
CHAPTER 1 

INTRODUCTION 

 

1.1 Background 

Since Indonesia declared independence in 1945, Indonesia had pledged to 

be a country of law. The statehood values are expressed by the establishment of the 

1945 Constitution of the Republic of Indonesia [“UUD 1945”], where the country 

pledged to pursue the protection of human rights, whereby the government enforces 

by enacting regulations and establishing judicial administration.1 After the founders 

of Indonesia built the country starting from the UUD 1945, the founders formed the 

legislative branch of the nation, whereby the People’s Consultative Assembly 

[“MPR”], People’s Representative Assembly [“DPR”] and President may enact 

policies in addressing the countries’ role to protect human rights with legal 

instruments.  

In this vein, one of the primary human rights regulatory framework enacted 

by the Indonesian government is people’s right to live a healthy life. Article 28H of 

UUD 1945 mandates that “everyone has the right to live in physical and spiritual 

prosperity, to live, and to have a good and healthy living environment and the right 

to health services.” Based on the foregoing, the government enacted legislations to 

pursue healthy living conditions for the Indonesian society including, but not 
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limited to, Law No. 44/2009 on Hospitals, Law No. 29/2004 on Medical Practice, 

Law No. 36/2014 on Health Workers, Law No. 18/2012 on Food, etc. 

Outside the scope of the Indonesian legal system, most jurisdictions entitles 

every human being to basic human rights including the right to live a good and 

healthy life, which gives rise to the reason behind the idea that people are entitled 

to basic rights over affordable medication.2 Notwithstanding this, people suffer 

from all sorts of mild diseases from influenza all the way to fatal sicknesses such 

as Human Immunodeficiency Virus Infection and Acquired Immune Deficiency 

Syndrome [“HIV/AIDS”] or cancer.3 To a great extent, people have become 

dependent on the relevant drugs to keep them alive and healthy. However, a concern 

arises when these drugs are sold for a very high, unaffordable price on the grounds 

that companies have spent great time, investment in developing the drug and 

primarily, their patented rights over the new drug.4 

Under the World Trade Organization [“WTO”], these drugs developed by 

various legal entities/companies or individuals are patented and therefore entitled 

to certain degree of protections and rights to enjoy, sell in the market and 

manufacture for profit the patented drugs as governed under the Trade-Related 

Aspects of Intellectual Property Rights Agreement [“TRIPS Agreement”] and 

further clarified by the Ministerial Declaration at the WTO Ministerial Conference 

in Doha [“Doha Declaration”]. 
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Even if governed under TRIPS Agreement, states should individually enact 

national patent laws in order to provide affordable access to essential medication 

and formalizing a range of measures to allow people to purchase important drugs 

at an affordable price.5 Mostly, drug patent is awarded around 20 years according 

to the relevant state to enjoy their rights over the drug, although the lifetime of the 

patent may vary according to jurisdictions. Provided that the company/patent holder 

does not further extend their rights, then the drug can be manufactured and sold by 

other companies which then becomes a generic drug.6 Once a drug becomes 

generic, then the monopoly of the patent holder is removed, whereby this creates 

competition and encourages innovation from other companies.7 

In most countries, a drug can be manufactured as “generic” based on the 

following alternative factors:8 

1) The patent has expired (and not extended by the initial holder) 

2) The initial holder certified that the patents incurred upon the drug is 

unenforceable, invalid or would not be infringed upon 

3) There is no patent that has been held over the drug before 

4) No patent protection over the drug in certain jurisdictions 

Other than request for an extension to incur their rights over the patented 

medication, many companies holding the initial patent would opt to renew the 
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patent by either forming a new version or differently formulated drugs compared to 

the original one in order to maintain monopoly power over the market.9 

Nevertheless, this requires new clinical trials and re-application of the patent 

according with the relevant jurisdictional applicable law. The issue with new drugs 

and the aggressive entry of generic drug in the market is limiting the profitability 

of new drugs, as the notion of selling generic drugs entails offering a lower priced 

copy of the brand-name drugs. According to a study, the utility of generic drug has 

seen explosive growth over the past 25 years increasing from 20% to 70%.10 In fact, 

the IMS Health found that between 1999 and 2008, generic drugs have saved 

consumers an estimated $700 billion.11 This is because the patent holder invokes 

innovator profit upon the product, taking into consideration of the human resources, 

time and specialization required in inventing such drug – however, due to the 

intense competition of generic drugs entering the market, this reduces innovator 

incentives which “heightens the current crisis in the R&D industry”.12 

Nevertheless, this Thesis will focus on the issue concerning the governing 

laws under TRIPS Agreement, Doha Declaration and Indonesia’s domestic laws in 

balancing the intellectual property rights [“IPR”] of the patent holders, who are 

mostly the inventors and researchers of the pharmaceutical products, over the 
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patented goods, with the consideration that many countries greatly need certain 

medication for an affordable price. 

Aside from Indonesia, other countries face a similar concern where patented 

pharmaceutical products often clash with the interest of public health. In the United 

States of America, legal disputes of pharmaceutical patents increased by 30%. Lex 

Machina’s annual report revealed that 417 cases in 2017 that were patent-related 

lawsuits that were related to Abbreviated New Drug Applications that were filed in 

the U.S. District court.13 This issue in the U.S. became more evident as it was 

corroborated by a research that proved that 78% of patents approved by the U.S. 

Food and Drug Administration correspond to medications already existing in the 

market. In the market for pharmaceutical products, only 4% of newly-approved 

products globally were designed to treat neglected diseases that affect lower and 

middle-income countries.14 This problem continued as 74% of new patents recently 

went to drugs that already existed as most of the best-selling drugs extend their 

exclusivity protections - which means that the patent holder opts to extend their 

patents, hence prolonging the time before the generic drugs could reach the market. 

As 80% of patent-holders of best-selling drugs refuse to allow the drug to become 

generic, companies who may have researched on better formulated drugs are unable 

to sell their products at a more competitive price.15 
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In underdeveloped countries such as in Uganda, out of the 1.3 million people 

living with HIV, 630,000 people require anti-retroviral drugs [“ARV Medication”] 

and out of these, 150,000 are children. Previously, many of these people suffer due 

to the high prices of the necessary drugs.16 Nevertheless, the WTO ensured that 

90% of the drugs in Uganda are generic as according to TRIPS, least developed 

countries including Uganda are supposed to enforce patents on all medicines by 

2016. This would mean that patent holders must product their patented products 

even if they maintain the right to exclude others from making, using, offering for 

sale or selling the invention for 20 years from the date on which the application for 

the patent was filed.17 

WTO is the largest international organization in the international trade 

sector and it takes great interest and consideration of the access to essential 

medication, especially states that have a heavy burden of diseases, as well as the 

common standards of IPR in order to provide order and predictability to 

international trade. Whilst the 164 member states and 23 observer governments 

under the WTO adopts the non-discrimination principle based on the TRIPS 

Agreement and the view to promote free trade at its core, it nevertheless 

acknowledges the crucial role of the pharmaceutical industry to protect human 

health.18 As such, the WTO regime allows states to enact measures to encourage 
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free trade on pharmaceutical products that provides for the wider need of public 

health, which is a deeper concern for some states than others, by adopting the 

following international agreements under the umbrella of WTO.  

To that end, the WTO regime is governed under the Agreement Establishing 

the World Trade Organization [“Marrakesh Agreement”], which is an agreement 

signed in Marrakesh, Morocco on 15 April 1994 along with 123 nationals to 

establishing the WTO which became official and was enforced as of 1 January 

1995.19 The Marrakesh Agreement defines the scope, functions and structure of the 

WTO, and it must be noted that its preamble mandates that it recognizes “that their 

relations in the field of trade and economic endeavour should be conducted with a 

view to raising standards of living”. 

The WTO regime allows and encourages states to develop their economies 

through inter-state markets while taking into consideration one of their primary 

objective to raise standards of living. This approach conforms to the spirit of the 

General Agreement on Tariffs and Trade [“GATT”], whereby the preamble 

similarly mention that the objective is “allowing for the optimal use of the world’s 

resources in accordance with the objective of sustainable development, seeking 

both to protect and preserve the environment and enhance the means for doing so 

in a manner consistent with their respective needs and concerns at different levels 

of economic development.”20 
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In enforcing their principle of promoting trade among states, the WTO 

member states signed and mostly, ratified the TRIPS Agreement in attempt to bring 

important change in international standards relating to IPR globally and nationally. 

Nevertheless, the adoption of the TRIPS Agreement was controversial within the 

WTO system.21 Many developed countries, including the U.S. insisted upon the 

negotiation of IPR standards by strengthening rights conferred by patent holders in 

the Uruguay Round on the grounds that in the long term, and strongly protecting 

IPR over goods to promote innovation, foreign direct investment and advancement 

of technology in many countries including developing countries.22 However, 

developing countries were concerned about the alleged “benefits” that entails as a 

result of the TRIPS Agreement as they took into account that the costs to be paid 

may be very high, especially in critical areas such as public health. This is where 

many developing countries feel that despite the balance sought in some provisions 

under the TRIPS Agreement, it mainly benefits countries in which technology is 

already advanced.23  

Their first argument is that higher levels of IPR protection does not 

necessarily give fast or tangible improvements in foreign investments or technology 

advancements as expenditure for research and development in developing countries 

remains low (about 4% of the world).24 Second and the more critical reason is that 

certain pharmaceutical products act as a great barrier to access particularly by the 
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poor. Patents in general allows pharmaceutical manufacturers to charge higher 

prices than those that would have existed in a competitive environment, even if 

justified by their costly investments in research and development.25  

Few of the arguments above was grounded upon the HIV/AIDS crisis in 

Africa and the negative impacts imposed upon the poor who has limited access to 

necessary medication. All over Africa, at least 30 million people were reported to 

have been diagnosed with HIV – hence the urgent need to address the problem of 

access to patented medicine.26 Nevertheless, it is arguable that there are other 

factors such as infrastructure and professional help that results in the drastic 30% 

increase in HIV patients in Africa.27 

In 2011, WTO members adopted the Doha Declaration to clarify this issue 

and elaborate on the ambiguities in the member state’s stance in balancing the needs 

of public health and the intellectual property interests protected under the TRIPS 

Agreement. Within the Doha Declaration, it recognizes the gravity of the public 

health problems afflicting many developing countries and less developed countries 

resulting from HIV and other diseases,28 it further provides how states can balance 

their obligations under the TRIPS Agreement and public health in accordance with 

the countries’ individual concerns. 

Article 30 of TRIPS Agreement allows for member states to allow “limited 

exceptions to the exclusive rights conferred by a patent”,29 and Article 31 of TRIPS 
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Agreement allows for “other use of the subject matter of a patent without the 

authorization of the right holder, including use by the government or third parties 

authorized by the government”.30 The TRIPS Agreement obliges their members to 

comply with their obligations to protect the patent holder’s rights, and their rights 

to enjoy their patents in the host states, while still taking into account circumstances 

that may require the host state to benefit off the patented goods for a public purpose. 

Notwithstanding this, Article 30 and 31 of TRIPS Agreement imposes requirements 

and standards that the member state must comply with should the state authorize (i) 

government use, (ii) compulsory licensing and/ or (iii) research exceptions and 

bolar exceptions. 

Firstly, the “use by a government” as referred to under Article 31 of TRIPS 

Agreement is a means where the government authorizes a governmental body to 

locally manufacture and sell the patented products to meet the demands of the 

market.31 In Indonesia, government use can only be authorized should there be a 

national emergency concerning public health or safety.32 

Secondly, compulsory licensing or “use by third parties authorized by the 

government” is a tool used by states to license the use of an invention to a third 

party or government agency without the consent of the patent-holder,33 often used 

particularly in the pharmaceutical sector to stimulate price-lowering competition to 
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ensure the availability of medication or services that are of vital importance.34 

Article 31 of TRIPS Agreement explicitly allows States to promote access to 

existing drugs and research or development into new drugs under certain 

conditions. Generally, the main grounds for issuing the authorizations above 

includes public interest such as the deteriorating health of a certain population, 

national emergency with a public or collective interest, as a remedy to anti-

competitive practices or lack of local production.35 In Indonesia, the grounds for 

compulsory licensing is authorized when the patent holder failed to produce the 

patents, as per their obligation to do so, for 36 months.36 

Thirdly, member states may provide “research” or “experimental use” 

exception to allow domestic researchers, which can be a governmental agency or a 

third-party entity, to use a patented invention for research purposes whether order 

to understand the invention better or to sell the pharmaceutical products when the 

patent expires.37 In other words, the state can impose bolar provisions to enable 

other generic producers and researchers to conduct the necessary research so they 

can market their own version (with improved formulas and research data) as soon 

as the patent expires.38 

As a member state of the WTO, Indonesia is a party to the TRIPS Agreement 

and Doha Declaration and as a result understands their obligation to respect the 
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rights conferred by the patent holder for inventing their patents. However, the 

alarming number of Indonesian nationals suffering as a result of a HIV/AIDS 

epidemic gave rise to the government’s decision to impose a government use for a 

state-owned medical entity to be exempted from the barriers of the patents over the 

ARV Medication, and produce such medication for a much lower market price. 

Similar to other jurisdictions, the Indonesian legal system files compulsory 

licensing by enacting laws that allows third parties to conduct research, produce 

and sell the patented pharmaceutical products legally. Indonesia first implemented 

Government Regulation No. 27 of 2004 on Guidelines for Implementing Patents by 

the Government, which was later implemented by the enactment of Presidential 

Decree No. 83 of 2004 on the Implementation of Patents by the Government for 

ARV Medication [“PD 83/2004”], and later was amended by Presidential Decree 

No. 6 of 2007 on the Amendment of PD 83/2004 [“PD 6/2007”], and further 

revoked by Presidential Decree No. 76 of 2012 on the Implementation of Patents 

by the Government for ARV Medication [“PD 76/2012”]. PD 76/2012 and its 

previous regulations constitutes as a government use (i) authorized on the basis of 

a national emergency (ii) where the government produces the patented active 

substances in ARV Medication and distribute the pharmaceutical products 

throughout the country. 

Firstly, the rationale underpinning behind the enactment of PD 83/2004 is 

that Indonesia encountered a national condition where at least 510.000 people in 

Indonesia were infected with HIV/AIDS [“Odha”]. The government deemed that 

the alarming number of Odha is sufficient to constitute as a national emergency and 



began their pursuit to provide the basic necessity of affordable ARV Medication for 

all Odha in Indonesia. The price of the patented ARV Medication was 10x more 

expensive as compared to a local-produced ARV Medication with the same 

formula. Additionally, the patented ARV Medication had proven to decrease 96% 

of the symptoms of HIV/AIDS. In this light, the government implemented a 

government use to allow the local pharmaceutical industry to produce the patented 

ARV Medication. The humanitarian rationale behind the enactment of the 

regulations involves the belief that every living soul must be treated to the best 

effort of the government, this means that if the government can save people’s lives 

by enacting the government use and prevent others from suffering the same disease, 

they will do what is necessary. This statehood belief is expressed under Article 28H 

of UUD 1945 that every citizen has the basic human right to medication. 

The reason that the government deemed HIV/AIDS as a very alarming and 

urgent situation for the country is because the HIV virus begins to appear harmless, 

but can result to fatal consequences. The HIV virus directly attacks the body’s 

immune system, which defends the body against diseases. Additionally, the HIV 

virus infects and destroys a person’s red blood cells.39 When the immune system 

has been damaged due to the infection of a virus, the individual may develop AIDS 

– resulting in infections and illnesses. HIV can become dangerous as it appears flu-

like in the beginning, the symptoms can vary from fever, chills, rash, night sweats, 

muscle aches, sore throat, fatigue, swollen lymph nodes and mouth ulcers.40 
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However, if a person is infected with HIV, related illnesses may come and become 

fatal for the person. Should HIV not be treated with proper medication and 

treatment, the body may proceed to developing AIDS, which symptoms may 

include rapid weight loss, recurring fever or profuse night sweats, extreme tiredness 

or fatigue, prolongs swelling of the lymph glands in the armpits, groin or neck, 

excessive diarrhea, sores in the mouth, anus or genitals, pneumonia, blotches with 

the color red, brown, pink or purple on or under the skin or inside the mouth, nose 

or eyelids, memory loss, depression and other neurologic disorders.41 

In terms of the historical background of HIV/AIDS in Indonesia, the country 

discovered its first AIDS case in 1987, where after 10 years subsequent to that case, 

there were 381 cases for HIV positive and 154 for AIDS.42 The AIDS cases were 

first alarming to the government after a Dutch patient died in Bali’s Sanglah 

Hospital after being diagnosed with AIDS. The WHO reported that Indonesia is the 

13th country in Asia to report AIDS cases in 1987. By 2006, the cumulative number 

of Odha amounted to 13,424 people, consisting of 5,230 cases for HIV and 8,194 

cases for AIDS. Since 1997 until 2006, the number of deaths amounted to 1,871 

people. The number of the 8,194 AIDS cases comprises of 82% men and 16% 

women (the other 2% unidentified). Although the number of women infected with 

HIV/AIDS were smaller, infection on women result in greater negative impacts in 

terms of health and socio-economic problems as women are more likely to conceive 
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and transmit the HIV/AIDS to their infants.43 Transmission of the HIV/AIDS 

disease for women ranges from 15-40%, where the infant with HIV may be infected 

with HIV before conceiving, during or after the birth process or through consuming 

the breast milk. In Indonesia, HIV/AIDS cases were reported in 1997 throughout 

22 provinces, and by 2006, the cases have reached 33 provinces. Further, under the 

age group, the highest proportion of AIDS cases were reported are aged 20 – 29 

years as they comprise 54.76% of the Odha.44 This is followed by the 30 – 39 and 

40 – 49 years age group respectively comprising 27.17% and 7.9% of the Odha in 

Indonesia.45 The spread of HIV/AIDS in Indonesia is especially crucial and 

alarming in terms of the risk of transmission, as it occurs due to many reasons, 

including commercial sex workers (along with their clients). Data Statistik Kasus 

HIV/AIDS calculated based on sero-surveys, which is a medical test of blood serum 

from a group of individuals to determine seroprevalence/anti-bodies to HIV, by 

testing 153 AIDS-infected individuals and 466 HIV-infected individuals in sentinel 

areas and found that the risk of transmission is 70% due to sexual relations.46 The 

HIV/AIDS epidemic rose significantly in 2000, where the percentage of Odha 

population varies from region to region – in Tanjung Balai Karimun, Riau, there is 

8.3.8% of the population of Odha, the Odha in Merauke was 26.5%, the Odha in 

North Jakarta was 3.36%, etc.47 As a secondary issue that will not be further 
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analyzed in this Thesis, the issue of commercial sex workers reached its pinnacle at 

the end of 2005, where the HIV/AIDS disease were transmitted across the nation 

as a result – this was when the cases reached 1,920, and by 2006, the cases rose 

until 3,302 due to the quick spreading of the disease.48 Additionally, the risk of 

transmission lies in the injection of drug users, this occurs when individuals share 

needles without proper cleansing. Rumah Sakit Ketergantungan Obat in Jakarta 

reported that out of all HIV cases, 18% requires treatment as a result of the drug 

user injection in 1999, in 2000 it became 40% and in 2001 it rose until 48%.49 

The Indonesian government found it most alarming when the Ministry of 

Health discovered that the AIDS cases emerged in infants and children aged less 

than 15 years – who were infected as a result of pregnancy, childbirth, 

breastfeeding, blood transfusions/components. The infected children have great 

risks of infection due to their very limited knowledge and awareness of the 

transmission mechanism and how to protect themselves and others from being 

infected.50  

Secondly, PD 76/2012 authorizes the government to produce active 

substances that comprises of the ARV Medication including efavirenz, abacavir, 

didanosin, combination of lopinavir and ritonavir, tenofovir, combination of 

tenofovir and emtrisitabin and the combination of tenofovir, emtrisitabin and 

evafirenz. Scientifically, the ARV Medication consists of efavirenz and two 

nucleoside reverse transcriptase inhibitors [“NRTIs”] for the initial therapy of 
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treating people infected with HIV. This type of ARV Medication is popular as the 

drugs are easy to administer, have a general excellent efficacy and is well 

tolerated.51 Efavirenz, patented by Merc & Co, INC., is a non-nucleoside reverse 

transcriptase inhibitors [“NNRTIs”], and when used with other HIV drugs and 

components, can be used to control the infections caused by the HIV virus by 

preventing the virus from multiplying in the body.52 The efavirenz is used to help 

reduce the amount of HIV virus in the body in order to help the immune system to 

work more efficiently, it also reduces the risk of developing HIV complications 

such as new infections and cancer.53 Abacavir, patented by Glaxo Group Limited, 

is considered as NRTIs, which is prescribed along with other medication to treat 

the HIV infection.54 The abacavir does not cure the HIV per se, but it decreases the 

amount of HIV virus in the blood cells. This drug inhibits the reserve transcriptase 

enzyme, changing the HIV virus’ genetic material from an RNA to a DNA.55 The 

didanosin, patented by Bristol – Myers Squibb Company, is a drug also used with 

other HIV drugs in order to control the HIV virus in the body by reducing the 

amount of HIV virus to help increase the efficiency of the immune system. It is 

considered as NRTIs and is often used in combination with highly active anti-

retroviral therapy.56 The combination of lopinavir and ritonavir is used with other 
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medications to treat the HIV infection and are protease inhibitors, which decreases 

the amount of HIV in the blood.57 When a person consumes the combination of 

lopinavir and ritonavir, the ritonavir helps to increase the amount of lopinavir in 

the body to enhance the effects of the medication. The drugs do not cure HIV, but 

decreases the chances of developing AIDS and other infectious sicknesses or 

cancer.58 Tenofovir is a drug used in part of the anti-retroviral theraphy, patented 

by Gilead Sciences, Inc., which is produced in India. The Tenofovir are NRTIs, 

which inhibits the reverse transcriptase enzyme by changing the genetic material of 

the HIV virus from RNA into the DNA – which must be done so before the HIV 

genetic code can be entered into the genetic code of the HIV-infected cells.59 The 

combination of tenofovir and emtrisitabin are taken along with other medications 

to treat HIV in adults and children as it prevents high-risk people from being 

infected from HIV.60 They constitute as NRTIs, which helps the person reduce the 

rate of the spreading of HIV in the body. The combination of tenofovir and 

emtrisitabin helps with the reduction of the amount of HIV virus in the body to 

assist the effectivity of the immune system and also reduces the risks for any HIV-

related illnesses such as infections or cancer. 

Thus, the government had made numerous attempts to address the alarming 

concern of HIV/AIDS cases in Indonesia and discovered that the government has 

                                                
57 “Lopinavir and Ritonavir”, MedlinePlus, U.S. National Library of Medicine, 
<https://medlineplus.gov/druginfo/meds/a602015.html> (accessed on 20 November 2019) 
58 Ibid. 
59 “Tenofovir”, Spiritia Yayasan, <http://spiritia.or.id/artikel/detail/36> (accessed on 20 November 
2019) 
60 “Emitricitabine and Tenofovir”, MedlinePlus, U.S. National Library of Medicine, 
<https://medlineplus.gov/druginfo/meds/a612036.html> (accessed on 20 November 2019) 



the resources and capacity to produce ARV Medication that would help the Odha 

in Indonesia decrease the symptoms of their diseases, and prevent for further 

transmission throughout the population – but is aware that the substances were 

protected by patents. Noting that certain substances of the ARV Medication is 

patented, the government invoked the situation of national emergency and 

authorized government use of the patented ARV Medication to produce in a mass 

bulk to distribute the pharmaceutical products all over Indonesia for an affordable 

price. Nevertheless, the government of Indonesia noted that as a member of the 

WTO, they have obligations to comply with international standards as to how a 

state are allowed to invoke such exceptions and on what basis. 

 

1.2 Formulation of issues 

1. To what extent does Indonesia’s authorization of government use on the 

basis of national emergency comply with Patent Law and the TRIPS 

Agreement? 

2. To what extent does the implementation of Indonesia’s government use of 

patented ARV Medication under PD 76/2012 consistent within the spirit of 

the TRIPS Agreement? 

  

1.3 Objective of Research 

Amongst other developing countries, Indonesia struggles with a national 

health concern for Odha. With the proper ARV Medication, Odha in Indonesia 

would be able to control the symptoms, if not, be cured from HIV/AIDS. However, 



Indonesia maintains their obligation under TRIPS Agreement to respect patent-

holder’s rights over their pharmaceutical patents. This Thesis will break down 

Indonesia’s approach in balancing such obligations while addressing the situation 

of HIV/AIDS in Indonesia and protecting the basic human rights of the people. This 

Thesis will first analyze how the WTO regime regulates state’s public necessity 

over patented pharmaceutical products over patent-holder rights to determine the 

scope of government policies and degree of public necessity complies with the 

standard under international law, then further break down the scope and procedures 

under the Indonesian legal regime under the Patent Law. Secondly, this Thesis will 

analyze whether Indonesia’s authorization of the government use over patented 

ARV Medication was implemented pursuant to the spirit of the TRIPS Agreement 

as a member state of the WTO. 

 

1.4 Benefit of Research 

By analyzing the leniency and stringency of the WTO regime in balancing 

the rights of patent-holder over pharmaceutical goods with public necessity for such 

medication, this Thesis will provide recommendations to how states can best 

address national issues of health while still fulfilling their obligations under 

international trade law. 

 

1.5 Thesis Structure 

Chapter I: Introduction 



This first chapter presents the background and rationale of the chosen topic on how 

the WTO regime balances patent-holder’s rights over pharmaceutical products and 

underdeveloped state’s need for such drugs, in reference to the urgency of the issue, 

purpose, benefits and framework of the writing that will substantiate the entire 

Thesis. It also explains the reasoning behind Indonesia’s enactment of government 

use in terms of its invocation of public emergency. 

 

Chapter II: Legal Research 

This second chapter will include a literature review of the theoretical as well as the 

relevant legal basis and practical background based on the how the national law and 

WTO regime governs the issue stated above including the wording of the Patent 

Law, Marrakesh Agreement, TRIPS Agreement and Doha Declaration. 

 

Chapter III: Research Method 

This third chapter analyses the various methods of legal research used in writing 

this Thesis. It involves the procedures and the methods implemented to collect the 

materials, and the raw data that is used to process and develop it into this Thesis. 

 

Chapter IV: Answering formulation of issues with Discussion and Analysis 

The fourth chapter discusses: (1) to what extent does Indonesia’s authorization of 

government use on the basis of national emergency comply with Patent Law and 

the TRIPS Agreement and (2) the extent does the implementation of Indonesia’s 



government use of patented ARV Medication under PD 76/2012 consistent within 

the spirit of the TRIPS Agreement. 

 

Chapter V: Conclusion and Recommendation 

This last chapter closes at the conclusions and recommendations directed to the 

issues that has been formulated in the prior chapter. The recommendations made 

are suggestions created for developing and underdeveloped states to take into 

consideration of to solve this issue. 

 


