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Preface

The recent decisions of the Thai Ministry of Public Health to announce the Government Use

of Patents on three patented drugs, i.e., Efavirenz (Stocrin®) of Merck Sharp and Dohme),

Lopinavir+Ritonavir (Kaletra®)  of Abbott Laboratory) and Clopidogrel (Plavix®)  of Sanofi-

Aventis), based on proposals from the National Health Security Office,  have raised several questions

among the public and also the concerned partners as well as the pharmaceutical industries, both

in the country and internationally. Some questions and concerns are due to lack of information;

others are intentional with the aim to create misunderstanding and objections to the

announcements. Thus there is a need to clarify all the questions with the right information and

evidences. The Ministry of Public Health staff had compiled all the questions and summarized into

10 burning issues that need to be addressed. Relevant answers and evidences have been collected

to address each issue.

The Thai Ministry of Public Health views these decisions on the Government Use of Patents

as a form of social movement that aims at improving access to essential medicines and the health

of the people. The public health interest is thus the main and final goal of this social movement.

We believe that for the sustainability and success of any big social movement, there need to be

a good combination of three factors, i.e., knowledge and evidence, social support, and political

commitment. This forms the so-called çTriangle that moves the mountainé. It is the educated and

motivated society that will push for and support the political commitment to bring real and

sustainable success to any social reform movement.

Thus this white paper on çThe Facts and Evidences on the 10 Burning Issues Related to the

Government Use of Patents on Three Patented Essential Drugs in Thailandé does not only aim

at answering all the questions raised, but more importantly as a tool to inform and educate the

Thai and Global Society as a whole, on the issue of pharmaceutical patent and the public health.

This is to ensure the success of the future movements to improve the intellectual property systems

so that it is more conducive to social development.

The Thai Ministry of Public Health firmly believes in a moderate and public interest oriented

approach to implement the intellectual property right. We are convinced and committed to the view



that çPublic Health interest and the life of the people must come before commercial interesté.

We do need innovative ways to provide incentives for drug research and development to improve

access to essential drugs for all. We believe in what Albert Einstein once said:

çWe shall require a substantially new manner of thinking if mankind is to
survive.é

This white paper was prepared with time constraint, so there may be some unintentional

mistakes and we would expect the readers to understand the limitation and also read it with their

own wise and fair judgment.

(Dr. Mongkol Na Songkhla)

Minister of Public Health,

Chairman of the National Health Security Board,

Thailand
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Issue No. 1 :  What is the rationale behind the Government Use of Patents on

the three drugs?  Is this movement in compliance with the national and

international legal framework?

The rationale mainly lies in the mandate to achieve universal access to essential medicine

for all Thais, under the National Health Security Act 2002. Since 2001, every Thai citizen is covered

under one of the three main national public health insurance schemes (Figure 1), i.e.:

2.1 The Civil Servant Medical Benefit Scheme (CSMBS) covers around 5 million

civil servants, public employees and their dependants. The scheme is paid totally from the general

tax revenue based on a fee-for-services retrospective reimbursement system.  Public facilities are

the main providers under this scheme.

2.2 The Social Security Scheme (SSS), a tripartite system contributed by employers,

employees and the government on an equal share basis. It covers around 8.5 million private

employees and temporary public employees. Public and private facilities have approximately equal

share of the beneficiaries. This scheme pays the providers by the contract capitation system.

2.3 Universal Coverage Scheme (the gold card scheme) Since October 2001

universal coverage of the health insurance system was implemented by combining the previous

social welfare health services and the voluntary health card scheme, and further expanded coverage

to 18 million more people. This scheme covers around 48.5 million people, or 78 per cent of the

population. It is financed solely from the general tax revenue.  Public hospitals are the main providers;

they cover more than 95 percent of the beneficiaries. About 80 private hospitals joined the system

and register around 4 percent of the beneficiaries. It also pays the providers by the contract capitation

system.

Some of the better off Thais, around 2 per cent buy private health insurance, and many of

those better off who are covered by one of the above-mentioned three public health insurance

schemes go to private facilities for their health services and pay out of pocket, in spite of their

right to access to free care paid by the government. Around 20 percent of Thais pay out of their

own pocket when receiving out patient services at private facilities.
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All of the 62 million Thais who are covered by one of the three above-mentioned national

public health insurance schemes are entitled to full access of all medicines in the essential
drugs list, including almost 900 items of drugs, many of them patented.

The Thai government is also committed to the policy of universal access to anti-
retroviral drugs (ARVs) for AIDS patients, since October 2003.

The government responded to these national commitments through several means. One was

to raise the public health budget. The public health budget has been increasing from around 4 per

cent of the overall national budget in the 1980s to 7 per cent in the 1990s and now to more than

10 per cent. The budget for access to ARVs also increased from around $US 10 million in 2001

to more than $US 100 million in 2007; increasing of more than 10 folds in 6 years. This level of

spending from national public resources on access to ARVs is highest among the lower middle

income developing countries. Thailand has employed the policy towards long-term sustainability

of the universal access to ARVs since 2003. The budget supported by the Global Fund is used

mainly for purchasing equipment and training of personnel. Less than 20 per cent of the total

expenses on ARVs come from the Global Fund. With this quite high spending, the public health

insurance schemes still can not afford to pay for the universal access to patented drugs in the

essential drug list, including essential ARVs. It is the joint responsibility of the Ministry of Public

Health and the National Health Security Office to ensure the right of universal access to essential

drugs. So far the two organizations have not been able to fully achieve that goal due to high drug

prices and a limited budget. Thus Government Use of Patent to get lower price generics for patients

who are covered by the government is one important means to better achieve that goal.

According to the TRIPs agreement article 31 (b), and the Doha Ministerial Declaration on TRIPs

and Public Health in 2001, which are clearly reflected in the Thai Patent Act B.E. 2522 as amended

by the Thai Patent Act (No. 3) B.E. 2542 (Document No. 1, 2 and 3), there may be three broad

mechanisms of using the patent rights by others than the patent holder.

1. Non public use of patent right :  Under this category, those who would like to use

the patent rights of some products, for example drugs, for commercial purposes, must first negotiate
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with the patent holders to seek for their permission. The negotiation will include the terms of patent

use as well as the royalty paid to the patent holder. If the negotiation is successful, it will then

become a Voluntary Licensing of patent. But if it fails, then the Director General of the

Department of Intellectual Property, Ministry of Commerce can be requested to rule on whether

to allow the use of patent and also to fix the terms of patent use as well as the royalty fees. This

then becomes Compulsory Licensing. (Thai Patent Act section 46 to 50).

As this is for commercial use, prior negotiation with the patent holder is
needed.

2. Public use of patent rights : There are two categories on the public use of patents.

2.1 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 and
department of government may, by themselves or through others, exercise any right under

Section 36 by paying a royalty to the patentee without the requirement for prior
negotiation on the permission, the royalty fees or the term of patent use (Thai Patent

Act section 51).

2.2 During a state of war or emergency, the Prime Minister, with the approval of the

Cabinet, shall have the power to issue an order to exercise any right under any patent necessary

for the defense and security of the country by paying a fair remuneration to the patentee (Thai

Patent Act section 52).

The announcements of the Government Use of Patents on the three drugs in the National

Essential Drug List, namely Efavirenz, Lopinavir+Ritonavir, and Clopidogrel, by the Director General

of the Department of Disease Control and the Permanent Secretary of Public Health, are thus in

full compliance with the Thai national and the international legal framework (mechanism 2.1 above).

A more detailed explanation on the legal compliance with the Thai Law on Government Use

Licenses has been clarified by Sean Flynn from the American University, Washington College of

Law (Document No. 4). The details of the three announcements and the letters to the three patent
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holders as evidences of complying with the existing legal framework are shown in Document No.

5-10.

This compliance with all legal frameworks has also been confirmed by the 22 US Congressmen

in their letter to the Honorable Susan C. Schwarb (Document No. 11), the United States Trade

Representative. It is also confirmed in her letter responding to the 22 US Congressmen (Document

No. 12), stating that çWe have not suggested that Thailand has failed to comply with particular

national or international law.é She also stated that çwe have not sought to insert the US government

into any such discussioné (between the Thai authorities and the pharmaceutical industries). The

Director General of the World Health Organization, Dr. Margaret Chan, also confirmed in her letter

to the Thai Public Health Minister, that the announcement of the three Government Use of Patents,

are fully in line with the TRIPs agreement and there is no need for prior negotiation with the drug

companies (Document No. 13).

Under such legal frameworks, the announcement of Government Use of Patent is not limited

to only emergency or extreme urgency situations and is also not limit to only  drugs or ARVs.

Furthermore, Thailand is not the first country to apply compulsory licensing or the Government

Use of patent, developed countries including the USA, European countries, and other developing

countries have previously attempted and implemented compulsory licensing and Government Use

of Patents. Some recent examples of the use on drug patents and other patents are detailed in

Document No. 14 and No. 15.

In conclusion, the announcement of the Thai authorities on the Government Use of Patents

on three patented essential drugs is fully complied with the national and international legal

framework. It allows the government to better achieve its commitment to universal access to

medicines in the essential drug list and also is clear evidence of the governmentûs commitment

to put the right to life above the trade interest.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 2: Why did the Thai authority decide not to have prior negotiation

in a constructive manner with the drug companies and avoid unnecessary

conflict as well as achieve lower drug prices and more access to essential drugs?

Can we consider the Government Use of Patent as a kind of uninformed

expropriation of private property by the state, as mentioned by one of the senior

managers in the drug industry?

As mentioned in the response to issue No.1 that under all national and international legal

frameworks, there is no need for prior negotiation with the patent holders before announcing and

implementing the Government Use of Patent under category 2.1 above.

Nevertheless, even without the need for prior negotiation and discussion, the Ministry of Public

Health had tried through several means and mechanisms between 2004 to 2006, to discuss and

negotiate with the patent holders. In April 2005, a Working Group to negotiate for price reduction

on patented drugs was established (Document No. 16). This working group is chaired by the

Secretary General of the Thai Food and Drug Administration (FDA) with the representatives from

the relevant departments in the Ministry of Public Health and the Ministry of Commerce. The

working group received little cooperation from the patent holders to provide adequate information

for the negotiation. After one year, a short report of the working group concluded the failure of

their work to reduce the price of the patented drugs (Document No. 17). Furthermore, during 2004

to 2005, the Department of Disease Control, the biggest purchaser of ARVs in Thailand had several

meetings with the patent holders as well as some official communications to request for the

reduction of patented ARVs. They also reported the failure to achieve any significant price reduction.

Some companies responded officially as to why prices could not be reduced (Document No. 18).

Not until the rapid appreciation of the local Thai currency since early 2006 did a few patent holders

decide to reduce the price of their products in Thai currency. The maximum price reduction was

less than 20 per cent, not much higher than the level of currency appreciation.

Failure to negotiate for price reduction of monopolized drugs is not new in Thailand. In 1997,
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when the anti-fungal for opportunistic infection in AIDS patients, Fluconazole, was still monopolized,

the Department of Disease Control tried hard to negotiate to reduce the price from more than 250

Baht per tablet, but were unsuccessful. However, after the monopolistic condition ended and with

the emergence of several generic versions of Fluconazole, the price is now reduced by

approximately 50 times. This is an experience that has been recognized globally and it has been

concluded that çPrior negotiation with the patent holders is not an effective measure
and only delays the improvement of access to essential medicines. It is only after
the threat or the decision to use and implement Compulsory Licensing or
Government Use of Patent that the negotiation will be more successful and
effectiveé.

Those who advocate for prior negotiation should realize these facts. The attempt to push

for prior negotiation only delays improvement in access to patented essential medicines and puts

more lives in less healthy or even dangerous situations.

It should also be noted here that the drugs derived from the Government Use of Patent in

Thailand will be distributed only to those patients who are covered by the government. Those who

are well off and can afford to pay out of their own pocket including around 2 million foreign patients

still have to pay the high price of patented products. These well off people and the foreign patients

are actually the only current market of the patented products. The patented products have little

or no access at all, by the majority of  Thais whose medicine cost are paid by the government.

So they are not the effective market of the patented products. The Government Use of Patents

has opened this new market, among those who cannot afford them, for these drugs (Figure 1).

However, due to limited budget and the mandate to achieve universal access, the government

cannot afford to pay the price of the patented products. Opening of this new market for competition

among all generics as well as with the patented products will allow the government to provide

good quality essential drugs at an affordable price to all Thais, to fulfill the legal and political

commitment to universal access to essential medicine. With the Government Use of Patents, the

patent holder still has the right to produce, import and sell their products. They still preserve the



7

right to grant voluntary licensing to anybody. So their patent rights are still fully preserved. Thus

this cannot be considered as the expropriation of private asset. Furthermore, the Government Use

of patent as determined in section 51 and 52 of the Thai Patent Act are in the same act as section

36 which provides them the monopolistic right to produce, import, sell and distribute the patented

products. Thus the patent holders are all well aware of these flexibilities in the Thai law since the

time that they apply for the patent.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○

Figure 1 Diagram to demonstrate that the Government Use of Patent does not affect

much on the existing market size of patented products

% of Population at each income level

People paid by public budget with
no or limited access to patented
drugs - çNew market for drugs

from Government Useé
çPublic non-commercial useé

Out of
pocket

payment -
çExisting
market for
high price
patented
drugsé

çCommercial
useé

High
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Issue No. 3: Why has the Ministry of Public Health turned down request from

drug companies to discuss and negotiate, even after issuing the Government

Use of patent? Is there any better way than compulsory licensing to improve

access to medicines?

The policy of the Ministry of Public Health and also the government is to build constructive,

transparent and fair relationships with all private firms. Thus constructive discussion is always the

main strategy of the ministry. The door for open constructive discussion was available before and

after the announcement of the Government Use of Patent. The Ministry of Public Health has

never turned down a request from any drug company to hold constructive discussion based on

friendship terms. Even after the implementation of the Government Use of patent by importing

patented drugs, the door for further discussion and negotiation is always open.

However, we cannot wait for the results of the discussion and negotiation as we do not want

to delay the increase in access to these drugs for our people. Thus we started the process of

production and importation of these drugs in parallel to the discussion and negotiation. For example,

the GPO signed the contract with the Indian drug firm, Ranbaxy, to import 66,000 bottles of Efavirenz

on January 5th 2007, 5 weeks after the announcement of the Government Use of Patents. The

first batch of the drugs arrived in Thailand since the end of January 2007. This generic Efavirenz

has reduced the price by more than half, from around 1,400 Baht per bottle to 650 Baht per bottle.

This will allow the ministry to provide Efavirenz to an additional 20,000 AIDS patients with the same

cost. We are also in the process of actively importing two other patented drugs under Government

Use, while negotiation and discussion are in process.

Since November 29th 2006, at least two official discussions with Merck Sharp and Dohme

and Abbott Laboratories Limited have been carried out in addition to a few more informal

discussions. Some informal discussions have also been held with Sanofi-Aventis (Thailand) Ltd.

The discussions are all very friendly and constructive with both sides understanding the
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concerns of each other. The drug companies understand the mandate of the Ministry and the

National Health Security Office to achieve universal access to essential drugs and also understand

that their current market for patented drugs will not be disturbed. They are ready to come up with

better and more generous proposals to help the government to achieve the goal of universal access.

The Ministry and the National Health Security Office understand the concerns of the drug companies

in protecting their intellectual properties rights and profits to compensate for the huge expense

on the drug research and development and are ready to consider any generous proposal from the

companies. All agreed that this kind of constructive discussion should carry on. The Minister of

Public Health signed a ministerial order to establish a new Committee for negotiation of patented

drug prices, on February 16th 2007 (Document No. 19). This committee replaces the previous

working group with wider participations. This committee will be responsible for all forms of

negotiation, before and after announcing and implementing the Government Use of patents.

On February 6th 2007, Merck Sharp and Dohme has kindly proposed a very favourable new

price for Efavirenz at 72 cents per tablet of 600 mg, with six conditions (Document No. 20). This

is around 780 Baht per bottle, a price much closer to that of  generics, which is 650 Baht per bottle.

We are seriously considering this proposal. However, as the 66,000 bottles of Efavirenz from India

will last for the next three to four months, we will have some time to compare the prices and

conditions of the patented products with the generics before making the final decision.

The company also announced a global price reduction of Efavirenz (Document No. 21). This

is a very welcome movement from the company. This proves that the Government Use of Patents

in Thailand does not benefit only the Thai people, but also people around the world.

It should be reiterated that the report of the WHO commission on Public Health, Intellectual

Properties and Innovation clearly concluded that the access to essential health technologies depend

on ç3Dsé, i.e., discovery, development and delivery. There is a need to invest on research to

discover the etiologies and mechanisms of diseases and some potential technologies to deal with

them. Then further investment on developing these potential technologies into effective, safe and
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good quality essential technologies is needed. Finally adequate financing to produce, purchase and

distribute the technologies through adequate and effective health care delivery system is the last

essential component. The conventional intellectual property based incentives for investment in the

research and development of technologies has proved to be inadequate in response to the need

of the people to get access to affordable essential technologies. It creates big financial barrier to

the access. The compulsory licensing is just one mechanism to alleviate this problem and reduce

the financial barrier only in some instance. It is not effective for every drug or technology. (See

Issue No.4)

The world do need more innovative ways of providing incentives for research and development

of essential health technologies as well as production of lower price technologies, apart from the

intellectual properties based one. Several innovative incentives have been proposed, for example

the R&D treaty, the advance procurement mechanism, and the special tax to support drug research

and development.

 çWe shall require a substantially new manner of thinking if mankind is to
surviveé

Albert Einstein

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 4: What are the mechanisms and criteria used to determine which

drugs to issue Government Use of Patent and also the royalty fees? Will

there be additional Government Use for more drugs in the near future? Would

these movements eventually lead to the failure of the intellectual property

systems?

The Subcommittee to implement the Government Use of patent on drugs and medical

supplies established by the National Health Security Board on 17 April 2006 is a mechanism to

consider which drugs to issue Government Use of patent (Document No. 22). This subcommittee

is chaired by the Secretary General of the National Health Security Office, and involves all concerned

departments in the Ministry of Public Health and Ministry of Commerce as well as consumer groups,

communities of people living with diseases and medical specialists. The criteria to determine which

drugs to issue a Government Use of patent includes drugs and medical supplies that are:

- listed in the National Essential Drug List, or

- necessary to solve important public health problems, or

- necessary in emergency or extreme urgency, or

- necessary for the prevention and control of outbreaks/epidemic/pandemics, or

- necessary for life saving

The price of these drugs and medical supplies must be too high to be affordable by the

government to supply to the beneficiaries of the national health insurance schemes to achieve

the universal access policy.

The level of royalty fees payable to the patent holders have been set at between 0.5 to 2

per cent of the sale value. This is the common range used in most developing countries in the

case of public non-commercial use. For those drugs with high retail value, the royalty will be set

at the lowest level of 0.5 per cent. For those with low retail value, the royalty will be set at the

top level of 2 per cent. For the three drugs that Government Use has been announced, they are

all in high demand and the expected retail value is high. So the royalty fees have been set at 0.5

per cent. However, these royalty fees can be negotiated if drug companies are not satisfied with

the proposal from the Ministry of Public Health. If the negotiation fails, then the Director General
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of the Department of Intellectual Properties will determine the fees according to several criteria

as established in section 51 of the Thai Patent Act (Document No. 3).

The decision on whether to implement the Government Use on other patented essential drugs

depends on the work of the Subcommittee and the evidences that they produce according to the

above-mentioned criteria. The proposal from the Subcommittee of the National Health Security

Board will be submitted to the Ministry of Public Health for consideration to announce the

Government Use, on a case by case basis. This is because the National Health Security Office

is not a ministry, or a bureau or a department of the government; it is an independent public agency

established under the National Health Security Act. The Ministry of Public Health will consider

announcing the Government Use of patent only in the case of real necessity to achieve the universal

access to essential medicines. The proposals from the Subcommittee have to be supplemented

by clear evidence to support the decision by the Ministry. So if there is a real need and enough

evidences proposed by the Subcommittee in the future, the Ministry will consider implementing

the Government Use of patent on a case by case basis.

From the Thai experience, compulsory licensing or Govermment Use may be applied

successfully in only less than 15 percent of all patented drugs. The Thai figures showed that majority

of the non-patented drugs remains monopolized due mainly to the complexities of production. In

addition, around majority of the patented drugs do not justify applying Government Use. Some

of them do not meet the criteria, for examples drugs for Erectile Dysfunction Syndrome, drugs

for baldness, and drugs for acne. In addition, most of the new patented drugs are just çme-tooé

products and do not have any significant benefit over those existing low price non-patented drugs.

Besides, with Government Use, the patent holders still retain their rights and previous

monopolized market (as described in Issue No.2). So, there is no need to worry that the Government

Use and Compulsory Licensing will lead to the failure of the intellectual property systems.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 5: The Government Use of Patents will save the government some

funds but what are the benefits to the people?

The main objective of announcing and implementing the Government Use of patent is to

increase the access to essential medicines among the Thai people. The government does not save

any budget and in some cases has to spend more. For those ARVs which have limited coverage,

like Efavirenz and Lopinavir+Ritonavir, many more people will have access to the drugs with the

same budget level. In the case of Clopidogrel, the patients under the National Public Health Insurance

Plan had no or very little access before, and the government had to pay an additional amount to

allow access to the lower priced generic version of Clopidogrel. It should be reiterated that drugs

derived from the implementation of the three Government Use of patent will be distributed only

to those patients under any of the three public health insurance plans paid by the government.

The drugs can not be sold to the private sector or to those who are willing to pay out of pocket

for their drugs.

The benefits to the Thai people from the Government Use of patent on each drug are:

1. The case of Efavirenz patented by Merck Sharp and Dohme (Thailand)
Limited

Efavirenz is an effective first line ARVs. It is less toxic than Nevirapine which is used in the

locally produced Nevirapine based triple ARV formula, GPO-VIR®. Around 20 per cent of patients

using GPO-VIR® will develop adverse drug reactions, from mild to severe, which can be life

threatening. Patients in developed countries use Efavirenz based triple ARVs as their first line

treatment, including developing countries that purchase drugs through external aid budgets. In

Thailand, due to the high price of Efavirenz, all new cases of AIDs patients will have to be put on

the more toxic Nevirapine based triple ARVs as their first line treatment. Around 20 per cent of

them develop adverse reactions to the GPO-VIR®. Only when they develop severe adverse drug

reactions will they be switched to the Efavirenz based one, which is more than twice the price

of GPO-VIR®. With the Government Use of Patent, the Efavirenz price dropped from 1,400 Baht

per month to 650 Baht per month. This will allow 20,000 more new patients to be put on to this
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Efavirenz based triple ARVs and reduce the risks from the toxicity of the Nevirapine based triple

ARVs. If we allow competition to continue under the Government Use of Patent, it is expected

that the price may go down further. If the price goes down to 20 per cent of the original price,

then we will be able to support up to 100,000 patients with the same budget. This will allow all

new patients to be treated with Efavirenz based triple ARVs in the next 5 years. There will be no

need to subject the new AIDs patients with the more toxic Nevirapine based ARVs anymore.

2. The case of Lopinavir+Ritonavir patented by the Abbott Laboratories Limited
The Department of Disease Control has done a study on drug resistance among patients

taking the first line ARVs. They found that around 10 per cent will develop drug resistance and

will require second line ARVs, in the first few years.  This depends mainly on the compliance of

the patient and the virus itself. There are now around 500,000 people living with HIV/AIDs in

Thailand. In the near future, at least 50,000 of them will require second line ARVs. One of the good

second line drugs is the combination between Lopinavir and Ritonavir, patented by Abbott

Laboratories Limited, under the trade name of Kaletra®. The monthly price for the patented product

is around 6,000 Baht in 2007. This means 72,000 Baht per patient per year. The budget required

for 50,000 patients will amount to 3,600 million Baht. This is more than 100 per cent of the budget

for ARVs in 2007. There is still the need to pay for the more than 100,000 patients on first line

ARVs.  If they do not receive second line ARVs, they will soon develop opportunistic infections

and die. These are deaths occurring in the midst of the availability of the appropriate treatment.

The high price of the second line ARVs are the major factors that hinders the attempt to save their

lives. At the moment, we are able to support less than 2,000 cases of drug resistant patients. With

the Government Use of Patent, we expect the drug price to go down at least to around 20 per

cent of the current price, which will allow us to save an additional 8,000 lives. With more competition

and increased budget, we will be able to save more lives in the near future.

3. The case of Clopidogrel patented by Sanofi-Aventis Limited
This is an anti-platelet drug which is at least as effective as or more effective than Aspirin

in preventing coronary obstruction. It is commonly used in patients with coronary heart diseases
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which are estimated to be around 300,000 patients in Thailand. It is almost the only drug that can

be used in the case of applying coronary artery stent. However, due to the very high price of 73

Baht per day, only around 30,000 patients can afford it, based mainly on out of pocket payment.

So, the rest of the poor people who cannot afford to pay have to live with only Acetyl Salicylic

Acid. The Permanent Secretary announcement of the Government Use of its patent will reduce

the price at least 10 times to less than 7 Baht and allow patients under the universal health insurance

scheme to also have access to the drugs. In this case the government and especially the contracted

hospitals have to pay additional budget to support access to these generics. However, the lower

price generics make it affordable by the government.

From the three examples above, it is clear that the Thai governmentûs  goal in implementing

the Government Use of patent is to increase the access to the patented essential drugs, rather

than to save budget. In the case of Clopidogrel, it is clear that more funds will be needed, but

is within affordable limit.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 6: What will the implications on the Thai export and economy and

multinational industries be in Thailand?

The first thing to consider in addressing this question is that Thailand is implementing the

Government Use of patent in compliance with national and international legal frameworks, based

on solid evidences of the need to allow the Thai citizens to have more access to patented essential

drugs.  Furthermore, we are happy to negotiate and discuss with all the patent holders in a

constructive manner for the benefits of all stakeholders. Thus there should not be inappropriate

reactions and trade retaliation from our trade partners.

The Ministry of Public Health is fully aware that at least two-thirds of our economy depends

on exporting of our goods and services. Furthermore, 15 to 18 per cent of our exports go to the

USA, the country of origin of two of the patent holders that we have implemented the Government

Use. If the US government applies retaliation measures on our exports which results in 10 per

cent reduction of exports to the US market, it will mean a one to 1.2 per cent loss of economy

and several hundred thousands job losses. So this is a very sensitive issue. Unless there is very

important need for the people supported by solid evidences, we will not make these decisions.

So the decision on the Government Use of Patent for the three drugs has been made very carefully

based on solid legal and social grounds.

It should be noted that a few daily newspapers in Thailand had reported in mid February that

the Trade Counselor of the US Embassy in Thailand has informed the senior official of the Thai

Ministry of Commerce that the US will not use this case in their consideration of the status of

Thailand in their list of countries trade relation. This is good news and it provides evidence of the

US fair trade policy. However, there has been no official confirmation on both sides, so far.

Nevertheless, if there is unfair trade retaliation against Thai products/services which is not in

compliance with the WTO trade rules, we will have the right to bring the case to the Dispute

Settlement Body of the WTO.
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Furthermore, it should be reiterated that the Government Use of Patent does not touch on

the out of pocket payment market, the current market of the patented drugs. The Government

Use only opens new market for those who never have access to these drugs before. The patent

holders have the full right to reduce their price to compete with the generics in this new market.

So after the Government Use of Patent, there will be two drug markets in Thailand. One for those

well off people and the two million foreign patients who pay out of pocket for the high price

monopolized patented drugs. This market covers around 15-20 per cent of the population. The other

is for those who are paid by the government for the lower priced competitive drugs. This is the

majority of the Thai people who use their rights under the universal health insurance schemes.

In addition, the size of the Thai drug market is less than 0.5 per cent of the global drug market.

It is even less for the market of patented drugs. So there should not be significant effect on the

market and return of the research based drug companies.

On the contrary, the Government Use will allow the local pharmaceutical manufacturers,

especially the Government Pharmaceutical Organization, to develop their capacities and products.

In case that the discussion and negotiation leads to the agreement on voluntary licensing, there

will also be technology transfer to further strengthen the local manufacturing capacity in Thailand.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 7 :  Has the Ministry of Public Health consulted with other ministries

and why not bring it to the decision of the Cabinet?

The Ministry of Public Health has long built up close and constructive relationship with all

concern ministries, not only on this issue but also on other health development issues.

Representatives from the Ministry of Commerce are involved in the work of the Ad Hoc Working

Group to negotiate the price of the patented drugs and the work of the Subcommittee to implement

the Government Use of patented drugs. Furthermore, before announcing the Government Use

of patent, the Ministry of Public Health held another consultative meeting to have a final analysis

of the legal aspect of the announcement. The representative of the Ministry of Commerce, the

Office of the Council of State, the Lawyer Council, and other concerned parties were invited and

actively participated.

In the subsequent negotiation with the drug companies, we also invited the representative

from the Ministry of Foreign Affairs. The new Committee to negotiate the patented drug price,

chaired by the Secretary General of the Thai FDA also consists of representatives from all concerned

departments as well as consumer groups and specialists.

Lastly, the Ministry of Public Health also played active role in working closely with the

Department of Trade Negotiation, Department of Intellectual Properties of the Ministry of Commerce

and the Department of International Economic Affairs and Department of America and South Pacific

Affairs of the Ministry of Foreign Affairs in preparing common guidelines for explaining the situation

on Government Use of Patent in Thailand.

It should be reiterated here that according to section 51 of the Thai Patent Act, it is the authority

of any ministry, bureau or department of the government, to issue the Government Use of patent.

There is no need to get prior approval from the Ministry of Commerce and the Cabinet. This is

different from section 52, which applies in the situation of war and extreme emergency; the Prime

Minister with the approval of the cabinet, can issue order for the Government Use of patent.
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Finally, with so many unclear questions related to the implementation of the Government

Use of patent, the Public Health Minister submitted an explanatory note to the Prime Minister as

well as a copy to the Minister of Commerce, the Minister of Foreign Affairs and the Minister of

Science and Technology.

An 80 page white paper to explain and provide evidence related to the Government Use of

patent was also published and distributed on February 16th 2007. It is also available on the website

at www.moph.go.th and www.nhso.go.th. Finally, this English version of the white paper was

prepared and published on March 6th  2007. It is also available on the two websites.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 8: Will the issuing of Government Use result in a step backward

for development of Drug Research and Development in Thailand?

Most research based drug companies invest only in some clinical and market research in

Thailand. The purpose is mainly to obtain appropriate information for marketing of their products.

The Thai drug market, although still very small, is growing and bigger than most ASEAN countries.

So it is the interest of the research based drug companies to continue their businesses here. Thus

they still have to invest in the clinical and marketing researches as mentioned above.

Thailand is developing its capacity and standard to support drug research and development,

including the Good Laboratory Practice, the Good Clinical Practice, and the Good Manufacturing

Practice. These capacities together with good research facilities and an adequate mix of good

compliance patients will attract more researches from the drug industries. In the future if these

capacities are up to international standards and cost-effective, they will automatically attract drug

industries to invest in research in Thailand. If our quality is not up to the standard and too costly,

drug industries will definitely carry out their research somewhere else. This has nothing to do with

the Government Use of Patent or the level of protection of Intellectual Property Rights at all.

At the moment, most basic biomedical research is supported by the public budget, both

nationally and from international organizations. The pharmaceutical industry puts very little effort

to support this kind of research in Thailand, and there is no clear evidence of increasing efforts.

In the early 1990s when we were pressured to strengthen our patent act and to include

product patents, we were also told that if we agreed to do so, there would be more investment

in drug research and also technology transfer from the industries. We did revise our patent act

to comply with the TRIPs since 1992, eight years before the 2000 WTO deadline. However, there

has been no significant increase in drug research and development from the industries. For

technology transfer, we only witnessed the transfer of their drug factories from Thailand to countries

with lower wages and cost. The number of drug factories in Thailand declined from 188 in 1992

to 166 in 2006.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 9: What are the views of the World Health Organization and other

international organizations on this movement in Thailand? Dose the Thai

public support this decision?

The Director General of WHO, Dr. Margaret Chan, sent a letter, dated 7 February 2007

(Document No. 13), to the Public Health Minister of Thailand confirming that WHO unequivocally

supports the use of TRIPsû flexibilities, includiug compulsory licensing. She also confirmed that

Thailandûs actions fully complied with TRIPs and there was no need for prior negotiation with the

drug companies. She also supports the constructive discussion with the companies, which is the same

view as Thailand, as described in Issue No. 3.

In addition, the letter from the 22 US Congressmen to the US Trade Representative and the

reply from the US Trade Representative also confirm the legal and social ground as that of the

WHO DG.

Furthermore, there has been overwhelming support from various international organizations,

for example UNAIDS (Document No. 23), Medecins Sans Frontieres (MSF-Document No. 24), the

Third World Network (Document No. 25), the Consumer Project on Technology (Document No.

26), and the Clinton Foundation (Document No. 27).

This decision of the Ministry of Public Health has contributed to its being voted as the top

appreciated ministry of the new government, according to public poll from the National Statistical

Office in February 2007. This is the best evidence of the support from the Thai public in addition

to many supportive articles and editorials in the popular local newspapers.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Issue No. 10: How can we be sure that the drugs derived from the Government

Use of Patents will be equivalent in quality to the patented products?

At least five mechanisms can ensure the equivalence of the drugs to those patented products:

1. For those drugs that WHO has a system for prequalification, especially ARVs, the anti-

TB and the anti-malarial drugs, only WHO pre-qualified products will be imported under the

Government Use of Patent system.

2. For all drugs, the quality of the product has to be approved by the Department of Medical

Science, the Ministry of Public Health.

3. All drugs have to be registered by the Thai FDA and a bioequivalence study is needed in

the registration process.

4. Before distribution to the public, the Government Pharmaceutical Organization, the

designated body to implement the Government Use of patent, will have to carry out quality

assurance of the products.

5. The Thai FDA, the Disease Control Department and the National Health Security Office

will jointly carry out post-marketing surveillance of these drugs to ensure the quality.

○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○ ○
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Document No. 1

AGREEMENT ON TRADE-RELATED ASPECTS OF

INTELLECTUAL PROPERTY RIGHTS

Article 31
Other Use Without Authorization of the Right Holder

Where the law of a Member allows for other use of the subject matter of a patent without

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

by the government, the following provisions shall be respected:

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

(b) Such use may only be permitted if, prior to such use, the proposed user has made efforts

to obtain authorization from the right holder on reasonable commercial terms and conditions and

that such efforts have not been successful within a reasonable period of time. This requirement

may be waived by a Member in the case of a national emergency or other circumstances of extreme

urgency or in cases of public non-commercial use. In situations of national emergency or other

circumstances of extreme urgency, the right holder shall, nevertheless, be notified as soon as

reasonably practicable. In the case of public non-commercial use, where the government or

contractor, without making a patent search, knows or has demonstrable grounds to know that a

valid patent is or will be used by or for the government, the right holder shall be informed promptly;
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Document No. 2

WORLD TRADE

ORGANIZATION

MINISTERIAL CONFERENCE
Fourth Session
Doha, 9-14 November 2001

DECLARATION ON THE TRIPS AGREEMENT AND PUBLIC HEALTH
1. We recognize the gravity of the public health problems afflicting many developing and least-

developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other

epidemics.

2. We stress the need for the WTO Agreement on Trade-Related Aspects of Intellectual

Property Rights (TRIPS Agreement) to be part of the wider national and international action to

address these problems.

3. We recognize that intellectual property protection is important for the development of new

medicines. We also recognize the concerns about its effects on prices.

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

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

5. Accordingly and in the light of paragraph 4 above, while maintaining our commitments in

the TRIPS Agreement, we recognize that these flexibilities include:

WT/MIN(01)/DEC/W/2
14 November 2001
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(a) In applying the customary rules of interpretation of public international law, each

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

Agreement as expressed, in particular, in its objectives and principles.

(b) Each Member has the right to grant compulsory licences and the freedom to determine

the grounds upon which such licences are granted.

(c) Each Member has the right to determine what constitutes a national emergency or

other circumstances of extreme urgency, it being understood that public health crises, including

those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national

emergency or other circumstances of extreme urgency.

(d) The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion

of intellectual property rights is to leave each Member free to establish its own regime for such

exhaustion without challenge, subject to the MFN and national treatment provisions of Articles

3 and 4.

6. We recognize that WTO Members with insufficient or no manufacturing capacities in the

pharmaceutical sector could face difficulties in making effective use of compulsory licensing under

the TRIPS Agreement. We instruct the Council for TRIPS to find an expeditious solution to this

problem and to report to the General Council before the end of 2002.

7. We reaffirm the commitment of developed-country Members to provide incentives to their

enterprises and institutions to promote and encourage technology transfer to least-developed

country Members pursuant to Article 66.2. We also agree that the least-developed country Members

will not be obliged, with respect to pharmaceutical products, to implement or apply Sections 5

and 7 of Part II of the TRIPS Agreement or to enforce rights provided for under these Sections

until 1 January 2016, without prejudice to the right of least-developed country Members to seek

other extensions of the transition periods as provided for in Article 66.1 of the TRIPS Agreement.

We instruct the Council for TRIPS to take the necessary action to give effect to this pursuant to

Article 66.1 of the TRIPS Agreement.
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GOVERNMENT USE OF PATENT ACCORDING TO

THE THAI PATENT ACT B.E.  2522 (A.D 1979) AS AMENDED

BY THE PATENT ACT (NO.3) B.E. 2542 (A.D. 1999)

PART V
LICENSES OF RIGHT COMPULSORY LICENSES AND GOVERNMENT USE

Section 45   Any patentee may, in accordance with the rules and procedures as prescribed

in the Ministerial Regulations, apply to the Director-General for an entry to be made in the register

to the effect that any other person may obtain a license.

At any time after an entry has been made, the Director-General shall grant a license under

the patent to any person who applies for such a license on such conditions, restrictions and royalty

terms as agreed upon by the patentee and the applicant. If the patentee and the applicant cannot

agree within the period as prescribed by the Director-General, the Director-General shall grant a

license on such conditions, restrictions and royalty terms as he deems appropriate.

Any of the parties may appeal the decision of the Director-General made under the preceding

paragraph to the Board within thirty days from the receipt of the decision. The decision of the Board

shall be final.

The application for and grant of a license under the second paragraph shall comply with the

rules and procedures as described by the Ministerial Regulations.

Where an entry is made pursuant to the first paragraph, the annual fees in respect of the

patent after the date of the entry shall be reduced as prescribed by a Ministerial Regulations, by

at least one half of the annual fees which would be payable if the entry had not been made.

Section 46(1)   At any time after the expiration of three years from the grant of a patent

or four years from the date of application, whichever is later, any person may apply to the Director-

General for a license if it appears, at the time when such application is filed, that the patentee

unjustifiably fails to exercise his legitimate rights as follows:

(1) as revised by the Patent Act (No.3) B.E. 2542

Document No. 3
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(1) that the patented product has not been produced or the patented process has not been

applied in the country, without any legitimate reason; or

(2) that no product produced under the patent is sold in any domestic market, or that such

a product is sold but at unreasonably high prices or does not meet the public demand, without

any legitimate reason.

Whether it is an application under (1) or (2), the applicant for a license must show that
he has made an effort to obtain a license from the patentee having proposed
conditions and remuneration reasonably sufficient under the circumstances but
unable to reach an agreement within a reasonable period.

The application for a license shall comply with the rules and procedures prescribed in the

Ministerial Regulations.

Section 47(1)   If the working of any claim in a patent is likely to constitute an infringement

of a claim in a patent of any other person, the patentee, desiring to exploit his own patent, may

apply to the Director-General for a license under the patent of the other person under the following

criteria:

(1) the invention of the applicant involves an important technical advance of considerable

economic significance in relation to the invention for which the license is applied;

(2) the patentee shall be entitled to a cross-license on reasonable terms;

(3) the applicant shall not assign his right in the license to other persons except with the

assignment of his patent.

The applicant for a license must show that he has made an effort to obtain a license from

the patentee having proposed conditions and remuneration reasonably sufficient under the

circumstances but unable to reach an agreement within a reasonable period.

The application for a license shall comply with the rules and procedures prescribed by the

Ministerial Regulations.

Section 47 bis(2) If the working of any claim in the patent having obtained a license under

(1) as revised by the Patent Act (No.3) B.E. 2542
(2) as revised by the Patent Act (No.3) B.E. 2542
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Section 46 is likely to constitute an infringement of a claim in a patent of any other person, the

applicant for a license under Section 46 may apply to the Director-General for a license under the

patent of the other person under the following criteria:

(1) the invention of the applicant involves an important technical advance of considerable

economic significance in relation to the invention for which the license is applied;

(2) the applicant shall not assign his right in the license to other persons.

The applicant for a license must show that he has made an effort to obtain a license from

the patentee having purposed conditions and remuneration reasonably sufficient under the

circumstances but unable to reach an agreement within a reasonable period.

The application for a license shall comply with the rules and procedure prescribed by the

Ministerial Regulations.

Section 48(1)   Where a compulsory license is granted under Section 46, 47 or 47 bis , the

patentee shall be entitled to remuneration.

The licensee under Section 38 shall be entitled to remuneration where a compulsory license

is granted under 46, 47 or 47 bis, provided that he has the exclusive right to grant licenses to other

persons. In such circumstances, the patentee shall not be entitled to such remuneration.

Section 49(2)   In an application for a license made under Section 46, 47 or 47 bis, the

applicant shall set forth the amount of remuneration, the conditions for the exploitation of the patent

and the restrictions on the rights of the patentee and the exclusive licensee under paragraph 2

of Section 48, and a request for a license. In the application for a license under Section 47, the

applicant shall also offer a license under his patent to the other party.

Where an application for a license is filed pursuant to Section 46, 47 or 47 bis, the competent

officer shall notify the applicant the patentee and the exclusive licensee under paragraph 2 of Section

48 of the date on which the application shall be considered. The patentee and the exclusive licensee

shall be furnished with a copy of the application.

In the consideration of an application for a license under the preceding paragraph, the

(1) as revised by the Patent Act (No.3) B.E. 2542
(2) as revised by the Patent Act (No.3) B.E. 2542
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competent officer may require the applicant, the patentee or the exclusive licensee under paragraph

2 of Section 48 to appear before him to give any statement, or to hand over to him any document

or any other item. When the application has been considered by the competent officer and the

Director-General has made his decision, the applicant, the patentee and the exclusive licensee shall

be notified of the decision.

The decision of the Director-General made under the preceding paragraph is appealable to

the Board within sixty days of receipt of the notice.

Section 50(1)   Where it is decided by the Director-General that a license shall be granted

to the applicant under Section 46, 46 bis or 47, the Director-General shall set forth the royalty and

the conditions for the exploitation of the patent and the restrictions on the rights of the patentee

and the exclusive licensee under Section 48 paragraph 2 as agreed upon by the patentee and the

applicant. If no agreement has been reached by the parties within the period prescribed by the

Director-General, the Director-General shall fix the royalty and prescribed the conditions and

restriction as he deems appropriate subject to the following requirements:

(1) the scope and duration of the license shall not be more than necessary under the

circumstances;

(2) the patentee shall be entitled to further license others;

(3) the license shall not be entitled to assign the license to others, except with that part

of the enterprise or goodwill particularly of the part under the license;

(4) the licensing shall be aimed predominantly for the supply of the domestic market;

(5) the remuneration fixed shall be adequate for the circumstances of the case.

The decision of the Director-General made under the first paragraph of the Section is

appealable to the Board within sixty days from the date on which such decision is received.

The issuance of a licensing certificate shall comply with the form, rules and procedures

prescribed in the Ministerial Regulations.

Section 50 bis(1) A license issued under Section 46 may be terminated if and when the

(1) as revised by the Patent Act (No.3) B.E. 2542
(1) as revised by the Patent Act (No.3) B.E. 2542
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circumstances which led to it cease to exist and are unlikely to recur provided that the termination

does not affect the rights or interests of the licensee under the license.

The application for termination of a license under the first paragraph shall be in accordance

with the forms, rules and procedures prescribed in the Ministerial Regulations, the provisions of

Section 49 paragraphs two and three and Section 50 applying mutatis mutandis.

Section 51(2)   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, 46 bis and 47.

In the circumstances under the above paragraph, the ministry or bureau or department shall

submit its offer setting forth the amount of remuneration and conditions for the exploitation to

the Director-General. The royalty rate shall be as agreed upon by the ministry or bureau or

department and the patentee or his licensee, and the provisions of Section 50 shall apply mutatis

mutandis.

Section 52(3)   During a state of war or emergency, the Prime Minister, with the approval

of the Cabinet, shall have the power to issue an order to exercise any right under any patent

necessary for the defense and security of the country by paying a fair remuneration to the patentee

and shall notify the patentee in writing without delay.

The patentee may appeal the order or the amount of remuneration to the court within sixty

days from the receipt of the order.

(2) as revised by the Patent Act (No.3) B.E. 2542
(3) as revised by the Patent Act (No.3) B.E. 2542
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Document No.  4

Thai Law on Government Use Licenses

Sean Flynn
Associate Director, Program on Information Justice and Intellectual Property

American University, Washington College of Law
December 18, 2006

This note provides a brief explanation of Thailandûs authority to issue a government-use

compulsory license for Efavirenz under its own law.  Section 51 of the Thai Patent Act makes clear

that the Thailand Department of Disease Control is well within its rights in granting a license for

the public purchase and use of generic efavirenz without further negotiation with the patent holder.

The patent holder is given a right to appeal the terms of the license, including its royalty rate.  The

Department may, however, use the license to begin purchase of generic versions of patented

medicines immediately, regardless of whether any dispute may exist or arise as to the

reasonableness of the royalty or other terms established in the license.

Thailandûs Compulsory License

On November 29, 2006, a public notice issued by the Director General of the Department

of Disease Control announced that it was authorizing the public use of patents on efavirenz to serve
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its national treatment plan.  The notice invokes Article 51 of the Thai Patent Act as the legal basis

for the compulsory license.1  It explains:

By the virtue of provisions of Article 51 of the Thai Patent Act B.E. 2522 (as amended

by the Thai Patent Act no.2 B.E. 2535 and no.3 B.E. 2542), the Department of Disease

Control, Ministry of Public Health, thus use the patent right of a medicine called

Stocrin(r) (or efavirenz as a generic name) and endorse  the Government

Pharmaceutical Organization of Thailand to exercise  the rights contain within Para

1 of Article 36 of the Thai Patent Act B.E. 2522 (as amended by the Thai Patent Act

no.2 B.E. 2535 and no.3 B.E. 2542) under these conditions:-

(1) The use of the above patent rights are effective from today to the 31st December

2011.

(2) The use of the above patent rights will be limited to the provision of Efavirenz

to not more than 200,000 patients per year, for those covered under the National

Health Security System Act B.E. 2545, Social Security Act B.E. 2533, and the

Civil Servants and government employees medical benefits scheme..

(3) A royalty fee of  0.5 percent of the Government Pharmaceutical Organization’s

total sale value of the imported or locally produced Efavirenz will be paid to the

patent holder.

The Department of Disease Control, Ministry of Public Health will notify the patent

owner and the Department of Intellectual Property, Ministry of Commerce

immediately.

1 The full notice is available at http://www.cptech.org/ip/health/c/thailand/thaicl4efavirenz.html
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Section 51 of the Thai Patent Act

Section 51 of Thailandûs Patent Act defines the right of çany ministry, bureau or department

of the Government,é çby themselves or through others,é to exercise the rights in any patent çfor

public consumption.é  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 47bis. In the circumstances

under the above paragraph, the ministry or bureau or department shall submit its offer

setting forth the amount of remuneration and conditions for the exploitation to the

Director-General. The royalty rate shall be as agreed upon by the ministry or bureau

or department and the patentee or his licensee, and the provisions of Section 50 shall

apply mutatis mutandis.

Grounds

Section 51 broadly authorizes the government use of patents to çcarry out any service for

public consumptioné or to meet a list of specific public needs, including çto prevent or relieve a

severe shortage of . . . drugs or other consumption items.é  The public notice contains adequate

statements invoking both of these authorized grounds.

The notice explains clearly that the license is being used to help carry out a service for public

consumption.  Specifically, the notice explains that the license will be used only çfor public health
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services,é and therefore is çclearly aimed for non-commercial purposes and for public interests.é

This alone is sufficient grounds to permit the license.  There is no obligation in Thai law
(or U.S. law or the WTO TRIPS agreement) that the public use of patented
technology be limited to emergency situations of extreme public need.  The fact
that the license will be used to support a public program is sufficient grounds to
justify the license.

The public notice also demonstrates that a second independent ground for
the license is met: namely çto prevent or relieve a severe shortage of . . . drugs
or other consumption items.é  The notice explains that the license is needed to respond to
a shortage of Efavirenz in public treatment programs for people with AIDS:

More than 1 million Thais have been infected with HIV, among this, more than 500,000

people are still alive.  These infected individuals will eventually need long-term uses

of antiretroviral drugs to maintain their productive lives..  However, budget for health

services in the national health security system allocated for HIV /AIDS patients in the

fiscal year 2006 (B.E. 2549) is only 2,796.2 million baht for the target group of 82,000

patients.

. . . The Thai Government has launched a policy of universal access to anti-retrovirals

since 1st October 2003, and has a budget specifically allocated for them. However,

it is still difficult to get accessed to some effective and safer anti-retrovirals.  The high

price of these patented anti-retrovirals have hindered their accessibility under the

universal access policy.

Efavirenz is a highly effective and safe anti-retroviral.   It is also placed in the Thailand’

s National List of Anti-retrovirals.  However, the price of the patented Efavirenz is

twice of those generics produced by WHO certified GMP factories in India.  With

this higher price, the budget allocated from the Thai Government can only cover some
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patients with Efavirenz, whereas the rest has to use other non patented more toxic

anti-retrovirals

Although the license for efavirenz appears limited to use in the public health system, it is

notable that Section 51 does not restrict the use of licenses issued under it so narrowly where

the purpose is to address ça severe shortage of . . . drugs or other consumption items.é  This

ground is independent from the ground that the license is intended to be used çto carry out any

service for public consumption.é  Section 51 could, therefore, be used to authorize a compulsory

license for use in the private sector if the purpose is to address a shortage of needed medicines.

Licensing Authority

Under the Thai Patent Act, the Director General of the Department of Commerce is authorized

to grant most types of compulsory licenses.  A public use license under Section 51,
however, may be issued by çany ministry, bureau or department of the
Government,é çby themselves or through others.é Thus, it is clear that the
Department of Disease Control was within its authority to issue a public use license.

Notice

Section 51 does not require prior negotiation with the patent holder.  It rather
requires that the licensing authority çshall notify the patentee in writing without
delay, notwithstanding the provisions of Section 46, 47 and 47bis.é

The exemption from the requirements of Section 46, 47 and 47 bis make clear
that the government is not required to (1) wait until çthe expiration of three years
from the grant of a patent or four years from the date of application,é Section 46,
or (2) have çmade an effort to obtain a license from the patentee having proposed
conditions and remuneration reasonably sufficient under the circumstances,é
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Section 46 (failure to work); Section 47/47 bis (patent necessary for subsequent
invention).

Royalty

Section 51 states that the ministry issuing the patent çshall submit its offer setting forth the

amount of remuneration and conditions for the exploitation to the Director-General.é  The royalty

rate and terms shall either be (1) ças agreed upon by the ministry or bureau or department and

the patentee or his licensee,é or (2) set in terms of Section 50, which çshall apply mutatis mutandisé

(i.e. with necessary changes).

The reference to Section 50 makes clear that the authorizing ministry has the right to set

a royalty absent agreement with the patent holder, subject to appeal.  Section 50 discusses the

right of the çDirector Generalé to set a royalty rate.  But this provision applies when the Director

General (of the department of commerce) is the requesting authority.  When another ministry is

requesting the license under the terms of Section 51, then the command to apply section 51

çmutates mutandisé indicates that the references to the Director General should be read as applying

to the authorizing ministry or department, in this case the Department of Disease Control.  Thus,

the applicable language in section 50, with necessary changes made, states:

If no agreement has been reached by the parties within the period prescribed by the

[Department of Disease Control], the [Department] shall fix the royalty and prescribe

the conditions and restriction as he deems appropriate subject to the following

requirements: (1) the scope and duration of the license shall not be more than

necessary under the circumstances; (2) the patentee shall be entitled to further license

others; (3) the licensee shall not be entitled to assign the license to others, except

with that part of the enterprise or goodwill particularly of the part under the license;

(4) the licensing shall be aimed predominantly for the supply of the domestic market;
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(5) the remuneration fixed shall be adequate for the circumstances of the case.

The Department of Disease Control fixed a royalty and prescribed conditions of the license

in its public notice and states the intent to çnotify the patent owner and the Department of

Intellectual Property, Ministry of Commerce immediately.é  Negotiation over the terms and
royalty of the license may follow this notice.

APPEAL OF TERMS

Should the patent holder and the government not reach agreement on the terms and royalty

of the license, the patent holder may file an appeal of such terms without affecting the right of

the Department to begin using the license immediately (i.e. through the purchase of generic

medications for its treatment program).

Section 50 states in relevant part:

The decision of the [Department] made under the first paragraph of the Section is

appealable to the Board within sixty days from the date on which such decision is

received.

The decision made çunder the first paragraph of the sectioné deals with the setting of the

terms of the license, including the applicable royalty.  It is not the ultimate decision to grant a license,

which appears unreviewable under Thai law.  Thus, as under U.S. law, the patent holder
has no right to appeal the grounds for the decision to grant a government use
license but rather is limited to contesting the compensation due for the
expropriation.  This also suggests that, as under U.S. law, a patent holder may not
receive an injunction prohibiting the government from using the patented invention
pending the outcome of an appeal of the royalty rate.
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Certified Translation

Notification of the Department of Disease Control, Ministry of Public Health
Re: Exercising of Right under Drugs and Pharmaceuticals Products Patent

By virtue of section 51 of the Patent Act, B.E. 2522 (1979) as amended by the Patent Act

(No. 2), B.E. 2535 (1992) and the Patent Act (No. 3), B.E. 2542 (1999), the Ministry, Sub-Ministry

and Department are empowered to exercise the right under any patent without prior authorization

of the patent holder.  The objective of this provision is explicitly expressed that all service providers

with non-commercial purpose, particularly the service providers of the State which provide such

public service as public health, may lawfully exercise such right.

It is generally accepted that HIV (AIDS) epidemic is one of the most grievous public health

problems. Approximately, more than one million Thai people have been afflicted with the HIV. More

than five hundred thousand of this number are still alive and eventually need long term uses of

HIV antiretroviral drug to maintain their productive lives.  The budget allocated for health services

of the people who have been infected with HIV as well as AIDS patients under the national health

security system for the fiscal year B.E. 2549 (2006) is limited to 2,796.2 million Baht for the target

group of 82,000 patients.

Even now there are many effective HIV antiretroviral drugs which are capable of extending

life span of HIV infected persons and the Royal Thai Government has launched, since 1st October

B.E. 2546 (2003), a policy to promote access to HIV antiretroviral drugs for all HIV infected persons

and has also allocated budget for this purpose, but an accessibility to some kinds of HIV antiretroviral

drugs which are effective and having low level of side-effect still be difficult in spite of an inevitable

necessity for the HIV infected persons.  This due to the fact that all those HIV antiretroviral drugs

are under patent protection in accordance with the law on patent which enable the patent holders

to dominate market without competition.  The prices of those HIV antiretroviral drugs are, as a

Document No.  5
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result, very high and a hindrance for the State to acquire the drugs for distribution to all HIV infected

persons.

Efavirenz has already been proved so far to be one of highly effective and safe HIV antiretroviral

drugs with very low side-effect.  It has also been placed in the National System for Secured

Accessibility to HIV Antiretroviral Drugs.  This HIV antiretroviral drug, however, is subjected to patent

protection which deters the Government Pharmaceutical Organization or other manufacturers from

manufacturing and importing this specific drug for sale in the market.  The price of Efavirenz in

Thailand is twice the price of the same drug which is generic drug in India.  Budget allocated by

the government is therefore sufficient to provide only some patients with Efavirenz, while the rest

has to use non-patent drugs with higher level of side-effect than Efavirenz because of their lower

prices.

According to the Doha Declaration on the TRIPS Agreement and Public Health, each member

country has the right to protect public health, in particular, to promote access to medicines for all

in case of emergency and for public benefit, especially accessibility to those relating to HIV/AIDS,

tuberculosis, malaria, and other epidemics.  In this regard, the Thai law on patent empowers the

Ministry, Sub-Ministry and Department to exercise the right under any patent without prior

authorization of the patent holders so as to provide public service as mentioned above.

Therefore, the Department of Disease Control, the Ministry of Public Health, hereby notifies,

by virtue of section 51 of the Patent Act, B.E. 2522 (1979) as amended by the Patent Act (No.

2), B.E. 2535 (1992) and the Patent Act (No. 3), B.E. 2542 (1999), that it is now exercising the

right under drug patent of the drug under trade name çStocrin®é (generic name: Efavirenz).  In

this regard, the Department of Disease Control entrusts the Government Pharmaceutical

Organization to exercise the right in its name in accordance with section 36 paragraph one of the

Patent Act, B.E. 2522 (1979) as amended by the Patent Act (No. 2), B.E. 2535 (1992) and the Patent

Act (No. 3), B.E. 2542 (1999) subject to the following conditions:

1) the right shall be exercised from now on through 31st December B.E. 2554 (2011);
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(2) the exercise of the right is limited to annually provision of drug having the aforesaid generic

name to not exceeding 200,000 patients who are entitled persons under the National Health Security

System Act, B.E. 2545 (2002), insured persons under the Social Security Act, B.E. 2533 (1990)

and persons entitled to medical benefits for civil servants and government employees scheme;

(3) a royalty fee of 0.5 per cent of the total sale value of drug having the aforesaid generic

name by the Government Pharmaceutical Organization shall be paid to the patent holder.

The Department of Disease Control, Ministry of Public Health, shall notify the patent holder

and the Department of Intellectual Property for information without delay.

It is hereby announced.

Given on the 29th Day of November B.E. 2549 (2006).

(singed)     Thawat Suntrajarn

(Mr. Thawat Suntrajarn)

Director-General

Department of Disease Control
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Document No.  6

Unofficial Translation

Notification of the Department of Disease Control, Ministry of Public Health
Re: Exercising of Right under Drugs and Pharmaceuticals Products Patent

For Combined Formulation of Lopinavir and Ritonavir

By virtue of section 51 of the Patent Act, B.E. 2522 (1979) as amended by the Patent Act

(No. 2), B.E. 2535 (1992) and the Patent Act (No. 3), B.E. 2542 (1999), the Ministry, Sub-Ministry

and Department are empowered to exercise the right under any patent without prior authorization

of the patent holder.  The objective of this provision is explicitly expressed that all service providers

with non-commercial purpose, particularly the service providers of the State which provide such

public service as public health, may lawfully exercise such right.

It is generally accepted that HIV (AIDS) epidemic is one of the most grievous public health

problems. Approximately, more than one million Thai people have been afflicted with the HIV. More

than five hundred thousand of this number are still alive and eventually need long term uses of

HIV antiretroviral drug to maintain their productive lives. Although the Royal Thai Government has

launched a policy to promote access to HIV antiretroviral drugs for all HIV infected persons since

1st October B.E. 2546 (2003) and has also allocated budget for this purpose, an accessibility to

some kinds of HIV antiretroviral drugs which are effective and having low level of side-effect is

still difficult in spite of an inevitable necessity for the HIV infected persons.  This due to the fact

that all those HIV antiretroviral drugs are under patent protection in accordance with the law on

patent which enable the patent holders to dominate market without competition.  The prices of

those HIV antiretroviral drugs are, as a result, very high and the budget allocated by the Government

is insufficient for the State to acquire the drugs for distribution to all HIV infected persons. The

budget allocated for health services of the people who have been infected with HIV as well as

AIDS patients under the national health security system for the fiscal year B.E. 2550 (2007) is limited

to 3,855.6 million Baht for the target group of 108,000 patients.
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The combined formulation of Lopinavir and Ritonavir (available under trade name çKaletra®é)

has already been proved so far to be one of highly effective HIV antiretroviral drugs for patients

resistant to basic formulations of HIV antiretroviral drugs.  It has also been placed in the National

System for Secured Accessibility to HIV Antiretroviral Drugs.  This HIV antiretroviral drug, however,

is subjected to patent protection which deters the Government Pharmaceutical Organization or

other manufacturers from manufacturing and importing this specific drug for sale in the market.

The price of the combined formulation of Lopinavir and Ritonavir in Thailand is currently a lot higher

than the price of the same drug which is generic drug in some countries.  Therefore, many patients

who are resistant to basic formulations of HIV antiretroviral drugs are unable to access to this drug,

leading to opportunistic infections and death.  Hence, being able to domestically produce or to import

HIV antiretroviral drugs with the same generic name into Thailand to replace the original one will

lead to the price reduction and the increase in accessibility for patients to this HIV antiretroviral

drug.

According to the Doha Declaration on the TRIPS Agreement and Public Health, each member

country has the right to protect public health, in particular, to promote access to medicines for all

in case of emergency and for public benefit, especially accessibility to those relating to HIV/AIDS,

tuberculosis, malaria, and other epidemics.  In this regard, the Thai law on patent empowers the

Ministry, Sub-Ministry and Department to exercise the right under any patent without prior

authorization of the patent holders so as to provide public service as mentioned above.

Therefore, the Department of Disease Control, the Ministry of Public Health, hereby notifies,

by virtue of section 51 of the Patent Act, B.E. 2522 (1979) as amended by the Patent Act (No.

2), B.E. 2535 (1992) and the Patent Act (No. 3), B.E. 2542 (1999), that it is now exercising the

right under drug patent of the drug under trade name çKaletra®é (generic name: Lopinavir and

Ritonavir).  In this regard, the Department of Disease Control entrusts the Government

Pharmaceutical Organization to exercise the right in its name in accordance with section 36

paragraph one of the Patent Act, B.E. 2522 (1979) as amended by the Patent Act (No. 2), B.E.

2535 (1992) and the Patent Act (No. 3), B.E. 2542 (1999) subject to the following conditions:
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(1) the right shall be exercised from now on through 31st January B.E. 2555 (2012);

(2) the exercise of the right is limited to annually provision of drug having the aforesaid generic

name to not exceeding 250,000 patients who are entitled persons under the National Health Security

System Act, B.E. 2545 (2002), insured persons under the Social Security Act, B.E. 2533 (1990)

and persons entitled to medical benefits for civil servants and government employees scheme;

(3) a royalty fee of 0.5 per cent of the total sale value of drug having the aforesaid generic

name by the Government Pharmaceutical Organization shall be paid to the patent holder.

The Department of Disease Control, Ministry of Public Health, shall notify the patent holder

and the Department of Intellectual Property for information without delay.

It is hereby announced.

Given on the 24th Day of January B.E. 2550 (2007).

(singed)     Thawat Suntrajarn

(Mr. Thawat Suntrajarn)

Director-General

Department of Disease Control
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Document No.  7

Unofficial Translation

Notification of the Ministry of Public Health
Re: Exercising of Right under Drugs and Pharmaceuticals Products Patent

For Clopidogrel

By virtue of section 51 of the Patent Act, B.E. 2522 (1979) as amended by the Patent Act

(No. 2), B.E. 2535 (1992) and the Patent Act (No. 3), B.E. 2542 (1999), the Ministry, Sub-Ministry

and Department are empowered to exercise the right under any patent without prior authorization

of the patent holder.  The objective of this provision is explicitly expressed that all service providers

with non-commercial purpose, particularly the service providers of the State which provide such

public service as public health, may lawfully exercise such right.

Myocardial ischemia and cerebro-vascular accident are the most serious public health burden

because of high mortality and disability loss. Its mortality rate is in top three annual ranking. Both

diseases cause much DALY loss and are in top ten ranking for Thai male and female. Even though

these diseases could be prevented by diet control, mental and physical exercise, but the incidents

are high and need medicine for treatment and secondary prevention from thrombosis which leads

to morbidity and mortality.

Clopidogrel or the trade name in Thailand namely Plavix® has evidence based effectiveness

for prevention of myocardial ischemia, cerebro-vascular accident and coronary stent implantation

by inhibition of platelet aggregation. However, the medicine is expensive thus has hindered their

accessibility. Owing to its patent exclusive right, there is no competition. Government

Pharmaceutical Organization or other manufacturers can not produce or import the medicine for

price competition.
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Regarding the diseases incidents, only 45 millions members of the Universal Coverage scheme

will need for 20.5 million pills per annum. However, since the high price and limited budget, 20

percent of patients covered under Universal Coverage scheme can access to the medicine. As

a result of provision of market competition by imported or locally produced generics, price will reduce

dramatically and accessibility will increase 6 to 12 times which will conform to the Universal

Coverage policy.

According to the Doha Declaration on the TRIPS Agreement and Public Health, each member

country has the right to protect public health, in particular, to promote access to medicines for all

in case of emergency and for public benefit.  In this regard, the Thai law on patent empowers the

Ministry, Sub-Ministry and Department to exercise the right under any patent without prior

authorization of the patent holders so as to provide public service as mentioned above.

Therefore, the Ministry of Public Health, hereby notifies, by virtue of section 51 of the Patent

Act, B.E. 2522 (1979) as amended by the Patent Act (No. 2), B.E. 2535 (1992) and the Patent Act

(No. 3), B.E. 2542 (1999), that it is now exercising the right under drug patent of the drug under

trade name çPlavix®é and drugs contain Clopidogrel in all formulas, including its derivatives patented

in Thailand.  In this regard, the Ministry of Public Health entrusts the Government Pharmaceutical

Organization to exercise the right in its name in accordance with section 36 paragraph one of the

Patent Act, B.E. 2522 (1979) as amended by the Patent Act (No. 2), B.E. 2535 (1992) and the Patent

Act (No. 3), B.E. 2542 (1999) subject to the following conditions:

(1) the right shall be exercised from now until the patent expired or no essential need;

(2) the exercise of the right is limited to annually provision of drugs having the aforesaid generic

name to unlimited number of patients who are entitled persons under the National Health Security

System Act, B.E. 2545 (2002), insured persons under the Social Security Act, B.E. 2533 (1990)

and persons entitled to medical benefits for civil servants and government employees scheme;

(3) a royalty fee of 0.5 per cent of the total sale value of drug having the aforesaid generic

name by the Government Pharmaceutical Organization shall be paid to the patent holder.
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The Ministry of Public Health shall notify the patent holder and the Department of Intellectual

Property for information without delay.

It is hereby announced.

Given on the 25th Day of January B.E. 2550 (2007).

(singed)  Prat Boonyawongvirot

(Mr. Prat Boonyawongvirot)

Permanent Secretary, Ministry of Public Health
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Document No.  8

No. 0424.4/7/5271 Department of Disease Control

Ministry of Public Health

Tivanond Road,

Nonthaburi 11000, Thailand

Tel:  66 25903211

Fax: 66 25903212

29 November B.E.2549 (2006)

Dear Manager of MSD Company (Thailand),

Subject: Public use of patent for Efavirenz

Having been carefully reviewed by Department of Disease Control, Ministry of Public Health,

Efavirenz, an antiretroviral drug has been proved to be highly effective and safer for the treatment

of HIV infection. Nevertheless, the price of the patented product is much higher than the generics

produced in India. The limited budget allocated for HIV/ AIDS patients under the National Health

Security Systems and its high price has thus limited the access to Efavirenz.

To increase access to Efavirenz under the universal access to antiretrovirals policy, the

Department of Disease Control, Ministry of Public Health has decided to use the patent rights of

the products, permitted under Article 51 of the Thai Patent Act BE 2522 (as amended by the Thai

Patent Act no. 2 B.E. 2535 and no.3 B.E. 2542) and authorized the Government Pharmaceutical

Organization (GPO) to import or produce Efavirenz for public interests. This will significantly make

the drug more accessible under the national health insurance schemes. The detail and the conditions

are contained in the attached announcement.
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Please keep us informed if any recommendation regarding this matter is concerned.

Yours sincerely,

Dr. Thawat Suntrajarn

Director General

Department of Disease Control

Manager of MSD Company (Thailand)

19th Floor, Emporium Tower, 622 Sukhumvit Road, Klongtoey, Bangkok, 10110

Encl. Announcement of the Department of Disease Control, Ministry of Public Health, Thailand

on the Public use of patent for Pharmaceutical Products for Pharmaceutical Products
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Document No.  9

No. 0424.1/346 Department of Disease Control

Ministry of Public Health

Tivanond Road,

Nonthaburi 11000, Thailand

Tel:  66 25903211

Fax: 66 25903212

26 January B.E.2550 (2007)

Dear the patent holder of Kaletra®,

Subject: Public use of patent for Kaletra (Lopinavir+Ritonavir)

Having been carefully reviewed by the Department of Disease Control, Ministry of Public

Health, Kaletra®, a combination of Lopinavir and Ritonavir medicines, has been proved to be highly

effective for drug resistance among patients taking the first line antiretrovirals. As protected by

its patent and monopolized by your company, Kaletra® is very costly. This certainly limits HIV/

AIDS patients under the National Health Security Schemes access to such a good second line

medicine.

To increase access to Kaletra® under the universal access to antiretrovirals policy, the

Department of Disease Control, Ministry of Public Health has decided to issue compulsory licensing,

permitted under Article 51 of the Thai Patent Act BE 2522 (as amended by the Thai Patent Act

no. 2 B.E. 2535 and no.3 B.E. 2542) and authorized the Government Pharmaceutical Organization

(GPO) to import or produce Kaletra® for public use with a royalty fee paid at 0.5 per cent. The

detail and the conditions are contained in the attached announcement.
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Please accept the assurance of our highest consideration.

Yours sincerely,

Dr. Thawat Suntrajarn

Director General

Department of Disease Control

Manager of Abbott Laboratory Limited

9/F Nai Lert Tower, 2/4 Wireless Road, Lumpini, Pathumwan, Bangkok 10330

Encl. Announcement of the Department of Disease Control, Ministry of Public Health, Thailand

on the Public use of patent for Pharmaceutical Products for Pharmaceutical Products [Kaletra®

(Lopinavir+Ritonavir)]
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Document No.  10

No. 0201.041/548 Ministry of Public Health

Tivanond Road,

Nonthaburi 11000, Thailand

Tel:  66 2590 1438

Fax: 66 2590 1434

12 February B.E.2550 (2007)

Dear Manager of Sanofi-Syntheûlabo (Thailand) Ltd.

Subject: Public use of patent for Clopidogrel

Clopidogrel, an anti platelet drug, is highly effective for preventing coronary obstruction. Having

been protected by its patent and monopolized by your company, Clopidogrel is very costly. This

certainly limits patients with coronary heart diseases under the National Health Security Schemes

access to this patented drug.

To increase access to Clopidogrel under the National Health Security Schemes, Ministry of

Public Health has decided to issue compulsory licensing, permitted under Article 51 of the Thai

Patent Act BE 2522 (as amended by the Thai Patent Act no. 2 B.E. 2535 and no.3 B.E. 2542) and

authorized the Government Pharmaceutical Organization (GPO) to import or produce Clopidogrel

for public use with a royalty fee paid at 0.5 percent. The detail and the conditions are contained

in the attached announcement.

In this regard, Ministry of Public Health is pleased to open an official discussion concerning

the royalty fee and others in accordance with Article 51 with the company. Date of discussion is

to be confirmed.
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Yours sincerely,

Dr. Prat Boonyawongvirot

Permanent Secretary

Manager of Sanofi-Syntheûlabo (Thailand) Ltd.

10-11th Floor Gypsum Metropolitan Tower no. 539/2 Sri-Ayudhaya Road Kwaeng Thanon Payathai,

Bangkok

Encl. Announcement of the Ministry of Public Health, Thailand, on the Public use of patent for

Pharmaceutical Products for Pharmaceutical Products (Clopidogrel)
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Document No.  16

Public Health Ministerial Order

No. 360/B.E.2548 (A.D. 2005)

Re: Appointment of the Ad Hoc Working Group for Price Negotiation of
the Patented Essential Drugs

With great concerns on some important public health problems, such as AIDS, tuberculosis,

etc, the Ministry of Public Health has found that a large number of people do not have access

to the essential drugs for treating these diseases. One of the causes is the high price of drugs

due to the patent protection. This inaccessibility will cause negative impacts on public health services

and drug security in the country, especially impacts on the success of the government policy on

the national universal health insurance scheme. Therefore, to achieve reasonable and affordable

priced patented essential drugs, the Ministry of Public Health hereby appoints the Ad Hoc Working

Group for Price Negotiation of the Patented Essential Drugs whose component and responsibilities

are as follow:

Component of the Ad Hoc Working Group:

1. Deputy Permanent Secretary of the Ministry of Public Health

Chief, Cluster of Health Service Support Advisory

2. Secretary General of  the Food and Drug Administration Chair

3. Deputy Secretary General of the Food and Drug Administration Member

4. Director of the Bureau of AIDS, TB and STIs Member

5. Director of Patent Office or Representative Member

6. Representative from the Department of Health Service Support Member

7. Representative from the Department of Internal Trade Member

8. Director of the Drug Control Division Member

9. Mr.Suchart  Chongprasert Secretariat

10. Representative from the Bureau of AIDS, TB and STIs Assistant secretariat
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11. Ms. Farsai  Chanjaruporn Assistant secretariat

Responsibilities of the Ad hoc Working Group:

1. to study and analyze situations and problems arising from price of patented drugs;

2. to specify patented drugs whose price negotiation are needed;

3. to negotiate for reasonable price of the specified patented drugs;

4. to study and set plans and guidelines, including other necessary measures to facilitate the

successful negotiation;

5. to report results of the price negotiation to Ministry of Public Health;

6. other responsibilities as recommended by Ministry of Public Health.

The Ministerial Order shall be effective from now on.

Given on the 4th Day of April B.E. 2548 (2005).

(signed) Supachai  Kunaratanapruk

(Mr. Supachai  Kunaratanapruk)

Deputy Permanent Secretary

     Chief, Cluster of Health Service Support
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Document No. 17

Brief Report of the Output from the Ad hoc Working Group for

Price Negotiation of the Patented Essential Drugs

Background:
At present, difficulties in getting access to some drugs (especially, drugs used for treatments

of HIV/AIDS, chronic diseases, including heart diseases and cancers) are facing a great number

of populations in Thailand.  Although the Patent Act, B.E. 2522 (1979) as amended by the Paten

Act (No. 3) B.E. 2542, provides the flexibilities to government agencies to exercise the right under

any drug patent without prior authorization of the patent holder, the Thai government has never

exercised such right.

The Ministry of Public Health, therefore, issued a Ministerial Order on 4th April B.E. 2548 (2005)

appointing the çAd Hoc Working Group for Price Negotiation of the Patented Essential Drugsé to

work on price negotiation of some selected patented drugs.  This Ad Hoc Working Group works

is chaired by the Secretary-General of the Food and Drug Administration.  Members are composed

of representatives from related organizations, such as Department of Disease Control, Department

of Internal Trade, Department of Intellectual Property, and Department of Health Service Support.

The main objective of this Ad hoc Working Group is to set plans or measures to facilitate the

successful price negotiation, and Government Use of Patent is also considered as an important

tool or measure for the price negotiation.

Actions taken:
The Ad Hoc Working Group has conducted an investigational study and survey on pricing

structure.  In the initial phase, the Ad Hoc Working Group focuses on antiretroviral drugs (ARVs)

because the issue raised by the representative from the Department of Disease Control shows

that there is a great need of some ARVs whose prices are very high and many patients have

limitation in accessing these drugs.

The following three ARVs were thoroughly investigated on their pricing structures:

1. Efavirenz (Strocrin from MSD)



72

2. Lopinavir/Ritronavir (Kaletra from Abbott)

3. Atazanavir (Reyataz from BMS)

(These above mentioned names are classified as second-line drugs that are needed for HIV/

AIDS patients resistant to GPO-Vir.)

After requesting for information on pricing structures from the patent holders, the working

group did not receive good cooperation from the 3 companies.  However, from the information

available, the Ad Hoc Working Group found that drug pricing was not considerably based on the

cost of the active pharmaceutical ingredients (APIs) and the production cost.  Rather, drug pricing

was based mainly on managerial costs and other costs related to depreciation.  Also, the patent

protection in accordance with the law enables the patent holders to dominate pharmaceutical market

with very high prices without competition.

With little cooperation from drug companies in providing information regarding drug pricing

structures and on price negotiation, the Ad Hoc Working Group has finally concluded that exercising

a compulsory license by government would be an effective measure for more successful price

negotiation for patented essential drugs.

Conclusion:
The establishment of the Ad Hoc Working Group for Price Negotiation of the Patented

Essential Drugs can be one effective measure in managing intellectual property to allow better

access to patented essential drugs. It may provide good and constructive solutions that are

acceptable by both the government and the patent holders, in achieving better access to essential

patented drugs. Nevertheless, exercising a compulsory license by government increases the

negotiation power of the working group and can facilitate more effective and successful negotiation.

Lastly, in considering exercising the compulsory licensing by government, it is necessary to

consider the public health needs, the capability of domestic companies to develop or produce, as

well as the possibility to import such generic drug with same quality as the original one from abroad.
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Document No.  19

Public Health Ministerial Order

No. 163/B.E.2550 (A.D. 2007)

Re: Appointment of the Committee for Price Negotiation of
the Patented Essential Drugs

With great concerns on some important public health problems, such as AIDS, tuberculosis,

heart disease, diabetes, hypertension, and cancers, the Ministry of Public Health has found that

a large number of people do not have access to the essential drugs for treating these diseases.

One of the causes is the high price of drugs due to the patent protection. This inaccessibility will

cause negative impacts on public health services and drug security in the country, especially impacts

on the success of the government policy on the national universal health insurance scheme aiming

to promote access to all drugs in the National List of Essential Medicines for all Thai people.

Therefore, to achieve reasonable and affordable priced patented essential drugs for the increased

accessibility to these drugs, the Ministry of Public Health hereby:

1. Repeals the Public Health Ministerial Order No. 360/B.E.2548 (2005), dated 4th April

B.E. 2548 (2005), Re: Appointment of the Ad Hoc Working Group for Price Negotiation of the

Patented Essential Drugs;

2. Appoints the Committee for Price Negotiation of the Patented Essential Drugs whose

component and responsibilities are as follow:

2.1 Component of the Committee:

2.1.1 Permanent Secretary of the Ministry of Public Health Advisor

2.1.2 Secretary General of the Food and Drug Administration Chair

2.1.3 Director General of the Department of Disease Control Member

2.1.4 Director General of the Department of Health Service Member

Support

2.1.5 Director General of the Department of Trade Negotiations Member

Ministry of Commerce
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2.1.6 Director General of the Department of Internal Trade

Ministry of Commerce Member

2.1.7 Director General of the Department of International

Economic Affairs Ministry of Foreign Affairs Member

2.1.8 Secretary General of the National Health Security Office Member

2.1.9 Deputy Secretary General of the Food and Drug

Administration (As appointed by Secretary General of the

Food and Drug Administration) Member

2.1.10 Ms. Jiraporn Limpananont Member

2.1.11 Mr. Jade Donavanik Member

2.1.12 Director of the Drug Control Division

Food and Drug Administration Member

2.1.13 Mr. Suchart  Chongprasert Secretariat

2.1.14 Ms. Nithima Sumpradit Assistant secretariat

2.1.15 Ms. Farsai  Chanjaruporn Assistant secretariat

2.2 Responsibilities of the Committee:

2.2.1 To study and analyze situations and problems arising from price of patented

drugs, as well as consequences of having compulsory licensing exercised for certain drugs by the

Ministry of Public Health;

2.2.2 To negotiate for reasonable price and/or for technology transfers through

voluntary licensing of certain patented essential drugs (including those that have already had

compulsory licensing exercised by the Ministry of Public Health or any departments under the

Ministry of Public Health, and those that have not been yet exercised such right);

2.2.3 To study and set plans and guidelines, including other necessary measures

to facilitate the successful negotiation;

2.2.4 To report results of the price negotiation to the Ministry of Public Health;

2.2.5 To appoint any sub-committee or working group, as necessary, to facilitate the

Committee’s work;

2.2.6 Other responsibilities as requested by the Ministry of Public Health.
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In this regard, efficient cooperation on sharing of related information and other necessary

supports from all agencies under the Ministry of Public Health, National Health Security Office,

and the Government Pharmaceutical Organization is requested.

The Ministerial Order shall be effective from now on.

Given on the 16th Day of February B.E. 2550 (A.D.2007).

(Signed)     Mongkol Na Songkhla

(Mr. Mongkol  Na Songkhla)

                                                              Minister of Public Health
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Document No. 21

PRESS RELEASE

Merck & Co., Inc., Again Reduces Price of STOCRIN (efavirenz) for Patients in
Least Developed Countries and Countries Hardest Hit by Epidemic

February 14, 2007 5:00 p.m.

Second Reduction in Less Than a Year

Will Help Expand Access to HIV/AIDS Care and Treatment

WHITEHOUSE STATION, N.J. (BUSINESS WIRE) February 14, 2007

Merck & Co., Inc.(1), today announced a reduction in the price of its HIV/AIDS medicine, STOCRIN

(efavirenz), in the least developed countries of the world and those hardest hit by the epidemic.

The price of the 600 mg formulation of STOCRIN has been reduced by 14.5 percent to US $0.65

per day, or US $237.25 per patient per year, from $0.76 per day, for purchasers in countries in

the low category of the Human Development Index (HDI) and in medium HDI countries with an

adult HIV prevalence of 1% or greater. In medium HDI countries with an adult HIV prevalence of

less than 1%, the price of the 600 mg formulation of STOCRIN will be reduced by 5.8%, to US

$1.80 per day, or US $657.00 per patient per year, from US $1.91 per day.

Merck is lowering the price of the 600 mg formulation of STOCRIN due to efficiencies resulting

from improved manufacturing processes. This is the second time that the Company has reduced

the price of this formulation in less than a year. The prices of other formulations of STOCRIN and

Merckûs ther HIV/AIDS medicine, CRIXIVAN (indinavir sulfate), remain unchanged.

çMerck has long been a leader in efforts to broaden access to our medicines for those who need

them around the world,é said Merck Chief Executive Officer and President Richard T. Clark. çTodayûs

price reductions reflect our continuing commitment to improve the lives of people living with HIV/

AIDS throughout the developing world.é
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As a result of Merck’s differential pricing policy, at the end of 2006 some 500,000 patients in 76

developing countries were being treated with antiretroviral regimens containing STOCRIN and

CRIXIVAN.

Merck pricing policy for its HIV/AIDS medicines

These prices are available to all HIV/AIDS care and treatment providers who can demonstrate with
reasonable assurance their capacity to ensure increased patient access. For example, providers
include governments, international organizations, non-governmental organizations (NGOs) and private
sector organizations (such as employers, insurers and hospitals). Under the MSD HIV/AIDS pricing
policy, the medicines must be used in the country where they are sold and may not be exported.
Merck first announced that it was reducing the prices of STOCRIN and CRIXIVAN in developing
countries to prices at which the Company makes no profit on March 7, 2001. Since then, access
to HIV medicines has accelerated in the least developed countries and those countries where HIV/
AIDS has hit hardest.

Improving access through public-private partnerships

In addition to Merckûs ongoing HIV/AIDS antiretroviral and vaccine research programs, the Company
continues to work in many public-private partnerships focused on increasing access to treatment
and care. These partnerships play a critical role in the developing world by helping to build the health
systems capacity necessary to ensure sustainable access to health care and treatment. Some of
these programs include: African Comprehensive HIV/AIDS Partnerships (ACHAP) in Botswana,
Merck Mectizan Donation Program, China/Merck HIV/AIDS Partnership, Merck Vaccine Network-
Africa and Merck Medical Outreach Program (MMOP). (For further details, see www.merck.com/
about/cr.)

About STOCRIN
STOCRIN is a once-daily, non-nucleoside reverse transcriptase inhibitor (NNRTI) used in combination
treatment for HIV. People living with HIV/AIDS have the option of taking one 600 mg STOCRIN
tablet once-daily instead of three 200 mg capsules. The 600 mg tablet is approved in more than
90 countries.
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STOCRIN in combination with other antiretroviral agents is indicated for the treatment of HIV-1

infection. This indication is based on two clinical trials of at least one-year duration that demonstrated

prolonged suppression of HIV-RNA. STOCRIN should not be administered concurrently with

astemizole, cisapride, triazolam, midazolam, or ergot derivatives because competition for CYP3A4

by efavirenz could result in inhibition of metabolism of these drugs and create the potential for

serious and/or life threatening adverse events (e.g., cardiac arrhythmias, prolonged sedation or

respiratory depression).

The chemical entity of STOCRIN, efavirenz, was discovered by Merck Research Laboratories in

1992 and licensed to The DuPont Merck Pharmaceutical Company (now Bristol-Myers Squibb

Company) in 1994 for development and marketing in certain countries. Bristol-Myers Squibb has

exclusive marketing rights to efavirenz in the United States (including territories and possessions),

Canada, United Kingdom, Republic of Ireland, France (continental only), Spain, Italy and Germany,

and markets efavirenz under its trademark Sustiva. Through its subsidiaries and marketing partners,

Merck has exclusive marketing rights in all other countries worldwide, and markets efavirenz under

the trademark STOCRIN.

About Merck

Merck & Co., Inc. is a global research-driven pharmaceutical company dedicated to putting patients

first. Established in 1891, Merck currently discovers, develops, manufactures and markets vaccines

and medicines to address unmet medical needs. The Company devotes extensive efforts to increase

access to medicines through far-reaching programs that not only donate Merck medicines but help

deliver them to the people who need them. Merck also publishes unbiased health information as

a not-for-profit service. For more information, visit www.merck.com.

Forward-Looking Statement

This press release contains çforward-looking statementsé as that term is defined in the Private

Securities Litigation Reform Act of 1995. These statements are based on managementûs current

expectations and involve risks and uncertainties, which may cause results to differ materially from
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those set forth in the statements. The forward-looking statements may include statements regarding

product development, product potential or financial performance. No forward-looking statement

can be guaranteed, and actual results may differ materially from those projected. Merck undertakes

no obligation to publicly update any forward-looking statement, whether as a result of new

information, future events, or otherwise. Forward-looking statements in this press release should

be evaluated together with the many uncertainties that affect Merckûs business, particularly those

mentioned in the cautionary statements in Item 1 of Merckûs Form 10-K for the year ended Dec.

31, 2005, and in its periodic reports on Form 10-Q and Form 8-K, which the company incorporates

by reference.

(1) Merck & Co., Inc., Whitehouse Station, NJ, USA, operates in

most countries outside of the United States as Merck Sharp & Dohme, or

MSD.

CONTACT: Merck & Co., Inc.

Media: Chris Loder, 908-423-3786

             or

Investor: Graeme Bell, 908-423-5185

SOURCE: Merck & Co., Inc.

Copyright Business Wire 2007



82

Document No.  22

National Health Security Board Order

Number 4/B.E. 2549 (A.D.2006)

Re: Appointment of the Subcommittee for Implementing the

Government Use of Patent on Essential Patented Drugs

To facilitate the efficient function of the National Health Security Board, the Board with its

authority under Article 20 of the National Health Security Act B.E. 2545 (A.D. 2002), and according

to its resolution at the meeting on 12 January 2006, decides to establish the Subcommittee for

Implementing the Government Use of Patent on essential patented drugs, with the following

composition, functions and authorities.

1. Composition:

(1) Mr. Sanguan Nitayarumphong Chair

(2) Miss Sumlee Jaidee Deputy Chair

(3) Representative of the Department of Disease Control

Ministry of Public Health Member

(4) Representative of the Department of Medical Services

Ministry of Public Health Member

(5) Representative of the Food and Drug Administration

Ministry of Public Health Member

(6) Representative of the Office of the Council of State Member

(7) Representative of the Consortium of Medical Schools Member

(8) Representative of the Department of Intellectual Property

Ministry of Commerce Member

(9) The Chairman of Thai Network of People living with AIDS Member

(10) Secretary of the Friend of Cancer Patients Network Member

(11) Mrs. Renu Srisamit Member

(12) Mrs. Wandee Pokakul Member

(13) Mr. Suchart Chongprasert Member
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(14) Miss Yuwadee Patanawong Member

(15) Mr. Chairat Sangarun Member

(16) Mrs. Achara Eksaengsri Member

(17) Miss Sureerat Trimanka Member

(18) Mr. Winyu Pitakpakorn Member

(19) Mr. Vithaya Kulsomboon Member

(20) Mr. Pongpisut Jongudomsuk Member

(21) Mr. Charay Vichathai   Member and secretary

2. Functions and authorities:

(1) Development of criteria for selecting drug and medical equipment which are entitled

to Government Use

(2) Proposing (1) to National Health Security Board  for approval

(3) Selecting drugs or medical equipment in line with the criteria approved by the Board

and informing the National Health Security Office to proceed with appropriate processes for

implementing  of Government Use of Patent on these drugs

(4) Monitoring the consequences after implementation of Government Use of Patent and

proposing recommendations.

This Order shall be effective from 12 January 2006

Given on the 17th Day of April B.E. 2549 (A.D.2006)

(Signed) Phinij Jarusombat

(Mr. Phinij Jarusombat)

Minister of Public Health

Chairman of National Health Security Board
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Document No.  25

23 February 2007

Dr Mongkol Na Songkhla

The Minister of Health

Thailand

Dear Dr Mongkol Na Songkhla,

The Third World Network would like to congratulate you and your colleagues for the actions you

have taken on issuing the three compulsory licenses for three importantly needed medicines in

Thailand.

As a network of NGOs in developing countries, with its headquarters in Penang (Malaysia), the

Third World Network (TWN) has long been involved in issues relating to access to medicines.

A few years ago we published a manual on public-health sensitive patent law, which was written

by international legal and health experts.  The manual laid out clearly the legal requirements of

the TRIPS agreement and the flexibilities that can be used, such as compulsory licensing,

government use order and parallel importation.

Our experts believe that the actions you took on the three compulsory licenses are consistent with

the TRIPS agreement.  Moreover, as the licenses are for products for government use, it is correct

to say that there is no requirement for prior negotiation with the patent holders.  I believe this point

has now also been clarified by the WHO Director General.  Moreover, Thailand is not the only

country that has issued compulsory licenses; in our region, Malaysia and Indonesia have also done

so.



88

We share the belief that life and health are the most important priority, and that providing the public

with medicines (especially the poor who cannot afford it otherwise) at affordable cost is a duty

of government.  We therefore congratulate your actions to make use of the flexibilities of TRIPS,

which all the Ministers in charge of WTO affairs agreed

is not only lawful but also important to do, in their Doha Ministerial declaration on

TRIPS and Public Health.

THIRD WORLD NETWORK is a grouping of organizations and individuals involved in Third World

and development issues.  The International Secretariat is based in Penang, Malaysia

We hope that with these actions, the people of Thailand will have greater access to medicines

that they need. We hope that when the need arises for more affordable medicines, that you and

your colleagues will make further use of the TRIPS flexibilities.

We are also confident that the example of your actions will help other countries to make their own

decisions on how to improve access of their people to medicines.

With best wishes,

Martin Khor

Director

Third World Network
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