International Business Research Vol. 1, No. 1
January 2008

www.ccsenet.org/journal.html

WTO TRIPSAgreement- Current state of Pharmaceutical Industry

and Policy Options for Bangladesh

Mohammadibu Yusuf
Department of Management, Monash Universitsulfield CampusyIC 3145,Australia
Tel: +613 9903 4662 E-mail: ma_yusuf@hotmail.com
QuamruALAM
Department of Management, Monash Univergitgulfield,VIC 3145 ,Australia
Tel: +613 99031030 E-mail: guamrul.alam@buseco.monash.edu.au
Abstract

TheAgreement orfrade-Relatedspects of Intellectual Property Rights (TRIPS) requires adoption of a minimum patent
standard for all countriel is often argued by developing countries that the introduction of a uniform (and minimum) patent
standard for all countries irrespective of their level of development would prevent people from access to medicines
Moreover, in developing countries, the drug expenses are being paid out of pockets by the patients unlike develope
countries where insurance companies bear the burden. In this regard an empirical study was conducted on pharmaceut
stakeholders consisting of leading pharmaceutical companies, drug administration of Bangladesh (the regulatory authority
leading experts on industrial pharmaagademics and leaders of Banglad&s$ociation of Pharmaceutical Industries.

The study finds that price of medicines will go up and access to health will be denied once Bangladesh enters the pate
regime. The perceived impact on the industry however is mixed. The paper concludes with some policy considerations th
the government and the industry should consider to ensuring that the patients have access to medicines at an afforda
price.

Keywords: Patent, Compulsory licensing, Drug, Parallel importathative pharmaceutical ingredient (APTRIPS,
Bangladesh, Evergreening

1. Introduction

TheAgreement offrade-Relatedspects of Intellectual Property Rights (TRIPS) entered into force on 1 Januaryfi€95.
introduction of theTRIPSAgreement has created immense debate amofegetif stakeholders regarding its perceived
consequences on several sectors especially on pharmaceutical and agriculture (Note 1) sector. The agreement has
been a subject of debate because it brought the domestic Intellectual property rights (IPRs) regulations of WTO Membe
under the jurisdiction of the WTO dispute settlement system (Lanoszka, 2003). However, the debate mostly centred on i
perceived severe consequences on pepateess to medicines in developing countries (ilh© parlance developing
country also includes LDCs)lthough there is a growing literature on the perceived consequent@iRBAgreement on

access to health and pharmaceutical industry, no study has yet been done on Bangladesh. Bangladesh is a dens
populated LDC country with strong pharmaceutical manufacturing base. It is therefore important to assess how the pate
regime for medicine is going to impact both the access to health as well as the pharmaceutical industry in Bangladesh. Tt
paper examines how tARIPS agreement is going to impact peaplEcess to healthhis paperlso attempts to assess

the perceived consequences ofAlgeeement on the sustainability of the pharmaceutical companies as the sector has been
performing reasonably well before the implementation of the patent regime.

This paper is @anized in four sections. Section 2 provides a brief description ®RHRSAgreement. Section 3 details
Bangladesh Pharmaceutical Industry. Section 4 explains the methodology. In Section 5 are the findings and suggest
policy options. The paper ends with a conclusion in Section 6.

2. Summary of the TRIPS Agreement

The agreement ofrade-Relatedspects of Intellectual Property Rights sets ountidmum standatsof protection for

Intellectual property(IP) areas such as copyrights, patents, trademarks, geographical indications, industrial design
layout designs ,and undisclosed information etc. to be provided by each member. The agreement requires all WTO Mer
bers with few exceptions, to provide 20-year patents for any inventions, whether products or processes, in all fields c
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technology (including pharmaceuticals) without discrimination as to the place of invention, subject to the normal tests of
novelty, inventiveness, and industrial applicability (AgreemenfRiPS:Article 27.1 Article 33). It is a minimum standard
agreement as it allows members to provide more extensive protection of intellectual property if they so wish.

TheTRIPSAgreement requires Member countries to provide civil as well as criminal remedies (criminal remedy may be
necessary in cases of copyright piracy or wilful trademark counterfeiting on a commercial scale) for the infringement of
intellectual property rights covered by thgreement (Articles 45-46, 61). Members are also obligated to provide means so
that patent owners can obtain the cooperation of customs authorities to prevent importation of infringing goods as well as
release of infringing goods destined for exportation (Articles 51-52).

BeforeTRIPSAgreement, many countries did provide only process- but not product patents. Product patent provide for
absolute protection of the product, whereas process patents provide protection in respect of the technology and the
process (method) of manufacture.

2.1 TRIPS - An Uneven Agreement!

UnderTRIPSAgreement, both developed and developing countries are required to provide patent protection for all areas
of IP although they are not at the similar level of development. The income levels of developing countries are much lower
than that of developed countries. For example, (as shown in table 1) the major industrial countries (SL 1-4) adopted strong
patent protection at high levels of real income (e.g., JagzDPper capita $24,043, Switzerland $ 36,965), whereas, devel-
oping countries (SL 5-8) will be required to adopt similar standards at much lower income levels (e.g., Pakistan GDP per
capita $ 508) under the said agreement (Subramanian, 2004).

The information in table-1 confirms that TRIPS agreement requires providing patent irrespective of the level of GDP per
capita. This creates in uneven playing field for developing countries. Furthermore, a large percentage of developing country
population does not have access to medical insurance and more often than not pay for drugs themselves (WHO, 2001 in
Cullet, 2003). Mazhar (2005) criticized the TRIPS agreement noting that ‘the TRIPS agreement grants monopoly rights
without having legislation to bound monopolies.

2.2 The Rationale for Patents

Intellectual property rights are justified on the ground that it would provide necessary incentives for research and technol-
ogy development. Through patents, the inventor(s) is (are) given time bound monopoly. This time bound monopoly gives
the inventor the exclusive right to exploit the invention and prevent others from using the invention without his consent.
Rewarding the inventor is the main rationale of patent system. This time bound monopoly is derogation from the concept of
free trade. The proponents of the patent system argue that Pharmaceutical industry spends huge expenditures on R & D
than any other industry. The patent system allows the inventor firms to charge prices more than the marginal cost of
production and distribution of drugs. The monopoly right given by the patent and the scope to charge higher price than the
marginal cost allows inventors/inventor firms to recoup the cost of developing the drug. The Orthodox perspective (about
IPR) considers protection of intellectual as essential to motivate people to incur costs for innovation and run the risks that
outcomes may not succeéd.cording to this viewboth firms and society gain benefits from enforced IPRs (Note 2) (Plahe,
2007).

The developing countries view the patent regime from a different perspective. On public health ground a number of
countries provided no patent protection or partial patent protection for pharmaceutical products before the Uruguay Round
on the ground that health sector is concerned with basic need and therefore should be protected from full commercialization.
India is a glaring example who vehemently endorsed this view. India did not recognize product patents on pharmaceuticals
until very recent past (Note 3) (Cullet, 2003).

Hughes, Moore, and Snyder (2002),in their paper titled “Napsterizing” argue that in the short term, consumers would be
much better off if patents on drugs are eliminated , thereby allowing drug price to lower by increasing competition with
generic products; however, in the long run we would all be worse off. This is because with lower revenues, pharmaceutical
companies would not be able to dedicate much money into the research and development that is critical for the development
of new products. So gradually the development of new drugs would decline, and fewer new life-saving and life-enhancing
treatments would be available to future generations (Hughes, Moore, and,20@fmWerhane & Gorman, 2005).

Despite all these guments in favour of intellectual property rights, THRRIPSAgreement has been subjected to severe
criticism especially regarding its potential impact on medicine and access to health.

2.3 gConcerns with TRIPS Agreement

Before the TRIPS agreement came into being, different countries could implement different systems to protect IP depending
on their level of development. This allowed a number of countries not to have patents in any form for drug whereas many
others dispensed only with patenting for therapeutic molecules in their IP laws. In this historical context of IP protection, the
advent of TRIPS requiring uniform minimum standard for all countries, irrespective of their economic gap, has created
antagonisms between developed and developing countries during Uruguay Round of negotiations. The main issue identi-
fied that created the debate between industrialized and developing countries was the perceived impact of the TRIPS
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Agreement on public health especially access to the generic drugs at low costs in developing countries. Developin
countries argue that once they become TRIPS compliant, production of generic drugs will be prohibited and price will go up
The debate, most often centred on the high price of HIV/AIDS treatment (Note 4) thereby rendering HIV treatment impos-
sible in southern countries where no health insurance system exists and patients have to pay out of pocket for medicin
The concerns that were raised about the implications ofFRIESAgreement on public health were reflected in the
adoption, upon the initiative of developing countries, of the “Doha Declaration ®RIREAgreement and Public Health”

at the Fourth WTO Ministerial Conference (November 9-14, 2001).Recognizing the severity of the public health problems
afflicting many developing and least-developed countries(“LDCs"), especially—but not limited to—those resulting from
HIV/AIDS, tuberculosis, malaria, and other epidemics, the Declaration clearly statesT-RIP®Agreement can and

should be interpreted and implemented in a manner supportive of WTO members’ right to protect public health and, ir
particular, to promote access to medicines for all(Correa,2004)Another concern with patenting is the attempt by pater
holder to “evergreen” the patent. Pharmaceutical companies sometimes apply to patent the new form of an old drug (knov
as ‘evergreening (Note 5)’) and thus extending the life of a patent. In 2006, Chennai Patents Office rejected an application |
Novartis for patenting a drug (Imatinib Mesylate under the brand name of Glivec)on the ground of evergreening. Novarti
also lost the case challenging Chennai Patents Office decision in Chennai High Court (Srinivason, 2007).

2.4 Does Intellectual Property (IP) Stimulate Development of Drugs Related to the Needs of the Poor?

The argument in favour of patent protection is that it provides incentives to inventors/private firms to undertake more
Research and Development (R &D) in developing drugs for diseases more common in developing countries (Agarwal ¢
Saibaba, 2001). This rationale of patent is often seen with scepticism on the ground that it is uncertain whether th
redistribution of resources to the inventors/private sector firms actually results in development of more drugs for disease
more common in poor countrigkhis scepticism gets support from historical findingg/fO (World Health Oganization)

“of the 1223 new chemical entities developed between 1975 and 1996, only 11 were for the treatment of tropical disease
(Cullet, 2003). In fact, patent does not stimulate R & D for development of drugs for poor people; rather firms concentrate ol
drugs that have got a big market. There is growing evidence that pharmaceutical companies pays little attention in develo
ing new drugs for diseases that are most prevalent in the poorer countries. Rather they spends a large amount of mone:
developing and promoting lifestyle drugs that are mainly bought by consumers in the developed countries (Abbott, 2002
19). In this regard, it is important to cite the observation of the Commission on Intellectual Property Rights (CIPR)- ‘ all the
evidence examined concerning the role that intellectual property protection plays in stimulating R & D on diseases preva
lent in developing countries suggests that it hardly plays any role at all, except for those diseases where there is a lar
market in the developed world’ (CIPR, 2002).

2.5 Flexibilities and Exceptions to Exclusive Patent Rights

The developing countries argue against TRIPS stating that the agreement is concerned mainly with the interests of IP rig
holders and ignores the needs of the poor peapt.of debate was going on regarding the issue of access to medicines
at affordable price, especially for the poor countries. On this issue, world renowned NGOs and donor organizations liks
Oxfam, USAID, TWN etc. started making lot of noise. They came up with arguments that due to TRIPS, price of necessar
drugs will go up and access to medicines at affordable price will be at stake (Hasan, 2006). The strong opposition fror
developing countries as well as the controversies at the theoretical and practical levels regarding TRIPS led the polic
makers to think for alternative&s a result, irvear 2002, after lot of debate, tligoha Declaration’'on TRIPS and Public

Health (adopted at the Doha Ministerial meeting of the WTO in November 2001) came in to being.

The Declaration unambiguously states that TREPSAgreement does not and should not prevent Members from taking
measures to protect public healtAtcording to the Paragraph 6 of Doha Declaration, all the LDCs were exempted from
‘Pharmaceutical Patent Protectiomitil 1 January 201@&rticle 66.1 also provides for the extensions of the transition period
for LDCs upon requesArticle 1.1 of theAgreement grants Members the freedom to determine the “appropriate method of
implementing the provisions of tA&RIPSAgreement within their own legal system and practice.”

TheAgreement also contains some exceptions to exclusive patent Agiitte 27.2 allows countries to restrict the
patentability of inventions, if they pose a threat to human life or h@attble 30 permits Members to limit the exclusive
privilege granted through patent rights. These general exceptions provided by article 27.2 and 30 are supplemented |
article 31 which sets out regulatory framework to issue compulsory licensing (CL). Member States can allow CL on a case b
case basis and subject to other conditions laid down in the agreement. WTO Members have the right to determine tt
grounds for the grant of compulsory licences (CL). Initially CL was restricted to producing pharmaceuticals ‘predominantly
for the supply of the domestic market’ (Article 31f). Members with insufficient or no manufacturing capacities in the
pharmaceutical sector could not use CL as import was not permitted under CL and they could not resort to importatior
Realizing this dficulty with CL, the General Council, on 2Qigust, 2003 waived the restrictions on exphiter this interim

waiver decision, a member is eligible to produce and export to eligible importing member(s) (Note 6). WTO members on ¢
December 2005 approved changes tWhi@®© TRIPSAgreement making permanent the decision (the waivitiofe 31f)

on patents and public health originally adopted in 208&. will now be formally built into th& RIPSAgreement when two

thirds of theWTO’s members have accepted the change.
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Any WTO members (including the developed countries) may grant a CL to its domestic manufacturer to produce and export
to the ‘eligible importing country’ under the scheme. The issuance of CL thus shall open the door to competition from
generic pharmaceutical manufacturers (Fink, 2005). The person or agency obtaining the CL needs to pay compensation to
the patent holder.

CL is a good weapon for developing countries to source cheaper generics. Some developing countries have successfully
used the threat of resorting to such licence as a negotiating token in view of obtaining significant price cuts on essential
drugs or voluntary licences(Eeckhaute,2002).There are evidences that issuance of CL to import generic drugs (Note 7)
resulted in drug price to drop. For example, in February, 2004, the Ministry of Health, Malaysia issued a contract to a local
Malaysian company to import generic Zidovudine, Didanosine and a combination of Lamivudine and Zidovudine from
Cipla (India).As a result, the average cost of Malaysian Ministry of Health(MOH) treatment per month per patient dropped
from USD 315 to USD 58, equivalent to about an 81% reduction, when generic drugs were used. Patent holders also dropped
their own prices when the government exercise its right of government use. This is evident from the table 2.

TheAgreement also allows Members to authorize use for public non-commercial purposes (government use) without the
authorization of the patent owner. WTO Members are also free to establish its own regime of exhaustion (national or
international) of IP rights. This means that Members can adopt international exhaustion in their patent act with a view to
allowing parallel importation of patented goods that have been put on a third market by the patent holder or with his
authorization(Eeckhaute,2002). These flexibilities and exceptions could be good alternatives for countries that are in need of
medicines at affordable price.

To assess the perceived impact/consequences DRilRSAgreement on Bangladesh, it is pertinent to present a brief
picture of the present state of Bangladesh Pharmaceutical Industry. The next section depicts a brief sketch of Bangladesh
Pharmaceutical Industry.

3. Bangladesh Pharmaceutical Industry

Before 1982, Bangladesh was largely dependent on imported raw materials/API and finished products. The local production
was dominated mostly by multinational companies (eight MNCs) who produced about 75% of the value of production. The
national Drug Policy (NDP) i.e. Drug Control (Ordinance) 1982 aimed to remove medicines considered harmful, useless and
unnecessary from the market (by banning 1707 brands) and ensure supply of essential drugs of all levels at affordable price
helped national companies increase their market share from 35 in 1981 to 60 percent in 1990 and by 1991 the top three firms
in terms of sales were from locally owned (Rovira, 2004; Islam & Faroque, 2007). Pharmaceutical industry has grown in the
last two decades at a considerable wfigh an annual growth rate of about 10%, Bangladesh Pharmaceutical Industry is
now heading towards self-sufficiency in meeting the local demand. Bangladesh Pharmaceutical industry is now the largest
white-collar intensive employment sector of the country (Hassan, 280%esent 225 registered pharmaceutical compa-

nies are operating in the pharmaceutical sector (Smith, 2005; Shafiuzzaman, 2005). Out of this about 200 have their own
manufacturing facilities of which 5 are multinationals (Chowdhury, 2005). Pharmaceutical manufacturers in Bangladesh
together now produce 95% of the demand for the country (Smith, 2085f 2006a). Bangladesh lacks capacity in
producingAPIs (Yusuf,2006b) and the industry depends on the imports (of raw mateRand Machinery) from India,

China, UK and few other European countries(Rovira,2004).

Bangladeshi pharmaceutical companies produce omictiée Pharmaceutical Ingredients (API).

The market size mounts to US$520 million with doubledigit growth rate. The pharmaceutical manufacturers of Bangladesh
exports pharmaceutical products (such as all major therapeutic classes and dosage foavistik€Capsules & Syrups

and specialized products like Inhalers, Suppositories, Nasal Sprays, Injectables and Infusions) to 62 countries in the world
(Hassan, 2006). The major pharmaceutical companies in Bangladesh comply with WHO cGMP (Current Good Manufactur-
ing Practice)With an aim to enter the regulated markets like US, EU countries, they are putting up manufacturing facilities
of US FDA(Food and Druddministration) and UK MHRAstandards (Chowdhurg005)

The pharmaceutical industry is howeMveeset with some problenighe Directorate of Drugdministration is not ad-

equately equipped with expert manpower to carry its monitoring role functions (The Daily Ittefaq, February 2, 2006) effectively.
The drug testing laboratories (one in Dhaka and other in Chittagong) are not well equipped to carry out drug testing
functions. Moreover there is no independent drug testing laboratory. The most important bottleneck lies in the absence of
bio-equivalence test laboratory (Rahman, Dkdginistration, 2006)Availability of substandard medicines said to pro-

duce by unlicensed companidhgé Daily Ingilah 18 February, 2006) is a matter of great concern for the regulatory
authority and a threat to human health.

4. Methodology

This paper is based on both primary and secondary data. The primary data is based on interview findings. Pharmaceutical
owners and senior level executives of 10 renowned pharmaceutical companies of Bangladesh were selected using the
industry database in Bangladesh. In addition to the pharmaceutical owners and executives, the director of the Drug
Administration of Bangladesh (the regulator), two academics from the pharmacy department of the University of Dhaka and
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two key leaders of th&ssociation of Bangladesh Pharmaceutical Industry were also selBwteatademics were selected
considering their academic background and linkage with the pharmaceutical industry. The drug regulator has been select
considering his official policy making position and long experience as an academic. Before conducting the interview, the
researcher(s) contacted the CEOs/directors of pharmaceutical companies, the drug regulator, concerned academics :
industry leaders, explained the study and gained their consent. Timing of interview was fixed by mutual discussion that be:
suits the interviewe@ face to face interview was conducted using a questionnaire (arranged like a likert scale- table 3)
among leading 10 pharmaceutical companies, drug reguiatiustry leaders and academitable 3 summarizes the
responses found through interview survey which focused on the consequenc@&RtP Bsgreement, state of Bangladesh
pharmaceutical industry and policy options for the industry as well the government. Follow up interviews were conductec
over telephone to clarify policy and trade issues. Secondary materials were extensively used to identify critical factor:
affecting the pharmaceutical industry in developing countries and to use those factors to construct an analytical framewor
for the study. The sources of secondary data include published articles from various journals, working papers, WTC
website, published interviewSWN (Third World Network) briefing paperconference papers on thRIPSAgreement,
newspapers and other e-sources.

5. Findings /Peceived Consequences ®RIPS Agreement on access to medicine and on the industr

The situation for Bangladesh pharmaceutical industry as well as for drug consumers is expected to change after 1.1.20
when Bangladesh would enter the patent regime. In this reégaBuzer (2003) told in a seminar that implementation of
TRIPS mean that prices will increase, generic drug producers will be hurt, and the access to medicines will be impedec
Moreover, once TRIPS become mandatory for all countries, export market of Bangladesh pharmaceutical producers will b
confined to eligible importing countries only.

Historically, developing country consumers had to pay higher prices for patented goods than generic alternatives. Fc
example, the US price of 3TC (Lamivudine) marketed by Glaxo is USD 3,271 (per patient per year) whilst Indian generic
manufacturers, Cipla Ltd. and Hetero Drugs Limited, offer their generic versions for USD190 and USD98, respectively
(TWN, 2001). Where alternative medicines are available, a branded product is usually sold at lower price than the price tt
same brand will sell in countries where there is no competition. The same brand Zantac was sold cheaply in India ($2 for 1(
tablets) as there it faced competition from generics. It was sold $3 in Nepal, $9 in Bangladestie$®thm $37 i hailand,

$61 in Sri Lanka and $183 in Mongolia, $ 23.mstralia, $77 in Canada and $150 in Sd\tita (HealthAction International

1998). The similar sort of consequences is widely perceived in the case of Bangladesh. 80% of the respondents interview
told that price of medicines would go up (although they could not tell the extent of price rise precisely) once TRIPS
Agreement is implemented. 10% interviewee could not tell what would happen on price once the country would enter th
patent regime. It is easy to understand that 20 years of monopoly (article 33) over a pharmaceutical product would enable t
right holder to charge higher price for medicines during the patent period as generic equivalents would not be able to con
to the market.

Of the respondents, 80% told that the transition period of up to 1 January 2016 (Note 8), for LDCs in providing paten
protection for pharmaceuticals comes as a blessing in disguise for Bangladesh. During this time, Bangladesh (as an LD
would be able to freely manufacture and sell patented drugs (patented elsewhere) in its domestic market as well as exp
more to ‘eligible importing Member’ (Note ®ecause among LDCs,she has the strongest manufacturing capability to
produce drugs. There are as good as 16 LDCs (Annexure 1 List of 16 LDCs) which do not have any pharmaceutice
manufacturing capabilities where others have very limited or insufficient manufacturing capabilities (Annex-2 Import based
countries). This holds out opportunities for the pharmaceutical manufacturers of Bangladesh to capitalize the post 200
opportunities through exporting drugs to these countRealizing this opportunity, several leading Indian generic drug
manufacturers are considering relocating their operations to Bangladesh to take advantage of the least developed coun
status and benefit from associated longer transitional periods that Bangladesh enjoys (Matthews, 2004). It is reasonak
expected that in the absence of any competition from India and China, Bangladesh Pharmaceutical Industry will be able
sell the patented products to the LDCs at a price which could be 50% of the originator brand (Hassan, 2005) and strength
its foothold in LDC markets.

This export potential is not without uncertairlty Hassars view “post 2004 scenario is not at all that clg¥ée are still not

sure which products India cannot produce after 2004. Moreover, a lot will depend on their capability to produce bulk drug:
for products which will be under patent regime during that time” (Hassan, 2004). However, one important risk is associate
with this transition process. If Bangladesh is graduated from LDC to developing country group before 2016, all the TRIPS
flexibilities allowed for LDCs will disappear. Most respondents stated that Bangladesh does not have research capacity ar
ability to produce raw materials/molecules for drugs.

Most respondents opine that Bangladesh lacks R & D to produce raw materials for medicines and therefore, the indust
should invest in R & DAlthough, Bangladesh manufactures 95 percent of its total demand for formulation products, its bulk
industry (also known as molecules/API) is still in its infarfegr APl and excipients, Bangladesh heavily depends on
imported ones. It is estimated that at least 80 percent of total demand for pharmaceutical raw materials come from abroe
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Bangladesh source most of its raw materials/API mostly form India and @¥ithahe introduction of patent for pharma-

ceutical product in these source countries (developing countries were to put patent regime in place since 2005), the price of
these bulk drugs/raw materials will naturally go up as royalty for patent use adds up to the cost of molecules/APIs. This will
enhance the manufacturing cost of pharmaceutical producers leading to an erosion of their competitiveness in the world
market. This might also result in reduced turnover resulting from enhanced price of drugs.

The majority (90%) respondents opined that the patent regime would especially put the smaller pharmaceutical companies
in great disadvantageous position who are unable to conform to the cGMP standards and depend mostly on generic drugs.
They are not expected to get toll or licence manufacturing order from renowned drug companies which has been allowed in

the Bangladesh National Drug Policy, 2005.

The perceived impact from the empirical study shows that access to medicines would be expensive and be somehow
impeded. The perceived impact on the industry is however mixed. The pharmaceutical companies have got the unique
opportunity to increase their exports to eligible importing countries during the transition period of up to January 1,2016.
However, the small pharmaceutical companies might face difficult situation once the country enters the mandatory patent
regime under WTO TRIPS agreement. The study also reveals that the pharmaceutical companies should form joint collabo-
ration with global companies to benefit from their skills and technology. One concern for the industry is that Bangladesh
lacks enough preparation to face the post- 2016 challenges.

5.1Policy Options to Facilitate Better Access to Medicines

There is important rationale behiiRIPSAgreement. It is also Igely held view that the patent regime would result in
increased drug pricdo strike a balance between access to medicine and incentives for innovBt®SAgreement

contains some alternatives and exceptions that Members are allowed to exploit. The following are some important policy
options for Bangladesh to ensure access to health at affordable price.

5.1.1Amendment of the Patent Law

Although, Bangladesh has been exempted from pharmaceutical patent up to 2016, its existing patent act provides provision
for pharmaceutical patents. It is therefore necessary to amend the national patent law to make it WTO compliant incorporat-
ing all TRIPS agreement flexibilities and safeguards. The patent laws should enable the country to provide CL, government

use orders and parallel importing in simple aridatifve waysThe existing Patemtct provides for compulsory licensing

but it needs to be amended in line with the TRIPS conditions. The flexibilities allowed and associated requirements to exploit

them are showmable 4.

5.1.2 Investmentin R & D

In Bangladesh, universities lack R & D facility to support for pharmaceutical industry. In India and China, some selected
universities are involved in pharmaceutical R & D. Bangladesh needs to invest in R & D for reverse-engineering of patented
drugs. Investment in R & D facilities would also enable the pharmaceutical sector to develop its own molecule/API once the
transition period is over. Leading pharmaceutical companies could explore this R & D facility. However research process for
new drugs is not advisable for smaller companies as it is very expensive to develop new drugs. The estimated total
capitalized R & D costs per new drug is US $802 million to develop(and the out of pocket cost per approved new drug is
US$403 million)while the corresponding generic costs less than $2 million (DiMasi, Hansen & Grabowski,2003;Rahim,2006)
Development time for a new drug averages over 15 years(Rahim,2006)The smaller companies could explore the possibility
of forming consortium with the leading pharmaceutical companies to exploit the R & D result of renowned big companies
and gain synergy from the joint collaboration(Rahman,2006 personal interview)

5.1.3 Upgrade of the Pharmaceutical Sector

The pharmaceutical industry of Bangladesh needs to be upgraded in all respects including proper documentation,
bioequivalence laboratory facilitgtrict compliance with the requirement of the cGRHpacity building to produdePl,

quality control and proper supervision by regulatory authority. Establishment of bio-equivalence facility and conforming to
cGMP would help the industry to enter into more regulated drug markets abroad (Rahman in an interview on January 1,
2006). Other developing countries with inadequate or no manufacturing capacities could resort to CL and Parallel Importa-
tion to provide access to medicines at reasonable price.

6. Conclusion

The Doha Declaration and the subsequent amendmentTiRtRS& agreement has made Alggeement more balanced and
acceptable. Bringing the amendment to article 31(f) oAtfireement and through Doha Declaration,’-R&PS Council has

done a paramount job (Eeckhaute, 2002). Now it is up to Bangladesh and other developing countries to make use of the
flexibilities and exceptions to their advantage to help access to medicine in the short term. This would require necessary
regulatory changes to make the national paAehtWTO compliant. MoreoveBangladesh needs to make long term
strategic decisions to develop pharmaceutical manufacturing base through drug discovery/R&D. The other option is to
make strategic alliance with renowned pharmaceutical companies as CL and parallel importations are not permanent solutions.
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As the pharmaceutical sector of Bangladesh suffers from some structural weaknesses (such as inability to produce dr
molecules/API) and resource constraints to invest in R&D to develop new drugs, there is no substitute but to strengthe
the technological, economic and commercial development of the sector through transfer of technology in alliance witt
highly technology driven successful companies.

Since the study has mainly focused on the stakeholders’ perception in regard to the access to medicine and sustainabi
of the pharmaceutical sector after 2016, the actual consequences will depend on how the government formulates policy
face the challenges of patent regime. In this context it can also be said that the sustainability of the pharmaceutical indust
will depend, to a large extent on how competition under the TRIPS conditionality evolves

References

Abbott, EM. (2002),The TRIPSAgreementAccess to Medicines, and tiéTO Doha Ministerial Conferencéournal of
World Intellectual Popetty, 5(1): 15-52.

Agarwal P & Saibaba, R2001).TRIPS and India Pharmaceutical Industigconomic and Political ¥£kly36, p.3787.

Chowdhury S.H. (2005). Pharmaceutical Industry in Bangladéskekly the @legraph Nepal, March 30, (wwwepalnews.
com.np).

CIPR. (2002). Integrating intellectual property rights and development policy, Lo@dammission on Intellectual Prop-
erty Rights Repor.33.

Correa, C.M. (2004), “Bilateralism in Intellectual Property: Defeatinghi® System foAccess to MedicinesCase
Western Resee Journal of International LayWinter, Vol. 36(1) Issue 1: .79-94

Cullet, P.(2003) “Patents and Medicines: the relationship between TRIPS and the human right tdrteatthational
Affairs, JanuarnMol.79, Issue 1, 139-160

DiMasi, J.A. Hansen, R.W. & Grabowski, H.G.(2003), “The price of Innovation: new estimates of drug development costs”,
Journal of Health Economicd/0l.22(2): 151-185

Eeckhaute, J.C.{2002), “The debate on ti&RIPSAgreement and access to medicines intfil@®: Doha and beyond”,
Pharmaceuticals policy and 1a\s(2002): 11-24

Fink, C. (2005), “Shiftindides:TRIPS in the Doha RoundThe VWrld Trade Brief The sixthWTO Ministerial Conference,
Hong Kong, 13-18 December, 2005.

Giannakas, K.(2002), “Infringement of Intellectual Property Rights: Causes and Consequé&msescan Journal of
Agriculture Economics84(2), May, 482-494

Government of Bangladesh (2005), National Drug Policy

Hassan, N. (2004), “Post 2004 scenario is not at all clear,” IntervievEwittess Pharma Pulsan Indian weekly for the
Pharmaceutical Industry

Hassan, N. (2005), “Post-WTO Opportunities & Bangladesh Pharma SéaiarPharma Expo-200®haka, Bangladesh,

Hassan, N. (2006),RIPS and Bangladesh SituatioAhnual Repdr2005-2006Bangladesissociation of Pharmaceu-
tical Industry

HealthAction International (1998), HAI News, No.1G%pril 1998
Islam,N. & FaroqueABM 2007, Purity Poisoned Anwara- NutWelfareTrust(ANWT), Dhaka

Lanjouw J. (2002), “Intellectual Property and theailability of pharmaceuticals in Poor Countrie€gntie for Global
Development Wrking Paper No. BWashington Centre for Global Development (http://wegsevorg/content/publica-
tions/detail/2785/)

LanoszkaA. (2003), “The Global Politics of Intellectual Property Rights and Pharmaceutical Drug Policies in Developing
Countries” International Political Science Revigwol.24, No.2, 181-197

Mazhar, F.(2005), “ Bangladesh and Impact of TRIPS on Pharmaceutical Sector”, Paper presented in the seminar on ‘ Impe
of TRIPS on Pharmaceutical Sectorganized by Drug\dministration, Bangladesh and sponsoredNyrld Health
Organization, Bangladesh on 20 March at Hotel Purbani, Dhaka

Matthews, D.(2004), “WD Decision on Implementation of Paragraph 6 of the Doha Declaration dRIR8Agreement
and Public HealthA Solution to théAccess to Essential Medicine Problem3@urnal of International Economic Law
Mar, Vol. 7(1), pgs. 73

Reinhardt, E. (2006), “Access to MedicinddN Chionicle NY, Sep-NovVol.43 (3):56-57

Rovira, J. (2004), “Creating and Promoting Domestic drug Manufacturing Capacities: Legal and Economic Feasibility
Assessment,” ICTSD —UNGD Dialogue on Ensuring Policy Options faffordableAccess to Essential Medicines,
Bellagio, 12-16 Oct. 2004.

141



International Busi

Shafiuzzaman, S.M. (2005), Bangladesh Pharmaceutical Industry: Fastest Pharma Growing Sector in $igh East
AsiaPharma Expo-200®haka, Bangladesh, Feb.15-18.

Smith, S.R.(2005), Maximising Opportunities for the Domestic Generic Drug Industry: Latest Developments at the WTO and
FreeTradeAgreements. a seminar paper presented in Dhaka on 28 Septemaeized by Bangladegtssociation of
Pharmaceutical Industry.

Srinivas, K. R. (2003), Interpreting Para 6 Deal on Patent8@mas$s to Druggconomic & Political Vekly(www.epw
org.in),Vol.38, N0.38, Sept 20.

Srinivasan, S.(2007), Battling Patent LaiMse Glivec Casezconomic and Political ¥ekly(www.epworg.in),Vol. 42(37),
Sept. 15-21.

SubramaniarA. (2004), Medicines, Patents, afiRIPS.Finance & DevelopmerftVashington), March, 41(1): 22-25.
The Dalily Ittefaq, February 2, 2006, Dhaka

The Daily Ingilal 18 February, 2006,Dhaka

The Hindu Business Line, March 12, 2004

TWN (Third World Network) (2001)TRIPS, Patents amccess to Medicines: Proposals for Clarification and Reform,
Briefing paper, June.

VanDuzeyT. (2003), “TRIPS and the Pharmaceutical Industry in Bangladestards a National Strate§yCPD Occa-
sionalPaper SeriesPaper 24April .

Werhane, M. & Gorman, M. (2005), “Intellectual Property Rights , Moral Imagination,Aautss to Life Enhancing
Drugs”Business Ethics Qutrly, OctoberVol. 15(4),,595-613

WWW.Wt0.0rg

Yusuf, M.A. (2006a), “TRIP@greement for Pharmaceuticals: Hopes and Concerns for Developing Couitne£ost
and Managemenbhaka)ol.34 (3), 45-56

Yusuf. M.A. (2006b), “WD TRIPS and Bangladesh Pharmaceutical Industry: Status, prospects and ChaltbegesB
Journal of Business and Economigslume 5(2),August, 23-40

Zerbe, N. (2001), “Seeds of hope, seeds of despair: towards a political economy of the seed industry irAB@atiern
Third World Quatrterly, Vol.22 (4), 657-673

Notes

Note 1. In the agriculture sector, there are growing opposition in the developing countries to the granting of IPRs for
agricultural crops. Concerns of developing countries include environmental safety and food security (Ganakas, 2002).
Moreover, there are also concerns regarding the restrictions on farmers’ right to save, use, exchange and sell farm saved
seeds (article 27.3b of the TRIPS agreement requires protection of plant variety. There is direct and indirect pressure on the
developing and least developed countries (LDCs) to establish UiR©plant variety protection regimes that are designed

to protect the interest of corporate plant breeders, and not farmers. Since farmers traditionally re-use the seed from their
harvests, they are considered direct competitors of breeders who develop plant varieties for commercial interests and then
seek legal protection for the exclusive market exploitation of their varieties. Such a regime takes away the traditional and
community-centred control over seed conservation and use, which has been the regular practice of farming communities in
developing countrieglfe Hindu Business Lin&arch 12, 2004)As a legal agreementRIPS creates a system of propri-

etary knowledge enforceable to a greater or lesser degree worldwide, expanding the site of surplus extraction in agriculture
by restricting the traditional right of farmers to save sésd result of the dual nature of seed/grain as both means of
production and product, after purchasing one generation of seed, farmers are subsequently able to propagate open-
pollinated seed for many seasons without any significant loss of yield potential or characteristics. The restrictions on the
use of seeds(although modern varieties of seeds are built upon the efforts of farmers whose knowledge and work is
embodied in the seed) and the commodification of seeds thereof through TRIPS (27.3b) would invariably undermine the
informal seed networks, the most important source of seed for small-scale farmers who produce the majority of food
consumed in the region, by making it more difficult and expensive for farmers to save seed, and making it illegal to trade seed
with neighbours. Given the importance of informal seed networks in sodtfie@, any attempt to undermine traditional
practices of saving and exchanging seed therefore represents a serious threat to regional, national and local food security
(Zerbe,2001)

Note 2. There is another perspective called Heterodox perspective. This perspective views that people often pursue
knowledge for its own sake and innovators can enjoy ‘natural’ protective measures such as imitation lag due to the cost of
absorbing new knowledge, and head start along learning curve.

Note 3. See India Patetst, 1970.
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Note 4. For example, before generic antiretroviral\(ARcame into the market, the price of highly ac&®Y therapy was
around US $ 10,000 to US $ 12,000 per person per year.

Note 5. ‘Evergreening’is the process of interminably extending the life of a patent- 20 years as per Indian Patent law fo
drugs - by inventing new uses, indications or even dosages and/or by trivially modifying the structure of the drug’
(Srinivas,2007 p.3688)

Note 6. “eligible importing Member” means any least-developed country Member, and any other Member that has made
notification to the Council for TRIPS of its intention to use the system as an importer(WTO website)

Note 7.A generic drug is a non-branded copy of a branded drug, and is supposed to be an identical , or ‘bio-equivalent
copy. ltis allowed to be produced and marketed after the brand name drug’s patent expired or in circumstances where t
drug patent does not apply(e.g. the exception to exclusive rights via a compulsory licence), or has been waived by tf
patent holder.

Note 8. After the inclusion of Doha DeclarationTiRIPSAgreement (Article 66 and the associated extension of the deadline
in the Doha Declaration on tHR&®IPSAgreement and public Health), LDC countries now under no obligation to provide for
pharmaceutical product patent until 1.1.2016.

Note 9. ‘Eligible Importing Member’ means any least-developed country Member, and any other Member that has made
notification to the Council for TRIPS of its intention to use the system as an importer.

Note 10. Parallel importation refers to the importation and resale in a country, without the consent of the patent holder, of
patented product that has been legally marketed in the exporting country, thus allowing one to “shop around” for a goo
price and enabling competition(Reinhardt,2006).
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Annexure 1. LDCs with no pharmaceutical Manufacturing Base

1. Bhutan 2. Burkina-Faso 3. Burundi 4. Cerffalcan Rep 5. Chad 6. Comoros 7. Djibouti 8. Equatorial Guinea 9. Guinea
10.Guinea-Bissaull Maldives 12. Mauritania 13. Rwanda 14. $ame & Principe 15. Senegal T&go

Annexure 2. Pharmaceutical Import based Countries (with very limited or insufficient manufacturing capabilities)
1.Afghanistan 2. Benin 3. Cambodia 4. Ethiopia 5. Lao People’s DR 6. Liberia 7. Malawi 8. Mozambique 9. Myanmar 10. Nepal

11. Sierra Leone 12. Somalia 13. Sudan 14. Ugandéebfen 16. Zambia 17. Kenya(Non LDC) 18. Sri Lanka(Non LDC)
19.Tanzania(Non LDC) 20/ietnam(Non LDC) (Source; Hassan, 2006)

Table 1. Development level on adoption of pharmaceutical product patents

Year of adapti GDP per capita
Japan 1976 24043
Switzerland 1977 36965
Denmark 1983 28010
Sweden 1978 21896
Canada 1983 16296
Brazil 1996 4482
Pakistan 2005 508
India 2005 450
China 1992/93 $424
Bangladesh Future $435

Source: Lanjouywd. (2002), “Intellectual Property and #veailability of pharmaceuticals in Poor Countrie€éntee for
Global Development @¥king

Paper No. 5Washington Centre for Global Development in Subramanian, 2004 and Bangladesh Bank.
( http://www.cgdev.org/content/publications/detail/2785/)
Table 2. Price Reduction Resulting from Issuance of Compulsory Licensing

2001 prices(USD) 2004 prices(USD) % drop in price
Combivir 286.28 57.99 80%
(60 tablets)
AZT(100 tablets) 77.58 36.08 53%
3TC(60 tablets) 141.75 46.39 67%

(Source: Ling, 2005 cited in Smith, 20(
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Table 3. Stakeholders’ Perception about impadiRiPSAgreement on Bangladesh
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Strongly
agree

%

Agree

%

Not sure

%

Disagree

%

Strongly
disagree

%

a. Implementation of
TRIPS agreement will
result in significant
price increase of
medicine

10

70

10

10

b. TRIPS gives
Bangladesh a unique
opportunity to
capitalize by exporting
medicines to eligible
importing countries
during the transition
period of upto
1.1.2016

10

70

10

10

c. Small
pharmaceutical
companies will face
difficult situation in
the patent regime

20

70

10

d. Bangladesh does
have the research
capacity to produce
raw materials for
drugs

20

70

10

e. Bangladesh
Pharmaceutical
industry needs to
investin R &D

70

30

f. Pharmaceutical
companies should
form joint
collaboration with
global companies to
benefit from their
skills, R & D and
enjoy synergy

10

50

20

20

g To face the
challenge of post 201

challenge i.e. paten
regime Challenge
Bangladesh hav

[92]

—

1%

enough preparation

10

30

60




Table 4TRIPS Flexibilities andssociated Requirements
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Policy measure

Requirements

1.Importing the drug

a.
licensing (CL)

Compulsory

A country can import generic version
Member states have the freedom
determine the grounds(except in the ¢
technology)

licences are given.

of semi-conductor

which such T

where the drug is not patented or in wh

(Srinivas,2003)

the patented product by issuing a (

upd

imported drug can be from a countryhe patent holder.

the drug is patented(in which case
exporting country has also to issue a (

ofThe applicant has to firstl
Lnegotiate to obtain a volunta
iicence from the patent holde
asaed if that fails, then a CL can
rbe granted. Adequaile
heompensation has to be paid

ch
he
CL)

b. Government use

A generic version of the patedtad can
be  imported ‘public
non-commercial use’ by the governme

also for

Under this ‘government use
, procedure, the prior consent
nor negotiations with the pate

sold at a lower price than in the importi
country. This is allowed under Article 6
the TRIPS Agreement on exhaustion

stating that each WTO member is ‘free

establish its own regime for sug

exhaustion without challenge.’

where the same patented product is be

rights. Doha declaration affirms this &

This is designed and facilitating theholder are not required, but
government to use the imported drug. | adequate compensation has|to
be paid.
C. ~ Parallell patented product (not the generic versiphere is no need for an
mg?ertlaot;on can be imported form another countrymporter to obtain a CL or pay

ilgmpensation to the pate
ndnolder.

Df
of
y
to
h

Local Manufacture

of Generics

a. Compulsory

licensing

If a drug is patented in a country, gene
version of the drug can be
manufactured by a local company or by

local

agency (including government ageng
that has been granted CL by t
government.

riche applicant has to negotiate
e

if

yto obtain a voluntary licenc
ainom the patent holder, and
yvihat fails, then a CL can b
This
however, does not apply if th

e

hgranted. requiremen

=% D

CL is issued on grounds o
public non commercial use, fq
t

anticompetitive

national emergency or
remedy
practices. Compensation has

be paid.
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b. Government use

The government can assign tdkcpr
private agency the right to local

manufacture a patented product withoutolder s

the consent of the patent holder, provig
the drugs
non-commercial purpose

are used for a pub

The prior consent  or
ynegotiation with the patent
not required.

edompensation has to be paid
ic

Exporting

A local producer of generic version
patented drugs under a CL or governme

use provision may export of its output tauantities of the drug required,

with
manufacturing capacity.

countries no or

inadequateconfirm it has insufficient o

bfThe importing country has tp

meotify the WTO of the

no manufacturing capacitig

CL.
re-exportation of the patente

S
and that it intends to grant |a
It also has to prevent

d

products.

(Adapted from Smith, 2005)



