Febrile neutropenia %a8n1N
docetaxel W&z pemetrexed [ﬂmzv‘mmﬁ'@ﬁ'}@;ﬁan‘ﬁﬁﬁﬁ'ﬁms@LLa§nwﬂ§ﬂaﬁimmﬁaﬂa@,zmg]
=< a = a A 1 - o 1 C7N d‘
mMsAnsIBuINeUdszENTNaTEnInae erotinib MU docetaxel LAz pemetrexed WUINET287
1@3uen erlotinib i Ugunizgeningih a9 l@en docetaxel Laz pemetrexed [Carlson, Reyes,2008]
TayaavndszlorivesfrunldTunn erotinib dranisudasdrnaladainaiuisolu
datzinads wudgihoitgunniniu 042 QALYs [Carlson, Reyes,2008] atslsniany laidl
=2 = A o A & A A L e & o= , I A
mydnsilSoufisudumnidunmaiien fe gefitinib danu I9limunsaninaldduaniuzguning
S X e
W la
7) 11 imatinib \Jusniefithdalfiiensidavzisudaianririie CML Myl
m’;:maa;jﬂwmjuﬁﬁ"lﬁ%'um nnnwissludsdszinanuirlundunaavauasdesiiinguniie

AI J ) va a a A w o v v
WANTwDn 1.07 QALYs [Huse, Mehren,2007] nNNaTN5 i aNTannanTuasvin e oML

2

N0 RIEN imatinib LRI 1,293 an é’aﬁ?uwavlﬁﬁmamuzqmmwLﬁu%ﬂugﬂmaaﬂﬁﬁqmmaz
fatdu 1,384 QALYs anunTauLIaInIanen

81 imatinib 813150 MWASTNYANLITINTEWze N sTia GIST uddsludrsdszinadnm
asmﬂizimﬁmaagﬂ’sUﬁi‘*ﬁﬁ']ﬁafﬁﬁmﬁauﬁ'umivl,&ivlﬁ%'um ’Lugﬂmaaﬂagmma:ﬁﬁ'u%mﬂu 1.9
QALYs [Dalziel, Round,2004] LLazﬁnﬂmmmﬂfﬁﬂ%mu‘ﬁw%ﬁmﬁﬂﬁgﬁamﬁwﬁw%ﬁluﬁu 553 A
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1IN (A)
(QALYs) (QALYs)
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mmaonnwﬂaqmummnwau
4. letrozole 1%3J:L§0L(§T’mmw:l,tin 8,916 0.41 3,656
5. docetaxel ’lumﬁué’mmzﬂ:qﬂmu 5,958 0.21 1,251
6. docetaxel luuzﬁaﬂamw:qnmu 4,855 0 0
7. erlotinib luwziSaanszazanany 256 lifidaya -
8. imatinib 14 CML 1,293 1.07 1,384
9. imatinib lu GIST 553 1.9 1,051
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3.1 NUUALIAGNA

MNUWIAANUNLE (human capital) %@L%a'jﬁwmﬁnﬂﬂuﬁﬁ'ﬂamwﬁmmma%wwawamua:
Wayadrluniaaegia madudieniadeiiavesdzoinsienisduairdendinaidolunig
\ATH3NIGERIANLAZYTTNAT@ [Koopmanschap and Vanineveld,1992] %Iamuslmy'awﬂi:mmmw
gryLﬁﬂfﬁ@Ul"ﬁyamwﬁmﬁmﬁmaswmﬂluﬂixmmaﬁmiaﬂix"mm (per capita gross domestic
product) [WHO,2003]

%é’ﬂms'ﬂ"]aé'fu%avlﬁgﬂﬁ'lm’lfﬁl,flml,umwluﬂ'lﬁme:ﬁwam:mﬁmmmgﬁaﬁLﬁml,ﬁaaﬁ'u
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Tenzhifaliiaanuateaguuazlasiunmivdrzamansznuiiiaananainisi lasangun
3.1 uuldafursdsannunsalidSuuifisy (counter factual scenario) @9Usznauey 2 aaunyal
dl & a a g v 1 Y v g; v ] v
laganwmsninnisfiauudgrwdasduwidihennmosmansndhiionng 7 nomsldagud iwszm
aanandlausnludyfomanuiind Seanunsaifisanindszifiunaniznudwasgia ldian:
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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

3.3 JanUszaiAn1sivy

LWHANIzNUAwATEFRlUaNwM TN 1 Madszndadlfheduguniwanminizua
TFoeaauua [ ENAUNUEIGUILLL Imﬁmezﬂuyuuawaﬁgma
U a Fn:l' v AR n:ll n' J U > v
2.'mNam‘:'ﬂUmummgnﬂuamumsmﬂ 2 M NWNIBTIR gnaIN I el
ANTANNANTIAT 1 ﬂﬁmsﬂ:ﬂugwmm AIRIANLN sz:Lﬁuéfunuwavlﬁqﬂ%mﬂlumia:ﬁ 8N
U U, AI &/ a U Y o
2.1 HANTENUGIULIN (KA b) mnwmumawawa@]ﬂs:mﬂmnmsmﬁﬁammaag}mfm N
oo , XA An AdAad o ° o a o v a £
lﬂgﬂamﬂzguuuqmmwm@m@muuaznaﬂﬂmmuamﬂuwawami%ﬂixmﬂ"l,@meu
3 U n' J 1 U a U ::l' v AR
2.2 NANTENUAUAL (AUN) ﬂ"liLW%J“IJWIJEJGﬂ’]l"ﬁ‘ﬂ’]ﬂluﬂ’]ﬁﬂiﬁ’]ﬁdﬂ’mﬂlﬂ]’mdEJ’]

>

3.4 521 18U735732y

%’mﬂia‘]Jﬂ’lieJLﬂi’]zﬁwaﬂixﬂuﬁﬂ’]@ﬂ’ﬁtﬂuau’]ﬂ@l@]’]&lﬂia‘uL’Jmﬂ’l‘iﬁﬂ‘]ﬂ’]“ﬂadEl’]LL@iﬂZi’]Elﬂ’l‘J
S - & o ' v o & a ~ ada o A \ o o, g
D LL‘]_I\‘iLﬂ‘H, 2 FD1BNMITUAINANIV N ULY &Ii::L‘iJEI‘]_I’J'D"HEIY]LLGmG]’]{mu@GG]avLﬂu

'
a

¢ A e a 9 = v
3.4.1 d@arwn13wn 1: ﬁﬂ']%ﬂ'ﬁm%a%JJU%Z‘TN&]@IE']%V]'J']E‘LI'JEl?’lﬂ‘i']Elﬁ']ll']iﬂlfl]']ﬂ\‘lﬂ']vl\@

asnnnainan ldusnegludnFomanuiend

=

= v v a o‘dq’ [l v [l &) a e
fsudidesundgiuluaniunisaifazldldaguugiusasannuiduaisludegiu tasann
Tymgmaunigadniatsdrnydaniainienvesdzimnd waaaawsuoladszuutydeinan
wisTAvasTgua Insijmisnazaisanuanamalumadhfseuigisynme domgiiainnis
va A a aAa v & ‘zi’d 1 2 v v K a ‘3 o v Y
dzmealtantarvdnitasluassidsssnaldumw ldumatnfssnvasdszinaiadnanaravildde
sunfgiuiiuais domgidesundgiuluaniunsaia 1 Saingnihanfiannsanlasizuiaiiie

sznaunIae aul’%ﬂizﬂ’] ﬂ’lﬁmmmﬂﬁw%mu?m%ﬂ'mlum waazTens hasannidunansezny




msUs:duwansnuOININIASMSIZ NS @.

MU~ NSUnsalluds:inAlng s:ncwd 2549 - 2551

AIEHINNFINTDIANR LATALIN lugﬂmaawammuﬁmauﬂszmm (budget impact) NN TLTENN
lEanSanudnuas

s dsuiITM Y mﬁmﬁzﬂ%ﬁunumama (direct medical cost) 31nMIINENELY
1 U { a J o 1 v Qs L ] 1 U
lagdldiraniadudwiailioufauszniinensauwiuunuaeaay lag ki ldisues
NMITNEIBINNTVILALIANNEN LLa:msL"ﬁaiwmaa”auﬁuG]madg&j”ﬂw LhAIINNIRDINTI LU LANEIN Y
= g: v 1 U v { a ‘g/ g; v v o
AINRIIANANITUNANTENUAIRA LT INIENIINTIFINDINILLAATUNIANA A2UNITRIVILLUUINRDI
Markov L‘ﬁa%Lﬂﬁxﬁ'ﬁwmugﬂaUﬁﬁaomﬂ"ﬁm 6 IUNINLTINTANNENTUAT lawantInen imatinib
a o = A A a A Pz ' A ° o o A A
WasdrsdumslaanfuuuiiFonly deebiinsidnoadanlsludssmanlonsnnenisaw

mﬁLmﬁ:vfﬁ@maunmLﬁmﬁ'umsﬁﬂmwam:mﬁmqmmwﬁﬂdnmLLéTﬂTN@Tu (A93U7 3.2)

Ellﬁ 3.2 LLﬁ@\‘lﬂiﬂ‘Uﬂ'ﬁaLﬂi’]z%ﬂ%LLUUﬁﬂaa\‘i markov

> d' a o d' 6 1 1 U £Z
AN T IWAITIATIER LU LI 1889 markov [iNaANANITBINANTENUGaAT MTaNua1we lay
inidn ldnunateysiugiuiiineidasannimsnuniwissunsy deyanfsnTanniieanun
I A = v A o = A { o =
majguazianoyu MuiiansfaiuanndiznimyduliauzsisgnizyTelavantiuliauzi
W@ wananinndaldzeumutoysldnnanulaiusasdioimyivdeyaildainnis
nunwsunIsaludleing ineananfivestayanazihunliiiesed lasmeoazdoadudsnlsly
a € o ] n:?
MIaTRIaIsa 11T

1. MLUIABITLI9INGN ﬂi:namﬁaU“}Tagaﬁammqﬂmaﬂsﬂ (prevalent case of disease)

A ¥ 6 A ' & A o &) v r wa 3 a A 6
LwaiﬁﬂﬁﬂﬂﬁimaﬂﬁElﬁzﬁll/ﬁdﬂ’lEILﬂWYI\‘]ﬁZJ@VI?ﬂWL‘]J%@]anL@?]JEI’] LLEQ.;‘:Q‘U(ﬂﬂﬁimﬂﬁil,ﬂﬂiiﬂ‘ﬂﬂﬁ@]ﬂﬁim

]
1Al o

829%30 (projection of Incident cases) ialtamanisaliholwindududesldivmlueman laglu

a Yo v Y va ¥ g: d‘dda ) 1 =) & o Y gj
ndidinieedlidayanmadszanannnddadeninuanitinegluudasd Samudwangihon
Athoiuazlnadlidoiuuda (@1 SE 710.01) daanef 3.1 lunsdiihouzislddayaninugnues
Iimmm‘hmuqmmﬂ"]LLa:msm@mstﬁqﬁam‘itﬁmnﬁﬂimme‘hmugﬂaafl,mi (A1 SE 71 0.01)
@I61319 3.2 uaz 3.3 auday §undien clopidogrel LildldTayanisszunainlasass uald
v a v dl a J a =) s d! 1 ) v 1 Y o s Y d. 1
dayauTumnsliiniifieduwaislusnuniminiaiy sesulngliludedslddmivdienldsaaia
luraaaiieanaila (A1 SE 71 0.01) @9a13199 3.4
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A13191 3.1 ﬁa%lﬂﬂﬁ‘iﬂ’l@ﬂ’liﬂiﬁi’lu?%[ﬂ’ﬂ? Uﬁx‘lﬁLLﬁ@x‘]ﬂ’]ﬂ’ﬁLLﬂZvL&i LRGN mmna@?? 1] 2550- 2554

N3 niudas

2550 142,067

2552 179,797

2554 205,351

ia4ld3uen ARV lu baseline scenario (32ug1n7 liuaasannsfid CD4<200 cells/uL)

171"&/'7: Wiwat Peerapatanapokin, HIV/AIDS projection in Thailand: 2005-2025, A? Thailand Team and Thai Working

Group, 4 July 2007

@919 3.2 dayannurnuasihouiiriianisg (o) 1) 2547

2 3z59100

=3 =3 =)
4. UZLNLUALRAAUNN

A31: jﬁuﬁaya Burden of Disease and Injury Project, International Health Policy Program Thailand

M13197 3.3 °iTa%Jaﬂﬁm@ﬂ'mﬁl,l,u'ﬂﬁuqaﬁmsrﬁg}”ﬂ'smm%a (Aw) 1) 2547-2555

91 ﬂ%ﬂtﬁﬂ&lzlgﬂ 2547 | 2548 2549 2550 2551 2552 2553 2554 2555
1.A38NE 2,030 | 2,112 | 2,212 | 2,313 | 2,413 | 2,442 | 2,471 2,500 | 2,624
2.1aq 9,001 | 9,312 | 9,672 | 10,033 | 10,393 | 10,828 | 11,262 | 11,697 | 12,176
3.8 9,763 | 10,425 | 11,208 | 11,992 | 12,775 | 13,742 | 14,709 | 15,676 | 16,765
4.Lﬁ6\L§E}@]’U’I’]9 2152 | 2,241 | 2,347 | 2,453 | 2,559 | 2,685 | 2,811 2,937 | 3,078
A inTarpgayarnasliauziy ddnuWazuuTayarnaIgunIw
s Tudwaudihouzisuiiaiiann (Leukemia) Afmssanadowly ffheiazana 10-18% Lilugilengy Chronic myeloid

leukemia (CML) aulwnjaglugasenydinit 20 I
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@135191 3.4 Tayanislduuazmsdzanamadwindiheildin copidogrel Gagiloaiulnalflude

a ®
USauawn1315en (10)

vslfnalgrasalunaaniionnila

470,722
1,635,732
2551** 2,292,303
2553** 3,149,005
@ * mgmeSumdansivas wa/smn. mnguzﬁl’ayminmsﬂ”mmm"msﬁni:nmdmmimg’.u

= Joyan1sLsza NI auNI IS y = 42,835 x - 27,779 (R = 0.87)
2. gudsiusam lagsusnidunaeduiuunnnmisluissase uazenesum

a19191 3.5 YT FAUUDUUAZIIAENENATY

31181 (U1N)

e __

1. EFV 21119 600 mg 22.37"

‘ EFV 241@ 200 mg - 7.44"

2. LPVir 133 mg/a3 mg oot |-
LPVir 200 mgi50 mg . |z

3. clopidogrel 75 mg 75° 15
5. docetaxel 1141 80 mg 28,3553 1,2455

docetaxel U1 20 mg 7.811° 300°
7. imatinib V1@ 400 mg 3,667 :

WA : fnuamAIAIIIARauT 0.1 uazdinInTsIguULLNNaA

7w : "Jayanndinaunanysznugunwunsnd lapen EFV ((UUuL w.o.-5.0. 49, 11811y 4.9 50)
U8 81 LPV/r (AUUUL 5.9. 49, 8180 L3.4. 50)
zﬁayamiﬁvé’zyzyv%rammﬁzymaaamrmsmﬁ'ﬂnsm 04 TUl 18 1w En 2551
*Joyaangudvoyar1ImIa 1 ITA M NIENTNIITIIUGY 0.0.-5.9. 50
‘NIENINIITITUGY(2551) FAay 10 vssiduianylusainsloanslasspdomdulanuziss
5ﬁﬂﬁnufﬂmmm:§mmmﬁf NIENTWATITUGY
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3. daudsarunlamalumslasuen mnﬁwﬁagaéﬁLLﬂsﬁﬁmmLmﬂ@mﬁ'umuﬁaéwﬁ'maa

Toya I@ﬁmzﬁﬂq’um@Tth%'aLaﬁ"La%’L%miLﬁuﬁagaa’%dmnmﬂ%ﬁwaoQ’ﬂa:Jﬁm%'u 8100 ﬂléfﬂamu
A a vAa d%' A U 1 6 1 . v & a %3 [l 3
LW?JﬂWS‘]JSﬂ’]SPd(ﬂ@L%aLﬂ%vLa?LLGZEd‘]J’JULa@a &8 clopidogrel lm':nmeJszmmmﬂ*’ﬁmagum
= = v A ' = € A o A ° @ @ v A &
Wliddnslamalunslasuen Lm:mmﬂqummmumuaaa'mmvluunﬁmL°1nmmmy WNITLI
’L%ﬂ]”ayamnmsmmmssmmsm‘auﬁ'ummﬁ@Lﬁwuaa@%mmmu LEAIIA1T19N 3.6 LASLHBATW

lunanuwIngd 3

A19197 3.6 lamalunslasues aagiln

AINAAIN

_ Tamaluns y
8138 riinvadlsa w LARDUNINTZ I
Tasuan (MEAN) (Distribution)

E‘ﬂ RUUNIINISINY

Imatinib vziSudialfanan 0.09** 0.0059 da

s : * M3d1999MEUNIURANL AUV IWUAITIA
* n'ln/i:z/'lmn')ﬁ/aag‘ﬁﬂ‘f'mmg/mnamﬁ'umﬁam'o?f')ﬁ UAGIGINIANAINT 3

4. sudsdulamangihoazfefialugslniinsinm (transitional probability to the state
of death) MIANENBITMINUNIWITTMATIUNI LUUaLA9U TN INam@us survival rate V89
CZR] Qs ] % A ° 6 1 L) v A a J A
dihsanmylaumudazds Ssmunsniunldlunaamsaldnlfiedusnaziiaduannisn
OX] AAdda A o [ A o X = '
gﬂwwwmwmmamaﬁumluﬂma 94 ﬁ]’]ﬂLLu’Jﬂ’ldﬂ’liSﬂH’lﬁdﬂ’JElﬂJZLSdI%ﬂS:L‘ﬂﬁWU')’] g
letrozole ENMTUNLLTILANUN UWAZHN imatinib FIRTUNLLTINTLNIZOIRNT (GIST) Uaz uzi3daliea
277 (CML) Lﬂuiﬂﬂnﬂsslﬂﬂpjﬂam‘i’nﬂuﬁaavl,@i”%'ummﬂﬂdﬁ 11 suazidudldineluszosaunasszos

p11v0433078 IETagaanmanummwisinyawludding usadluased 3.7

v

@135191 3.7 danmsreatiavesgienlinndududasliiu 1 1

181158 ANINNITAABIN 31989
letrozole TNzt LA Jewaz 64 va9rilwliongiueninin 21 [Mouridsen,2007]
imatinib luuzi59 GIST Jounz 88 vesdtheliongBuenandi 11 [Demetri, Mehren,2002]
imatinib 12159 CML Jounz 89 vesdtheliongiuginin 51 [Druker, Guilhot,2006]
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nMIIaeAlasltuuudiass markov mmmﬁ'}mmwﬁ‘im’mgﬂaaﬁmmwﬂﬁ%'umlu
wenzll L:ﬁ"aﬁnm@mﬁuﬁunu‘lumﬁﬂm@aﬂmaﬂﬁavl,@?ﬁ‘i'm'm@hl‘fﬁhamamaﬁy'mm@iamﬂfmﬁ
suladol Guinisulasiamsialdinsaunsouaimsanmasssuaaz ey lagsudaduld
duil 2551 (@Hilaqtiu wazuasenSulaslsasuanfonade (WNTION-THOYYR) VOITUIANT
widzflunzanwurmuasndas 3286 uIndawmdyanss mdnmildsamansdiuaadiiu
(discount rate) ‘ﬁ 3 wasigua [Permsuwan, Guntawongwan,2008] uanmnftmﬁ%’mf?tﬁﬁﬁaﬁam’m
liusinanuadiauds (parameter uncertainty) fionatiainle ﬁv'aéhLmﬁ‘hmugﬂwﬁﬁaamﬂ%m i
wislamalumslatuenvasfihe uazdudsdudldislumsinmdaan Seindselfinaiianis
Fianzianu laiuduauananuiinaziiu (probabilistic uncertainty analysis) @7 ﬂ%%msaiuéhasm@h
ya9audshazean tdudruin 1,000 a3y tatszfinanyliuiveuyasiiudsienafinansnudoniny
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imatinib CML 892 833 928 1,134 1,293
imatinib GIST 487 437 478 515 553

A % X A o 7 ’~ wa A a X &
v * wayag}/ﬂwnmmmzufﬂﬁmi namgmwamsmmigﬂwmatmr'lama:gmma@a
** ﬁayamﬁﬂxmmmm”mmmﬂfmm”u

s g ldnasinahen

10 a o o & oy Y A ' oy o o
N3t EFV ’JLﬂﬂ:ﬁ‘]]a%mﬂunuﬂiaUﬂEgNYIOﬂﬂ‘]ﬁ]']inN@]NLLaWINE]E]&l‘lidi’)&lﬁdﬂﬂ‘lﬁﬂiJIuﬂ’]‘iiﬂH’]a’m']‘i‘D'NLﬁil\‘ﬁ]'mﬂ']’i
o ' o Ada AaA £ @ A o A A 4 ' o o R~ =
Iﬁiﬂﬂlla:ﬂﬁl’ﬂﬁlﬂUﬁ]’lﬂﬂ']i&l‘lﬂ@“ﬂEJ%EJ’I’J’UWIJENEH'JF_I TwrmenonddudinTefmanizan Mananassannsldonrnnm 1had
@T’JU"L&ifliTaga@h‘l%ai'mwNa‘”au
11 . .. Yo @y o i ' { A o @y {6 o
N3HeN EFV LPV/r letrozole Wag imatinib msﬁnmﬁmvxu@lmma"lmumammal.ﬁamaa@ 51 Grjammuaﬂwﬁlﬁmlu
LA a I3 X ' o A A o vy ) ' v & A A
weinz ammﬁ:mmgmmmuaﬂm muﬂsmmauGjm%u@flmgﬂwvlmummumdnmmaamssnm‘lumuuq Falaiunin 1
A X o & o X A9 o LA a & R L &
1 mmtmmams@uaaﬂmmad suUw. muummugﬂaUﬂ‘lﬂfm’luum:ﬂ ammmmmww:nqugmU’lvxmmuu



msUs:duwansnuOININIASMSIZ NS @.

MU~ NSUnsalluds:inAlng s:ncwd 2549 - 2551

®15191 3.9 ﬁagaﬁunu@iﬂ%mﬁmqmmw

~
S1EMTYIMNANBE

Al
(unfil)

szInNUazNuNVaInNIIAIN? mﬁunu

@quumama + @Tu‘*qumaa”aumnms%'ﬂmmmsﬁwtﬁm

t:; = S
gnssntdIsunay

1.EFV 63,173 - v A Coan
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2.LPV/r (200/50 mg) 29,894 @Tunwn'mmd ﬁ regimen Aslgen 800/200 mg/d *
3.clopidogrel+ASA 621 ﬁuvgumoma °7'1' regimen M3k clopidogrel 75 mg/d *
4 letrozole 2,555 ﬁunuﬂﬂm& "7; regimen mslden 2.5 mg/d **
AUNUNIIATI ﬁ regimen M 3lgen 120 mg/m2 IV over 1hr q 3
5.docetaxel (breast cancer) 7,380 !
wk 4 cycle**
6.docetaxel (lung cancer) 6,180 AUNUNNATY 1 regimen M3lFen 100 mg/m2 g21 4 cycle*
7 .erlotinib 88,200 ﬁu"qum\‘lmd ‘ﬁ regimen M3l 150 mg/d Oral in 4 months**
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9.IDVIr 39,745 AUNUNIATI i regimen nyl4en 1,600 mg/d *
10.aspirin 73 AUNUNNATY # regimen M3l 75-325 mg/d *
11.tamoxifen 3,650 ﬁuﬁumdmd 'ﬁ regimen mM3lden 20 mg/d **
FUNUNI9AT9 71 regimen n13kden 175 mg/m2 IV over 3hr
12.placlitaxel 60,000 !
g 3 week 4 cycle**
13.pemetrexed 179,760 | AUNUNIIATY #i regimen m3l4en 500 mg/m2 q21 4 cycle**
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5. docetaxel 47.6 44 .4 - 50.8
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be enhanced
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mMaunwanil 3 dadmgdiheniassnisidgeimealaanasnislainiandnsiing

(NN FOTUBNLLTILAITNR)

Jszu1asn13 158 docetaxel ANV LIBNIINITUNNE

[~ LY
®  JILIILATUN

Hilaelnaidszanas 10,000 aw/dl

50% lasumssneneraadiinga = 5,000 A 50% SUNIINENA1LITIU
l 20% 813150 LT docetaxel = 1,000 A% I 80% le3UENA
Aad o
A5ATWIM
USunmennazlddany = 120 mg/a3d WwaAsTUs leUszan e 4 A39
=120 x 4 = 480 mg
AIT USunmennazlgeall = 480 mg x 1000 A/1)

= 480,000 mg/U




&
e yzi5didanm

dihalwaitlszanm 8,000 awdl lay 80%

50% l@3UMIINBG1880 platinum = 3,200 A 50% SUMITNHIG18TDDU
30% NABLAWAIABNIIINE = 960 AL 70% hiAaURWEIFANIIINEN= 2,240 A%
20 % IMInauNIa9lInLa? 30% 3TudadleTU docetaxel = 672 An

FTuda91d30 docetaxel = 192 A

%w:ﬁ%ﬂwvlﬁm docetaxel = 192 + 672 = 864 AW/l

e YSunmennazlddean = 100 mg/f39
wassunldUsnm 4 059 = 100 x 4 = 400 mg
AIN YSanmeniazldaatl = 400 mg x 864 AW/

Uszaunanvinnu 345,600 mg/1)
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LAIWNIT LT imatinib AINDDUIBTNIINITUANE

[~ [~ a
® LI lNﬂTﬂ‘lﬁ@lﬁ'l'J CML

l Arolwsiyszano 200 awil l

AIN USaunmendiazlddatl 400 mg x 200 A x 365 %

Uszunabyinny 29,200,000 mg/t)

® GIST
l Aaolwsiyszano 100 awil I
AIUL USunmeniiazldaatl 400 mg x 100 A x 365 4

Uszanmulyinnu 1,440,000 mg/d




St qmmﬂfi’m erlotinib muﬁ'aﬂa%mammww

®
e yzi59ianm

dilaelwaitlszanm 8,000 Al lay 80%
Huszesi 3-4 = 6,400 aw/il

50% le3UMIINEeasaplatinum = 3,200 AL 50% SUMIINHIGI8IDIU
30% NABUAWIADNITINE = 960 AL 70% lieauanadsan1ITnEN= 2,240 An
20 % FnsNauNIVadlIauaale docetaxel = 192 A 30% ¢ docetaxel =672 A

asuuwazlgiheldmn docetaxel = 192 + 672 = 864 au

20 % #ldfen erlotinib 'l = | 173 AWl

DA NI USunmsendiazlddaan Juaz 150 mg (1 1iia)
1wan 4 @ew ¥innu 173 x 120 = 20,760 Lla/Tl

AIThb USunauen erlotinib 150 mg Nazltdall 1vinAu 20,760 1ia
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v 1
ﬂ"li‘liq{ﬁl"l letrozole ANV UIBNIIN

< v
®  JNILIILATUN

Wilrelwailszanm 10,000 aw/al

50% mauauaa@iamﬁﬂmﬁmaaﬂuu = 5,000 A 50% Vl&imauauao@iamﬁ'ﬂmﬁwaaﬂuu

60% wuaUIzIAaU = 3,000 A% 40% Niszinfen

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

100% 181 Aromatase Inhibitor = | 1,800 Aw/il

(N§¥ post menopause)

38R Uszanmms Qﬂ"sﬂﬁl"ﬁm Aromatase Inhibitor vqmsw‘l*ﬁ letrozole
USunaennazlddenu 3uaz 2.5 mg (1 18a) LHuan 12 16en
Winny 1,800 x 365 = 657,000 190/

Gkl USunmuen letrozole 2.5 mg Nazlteall LYy 657,000 1la




= 1 1 L ¥ U, a a o ¢l
NANWINT 4 Naﬂiz'ﬂ'ﬂ(ﬂaﬂ"l‘lﬁﬁ]'\Elﬂ']%ifllﬂ'lwf\)']ﬂﬂ']ii'iia'ﬂﬁ@n&laﬂﬁ‘ﬂ@li@l'luaﬂ']%ﬂ']im‘ﬂ 1

A % [ a a 6 ' R A o va A A ao 1

nsmarawlisaanlad miAerzinansznuan gy Tu 5 Tnsinsldanianudnitas luen
o o o S 2] A {6 o
dulhiimerled 2 muns dsznaudinen EFV Sadlumgaimis uazen LPVr Saduengaiaes nld
A o d'd? ] d' l =3 dl' % a o v ng: 12y v A R A 6
lunsdigihenfadesgamil adnelsfiony Wesdialnsiidanlsasudl 2550 #n3Tpisieed
laglasand 2550 1Hugnn usrUsuaad1iuaa88031 (discount rate) 3asaz 3 uaaudasaduaind

& v o v a . o
2550 1ilul 2551 laglganiinaduilaa (Consumer Price Index /CPI) nydien EFV uaz LPV/r $adl
mydladutl 2550 waz 2551 wadaniimsdsemaltantanuantuas iiledansl 2549 was

dutl 2550 S9IRRBIANNITITANTANNANTUATIE 4 T 11 1Faw waz 4 Dy ANEIAU NaNIT

a 6 @ A o
AATIERAIANTINN 1 LS 2 @V aL

dl J Y = = J a e = va A a Aa v v
A13191 1 e lFIevaen EFV Lﬂim.lmwsxmwmm"l,uuu,a:ummmﬂ"mmmmmum (™

WITanig) IWaaennubaui 95%

Talaansanansiag #&nSaudnsiing
(IFarawuuy) (1) (xenanaiay) (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 35.0-354 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
AR yadnlgiemiu 5 U lalddandiuaadiuianas 3

u
47 11 \nan 170.7-172.9 58.0-58.7 112.3-114.6

Aﬂ. 1 Y =1 =4 1 = =1 va a a a @ a
A1919N 2 ﬂ’]slﬂi"ﬂ’]ﬂ“ﬂﬂ\‘iﬂﬁ LPV/r Lﬂ?ﬁl‘]JL‘ﬂEl‘]JizW)’]Gﬂiva&lN&l’]@liﬂ’]ﬂ?ﬁﬁ‘ﬂﬁ@]’]&lﬁ‘ﬂﬁﬂ@]iuﬂtu

v =y =y a W v = =3 1 d' QI/ tﬂl

Mﬁﬁliﬂﬁﬂ‘ﬁﬁﬂﬁ@l’mﬁﬂﬁﬂﬂi (mumimyamg) ‘lumammmauu‘n 95%
[1 U, a a a VY a a o
Talsansanansiins lHansanansias

(lFaanuuy) (1) (xenanaia) (2)

2551 21.8-22.1 4.3-44 17.5-17.7

2553 26.1-26.4 5.2-5.3 20.9-21.2

NAA1IIN Qa@iﬂfﬁﬁi’ms’m 4 7 Tanltansdsuanddniasa: 3
4 ?J 96.2-96.4 18.9-19.1 76.1-77.4

1 “ o §eua a o 'Y o o o § ua al vd o
maemeatiaulianslasizualnalunsdiodwhimerled ssyszoznmlumnisdulsanslin 5 ¥ nasmsdzmeves

nIcNIN mmimq’u
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MU~ NSUnsalluds:inAlng s:ncwd 2549 - 2551

mﬂiTaga’Lumﬁaﬁ 1 BT 2 WUANMI M ANTaNNENTIaTRIANInaad ldinga nnis e
EFV Aaluduiszanm 133 swndaganig lwomenon LPV/r aadnlddngldiszanm 77 sSumisgy

ﬁ%%;ﬁs AUNIBULIANTANT

M19197 3 FlTInwpa91 EFV waz 81 LPV/r iSautfiouseninanst duasiunasnslsansans

andas (Muwsugansg) lusanuiadui 95%

Talaansanansiias ladansanansias

(IFaranuuy) (1) (xenanaiay) (2)

2550 (11 1iow) 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

yadlddesin 4 T 11 i6eu laslddanuiuandrGuiesas: 3

265.9-269.3 76.9-77.9 188.4-192.0

lasayUdnldodugunmnlunisinmfihedomduhizeslainmemonsdadubu
Uszunon 267 Swnsugang IwmeNmIlsanTanuantiasdalosnodszanm 77 sunioyaniy
wudamslfanawaniartisaadlfisdugunndaiduiudszanm 190 Munioganiy aw
ATOULIAINNTANEN

~ . v 1 Y o gl U ‘=l' 1 A v dll [

n3th clopidogrel lfludadslddniudiaonldvaaialunaaaieanala itesarnizuia
UszmealdanToruinivarlusibiliadenunaan 2550 o Jagdudt Inasideadyunlilu
UszneilolfauFInian 2551 QIBuIsIaITRRanIznuawinszananies 3 U 4 1hau

a ' X . = a ' AN A va a A a o a
M1979N 4 mlmmmaam clopidogrel Lﬂi&lllL‘YI&lfl.liﬁii’)’]ﬁﬂimvlllil1]’]@]iﬂ’ﬁl"ﬁa‘ﬂﬁ@nﬂﬁ‘ﬂﬁﬂ@]iuﬂ$u

naInslEEnawinitas @wwisyanil) lugdvastisanugedun 95%

Taldansenansiias Taansauansiias

(IFa1anuuy) (1) (xeanaiay) (2)

2551 (45am) 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

AAAIIN yadnlg9e7iw 3 U 4 ifou lavlddanyTuandduienas 3

37 4 1han 21.8-22.1 0.58-0.59 21.5-21.6




‘@

lagayUdnldiodugunmlumsinmdihosdomlianaaaianiladaduid dszanm 22
funsgansy luwneinsldansananiiasiienlfinoUszanm 0.58 Swmioyansgiufansls
antandnTastinaadldinodugunin@aduliu 21 Sunioyaniy munseuanIdnm

nsmenirianzse LﬁaaﬁaU%’gmaﬂs:mmnmmﬂ%’ﬁﬂ%muaw%ﬁ'@]ﬂumﬂﬁjuﬁ daud
UNI1AN 2551 UG ﬂﬁ]ﬁ;ﬂ'ui{ (fugew 2551)  Solidmsidhoadganltludszina doiu
madnEisAlanziRanIznud LTz DR 4 1) I@ﬂﬁ”'mwagm’jﬁgmmzmL’ﬂ’mﬁmﬁﬂ%
anwanSiaslull 2552 # laansdluasen docetaxel la3tazsiiiin 2 ns@anudonials laun uziSod
walazaziS9lan docetaxel EJ'@mmmlﬁ’lumsﬂnﬁ'@k@mﬁamg:u'é"uvl,@i” L% WLISINTENNZRITURS
uzL3IADNRNAIN wamsanenitll ldiunsandae Lﬁaamnﬁﬁi’wmuﬁﬂamiawﬁwﬁaa

A ° ' X o @ & a a ] aV A
M138N 5 ﬂﬂ%')ﬂkﬂ'ﬂ‘ﬁ'fﬁﬂ“ﬂﬂd&ﬂ letrozole 1%n’15m11mmmumuu Lﬂiﬂ‘]JL‘YlmJizﬂ'J'NﬂimvlﬁJaJ

waImsldanianudnsiasussdunainmsldaniaudntiay (MuwnIogansy) 19nNuTal% 95%

Talaansanansiing laansanansias

(IFaanuuy) (1) (IFenanain) (2)

_ 21.5-24.6 0.7-0.8 20.7-23.8

24.6-28.2 0.8-0.9 23.8-27.3

NAAIIN ga@iﬂ%@hmm 4 7 Tavlfaanusuaadiusayas 3

47 88.4-101.2 85.4-98.2

A ' o o @ = & @ = a ] A oA
MN1919N 6 ﬂﬂl"ﬁﬂ']ﬂﬂ"l docetaxel 1%ﬂ75ﬂ1u@3~135\1ﬂﬂ@LLﬂ:‘,N:‘,Li\TL@n%N LﬂiUULVIU‘Uiﬁﬂ')'T\TﬂivaNN

aIslTEnTauanIUasuazduaImslEanTauinTas (MurIUanIg) T NNToNK 95%

a1lz91ava981 docetaxel

& v <
NSEIILATNAN Nztvilam

Tala&nsana 1#&nSaa
ANB1UAT GBI
(2NAWUUU)(1) (2188 w)(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 0.3-04 7.3-8.4 5.2-5.9 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

ltaaUTuaadiuwniaa: 3

NAA1IIN ltaaUTuaadiuwniaya: 3

47 27.6-31.4 26.3-30.1

19.0-21.6 18.1-20.7




msUs:duwansnuOININIASMSIZ NS @.

MU~ NSUnsalluds:inAlng s:ncwd 2549 - 2551

a

S ' o L. o @ = = a ' A A va
AN 7 ml‘ﬁ%’mmaam erlotinib I%ﬂqiﬂ’]U(ﬂNZL'ﬁ\‘lﬂaﬂ Ll]im.lL‘Y]UU?ZW'J’]GﬂimVLNNNq(ilﬁﬂq'il’ﬁﬁ‘l’lﬁ

a a o a va A a aw @ a o A A o oA
@]']3Jﬁ"ﬂ'ﬁll@SLLQZNNqﬂiﬂqil"ﬁa“ﬂﬁ@nllﬁ“ﬂﬁﬂ(ﬂf (mummtyamg) NTIANULTUUN 95%

laila&nSoadnsiag l#anSaadnsiag
(Fanawuuy) (1) (xenanaia) (2)
2552 2.2-25 0.6-0.7 1.6-1.9
2553 2.3-2.6 0.6-0.7 1.6-1.9
2554 24-2.7 0.6-0.7 1.7-2.0
2555 2.5-2.8 0.7-0.8 1.7-21
AR yadlg91e7w 4 U laslddadiuaadiiiu (discount rate) fiYouss 3

47

nndayadiidu wuinaldanelasdszurmmainnislden letrozole NSMEANTANNENTUAT
sansnaamlEingaunsauIsIMIANBIUIzaN s 92 S1WNIBY§RIg lunsdien docetaxel F1NIID
lginTalsauziSaiuy waznzisidan nsldansannansiasaunsnanaildinglasindsza o 48

surioyaniy garholunsdlen erotinib wudaadlddadugunwdszanm 7 Swnsoyaniy

lﬂl J Y =3 = = 1 = 1 va A a aAa v
A137191 8 el FIBTINVBILNLLSI 3 8T L‘]Ji?;l‘]JL‘Y]ﬂﬂizﬂ')%‘]ﬂiﬂﬂ&luNﬁﬁliﬂﬁisl“ﬁaﬂﬁ@l'mﬁﬂh'u%i

a wa A A Ao Y a o A A 4 A
LLNzN&I’]@]iﬂ’]{L”ﬁﬁﬂﬁ@n&Ia‘ﬂﬁll@]i (ﬂ']ulaﬂiﬁlfyaﬁig) NTINANULTANUN 95%

lalaansaadnsias la&nSanug&nsias
(IFeawuuy) (1) (xenanaia) (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 39.9-45.5 2.0-2.3 37.7-43.4
2555 42.4-48.4 2124 40.2-46.2
AR yadnlg9e7w 4 U laslddasdivaadiiu (discount rate) fiYouss 3

471 143.7-163.9 136.0-156.3

nndayaluansnefl 8 mansznusuenling Tugnuzn3ons 3 y1ems uaaalwidiuimnlad
aIn3lEEnT SsunadasiunszalEinedaduidu 153 Swndoyansy vazfinslfuiasnsld
anSanuansas azfdnlding 7 iy aetunammsldanslasipililszadadldine
FIMTUINATI 3 TIUMITINIRY 146 MwWIoYant] munTauAIMIANE




“@

A o U1 =l 0o o ~ >
NMANWINN 5 ﬂiz&l'lmn'ﬁi]'l%’.l%ﬂﬂ')El‘[‘iﬂﬂailﬂ!,a aﬂm‘laqﬂmumﬂuwau

Fwndszmnsludsainalnuf@nTumsansHanIzn U RN H98n clopidogrel vo9r e
mu'ﬁaﬂﬂﬁﬁaﬂaaﬁ'un'mﬁwﬁwaama:mamﬁa@ﬁ'ﬂaq@é’mﬁﬂuwﬁ'ﬂmmummﬁ 2

ATk ﬂs:mmmiaivmugfﬂaz/ = FIUIUYI=TINT X qafﬁmmfnmﬁmfm

@139 1 Mtz swugih andaInsltenanudataltiNetlosnunsiiag 189N naDALRea

wilagadudnunan

72981889 i szsne* . . miﬂizu:mmi
: avanIsniaadlIn** MMINKLY
szzns (A) : =
(318)
()
718 wily 718

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

A1 * naunsnasay ﬂi&’?’l??d&m’]@??’lﬂ il 2550

= lassmaszdwnalulsduszulvunsdugunin
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AMARWINN 6 LUUFITIIANVAALRAL

¥
PayanugIwLlIznaun1INeITm

Falas9n19998 nsansNanIznunslszmeatinultansuteantuasuaslszmnelng

W wdrin3de lesmadsafwnaluladuszulousduganin Lﬂuamﬁu‘i{mﬁaﬁ'ﬂmﬁaya
waznangwmBidizany daridudairuaunzdagimuaulouis laTunuaiuayuiivan aaq.
FITR. UAZ FUY. NITNTWEDIIUFY I@Umiﬁﬂmﬁ%'l@?%'unuaﬁum&udmv&ﬁamn Finnuisoiine
miﬁ'@uumé'ﬂﬂs:ﬁ'uqmmwvlm %aﬂuamﬁ'ﬁ%’m:uuqmmwﬁ"l,ajLLmdmﬁ']"l,i

% 6 a o { A 3 ' v o v
'J(ﬁlq‘ljizﬂ\‘lﬂ“].la\‘l‘[ﬂidﬂ'liﬁﬁ)ﬂ : Lﬂ?J'JLﬂ?’]ZﬁNﬂﬂiz‘ﬂﬂl%ﬁgu&lﬂd'ﬂ’]dﬁdﬂw @]E]&ﬂ(ﬂiﬂ']'i'ﬂx‘iﬂﬂl‘ﬁ

fNBUaILN 7 918m3 lassguna iny Tusendngl 2549-2551

ngwanenswdannlggirznitdszimauazngransdnivas lnodimualiiinaasnis
A oA o o A ¥a A 7 a al v a 6 v &
Bangunazliauniasgldanunutanawinsdntld lasdimasundnasdniimisdlansiuns
Aa A o o va A s A { a [ @
Uszna'lng  Sanslunsdsauldanslassglunsdl wedszlondlunisdsznaufansawin
= (5 o @) o =~ -~ N
ss1vpdlnansanissusninlunislesnwniaussininisarauaanainis 81 w3a&s
a a 1 aah) v o A A L%
aulnauslnaduadisguuss lunsdiitliidndmwiavasnsznsie nuas nsa Miigrdasaansa
Uszmdla@niaadnsiasla lnaladdasasenugnssd@nsinsnow uaozaasuasn1slzans
o o 1 1 ¥ a o a v Y v 1 Y a1 ¥ a
laasgainaninagnisdndiaslaafizngn wazezaasdaainauununisizansaadnsednd
a o 1 P U, a a o 1 a = o 6
Tagnmstinarvatanaainauunwuazanlylunslgansauansiasaeaiufnsanindan

v
ndyyiaiy

aTauaastayanunInNizua inedsaulEansias lusendned 2549-2551 dszanmmyduam

Athefidasmsldn uazsndszinunizualfauadihomnldlfunasms cL

v 1 A A a o ° P i 9y
YN ﬂﬂﬂﬂ% ﬁdﬂaa"{lﬁﬂ@l{l% Qﬂ%')%ﬁdﬂ')ﬂ‘n auﬂixuﬂm@uagﬂ’m

Twn135nm szndlng ABIN13T N winlad cL

a o o wa A
1811093 TUS PIFAIUINFIMIVLAALTD
= ¢ A 1 Y 1

(Efavirenz) orladiend (e Merck Sharp and | 200,000 A/l 3,120 S wun/Al
RANLRLINTUWBENS Dohme
JWLININLT Nevirapine

& & dy
TITUINUTW)

2. g lafuaes IEAIND z%mi”u;jﬁm%a

(Lopinavir) + lorlainend. Abbott 50,000 AW/’ 3,600 §uun/al’
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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.”
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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 D Male D Female

2.Education O Bachelor's degree O boctorate degree

O masters degree O other (ceeeee e )

3. Country Group 5.Areas of expertise

(Please see information sheet page 4) (check multiple items if applicable)

[ Low-income [ public Health/ Healthcare

O Lower middle-income [ Business/ International Trade
[ international Relations

|:| Upper middle-income
PP O intellectual Property

O High-income [ Economics

4.0Organization [ social Development

O Government Sector O Public Policy

[ private Sector O other.. e,

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

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
7.Imatinib
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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.Imatinib

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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