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1. GENERAL 



'Health for all' is becoming a distant dream for developing countries, especially those with  growing number of population affected by HIV/AIDS or other life style diseases for which there are only few medicines and virtually no alternatives. Access to medicines in these countries is a problem due to various reasons. While lack of purchasing ability of the people and health cover are one side of the issue, international free trade agreements (FTAs) governing countries also play an important role in impeding access to medicines, particularly, newly invented drugs.
 

Health is the supreme concern of every human being because a healthy mind lives in a healthy body. Access to medicine is a constituent of sound health. In the constitution of India there are several provisions in respect of right to health. Art.21
 of the constitution of India provides that, “No person shall be deprived of his life or personal liberty accept according to procedure established by law.”


Supreme Court in Maneka Gandhi Vs U.O.I.
 and Francis Coralie Vs Union Territory of Delhi
 liberally interpreted the expression ‘life’. S.C. said life does not mean mere animal existence. “The right to life includes the right to live with human dignity”, on the basis of this liberal interpretation S.C. in Consumer Education & Research Centre Vs Union of India
 held that right to health and medical aid to protect the health is a fundamental right under Art. 21. S.C. again in Parmanand Katara Vs Union of India
 held that right to health and medical assistance is a fundamental right under Art.21. Thus judiciary through its patent weapon of interpretation & judicial activism extended the ambit of Art.21 so as to include the right to health in itself. Part III under which Art.21 is kept is justifiable. If there is any violation of these fundamental rights then under Art.32 Supreme Court & under Art.226 High court may be recoursed.


In part VI of constitution which deals with Directive Principle of State Policy there are several provisions in respect of health. Art.38 (1)
 says that “The state shall strive to promote the welfare of the people by securing and protecting as effectively as it may a social order in which justice social, economic and political shall inform all the institutions of the national life.” Further in Art.47 a duty has been caste on the state to raise the level of nutrition and the standard of living and to improve public health. This Article says that “The state shall regard the raising of the level of nutrition and the standard of living of its people and the improvement of the public health as among its primary duties and in particular the state shall endeavor to bring about prohibition of the consumption except for medical purpose of intoxicating drugs and drugs which are injuries to health.” The Art. 48A is also related to health indirectly. It says that “The state shall endeavor to protect and improve the environment and to safeguard the forest and wildlife of the country.”


Thus our supreme law of the land i.e. the Constitution has given good response to health issues. Our constitution is not blind on health issue. It is again evident from Preamble where social justice comes before economic and political justice.


There are several provisions in International documents regarding health issues. Universal Declaration of Human Rights 1948 provides that, “Everyone has the right to a standard of living adequate for the health and well being of himself and his family, including food, clothing, housing and medical care and necessary services and the right to security in the event of unemployment, sickness, disability, widowhood, old age or other lack of livelihood in circumstances beyond his control.
” International covenant on Economic, Social and Cultural Rights in its Art.12 deals with right to physical and mental health.


Thus with these national and International provisions we can conclude that we have left no stone unturned to secure public health at both National and International level.


Right to health is directly related to access to medicine. The access to medicine has been seriously affected by new patent regime. Let us take an example German Vs US Pharmaceutical
  Companies has patented some specific medicines which are used to cure AIDS patients. These medicines are key ingredients of anti retro viral techniques. ART is a process to cure HIV patients by which there immune system is stabilized. Tenofovir is such a medicine. Gilead the US Pharma Company has taken 6 patents for it which are valid up to 2017. These patents are benefiting these companies. Pharma Companies of developed nations through patents monopolising these drugs. In such a situation these medicines are beyond access of developing nations in International market.


 Supporters of new patent regime say that patent is not the only factor for the inaccessibility to medicine; there are several other factors. “A patent
 is not necessarily the determining factor in the price of drugs. The price of drugs depends on a wide variety of factors, including the cost of research and development, production, distribution and marketing .Still the actual market price is often marginal to the problem of access to drugs. Even reducing the price of HIV/AIDS treatment to cover the costs of basic manufacturing and distribution alone, as was recently done in a number of countries hardest hit by the crisis, still keeps the cost of annual treatment as between $ 350 & $ 600 per year. These prices which are similar to the cost of generic version of the same drugs and make no provision for recouping the cost of R&D, are still above the annual per capita incomes of some countries with high level of HIV/AIDS.”

            New patent regime compels the developing and least developed nations to promote their R&D (Research and Development) wing. Henry Grabowski
 in his article writes that “The patent system has played a critical role in incentivizing R & D investments for global disease like AIDS, cardiovascular illness, and cancer. At the same time, relatively little public or privately supported R&D investment is currently directed to disease specific to developing countries such as malaria, tuberculosis and schistosomiasis, even though these diseases currently afflict millions of individuals. This lack of strong interest is illustrated by the fact that only 13 of the more than 12,000 new drugs introduced globally, between 1975 and 1997, were specifically directed to tropical diseases. The basic problem, from a return on investment perspective, is the low income and low expected potential sales in developing markets. The problem is compounded by the lack of patent protection in many developing countries, the fact that developing countries devote as little as $2 per capita pre year on health, and the reluctance of developed nations to come to their aid. 

A different, but related issue involves access to new medicine developed in high income countries for global disease like AIDS and hepatitis, cancer and cardiovascular illness. It must be noted that more than 90% of the drugs on the World Health Organization’s (WHO) List of Essential Drugs are not patent protected, and are sold at comparatively low prices. Nevertheless, the extremely low per capita spending on medicines in those nations suggests that low prices on essential drugs do not, on their own, result in adequate utilization. In the case of patented drugs, their comparatively higher prices can serve as an additional barrier to many individuals in gaining access to the newest medicines. The development of several new medicines to treat AIDS in the 1990s has brought the access issue to the fore in sub-Sahairan Africa and other developing countries experiencing this global epidemic.

Recent events have shown that developing countries, when confronting epidemics and national health emergencies, do posses some viable options for gaining access to patented medicines. Under the TRIPS agreement, countries retain various policy instruments such as compulsory licensing and price controls for gaining access to new medicines in the case of national health emergencies, and various other circumstances. Furthermore, the goodwill benefit from corporate philanthropy as well as critical glare for unfavorable international publicity can be powerful carrot-and-stick forces for facilitating access to these new medicines at a reasonable cost. In the case of AIDS, many of the drug manufacturers have agreed to provide their medicines at cot, and some now provide their products without charge as charitable donations to those countries.

2.  PATENT AND ESCALATION OF PRICES OF MEDICINE:

            A medicine is panacea for a fatal disease. Therefore, their availability & affordability is sine quo non for sound health of people. Prices of medicines determine their accessibility. Mr. J. L. Gupta
 in his article rightly remarks that “In the field of human health the grant of product patent to pharmaceuticals inevitably leads to a great escalation in the price of life saving drugs. A majority of people find the prices to be prohibitive.” The poor and their rights to life fall at the mercy of fatal fate. For example
, Glaxo one of the MNC markets, Zentac an antacid in India, UK & USA. A ten tablets strip of Zentec in India costs a little above seven rupees. In England it cost 300 Rs. in USA it costs more than 800 Rs. Even in Pakistan it is sold on Rs. 12.5. one may ask why the Glaxo is selling the very same medicine in India at such a price and why it is selling the same in USA of more than hundred times the price in India. This is because we do not have product patent. The absence of a product patent has enabled a number of Indian pharmaceuticals companies to manufacture anti-acid tablets with the same properties by different process which are both cheaper and may be better. 

            But Indian pharmaceuticals may not be permitted on the issue of price to exploit the present patent regime and their profiteering must be checked because without having good R&D they are producing tones of generic version of patented medicines. Thus product patent is a present day need. The old patent regime though appears good but it hampers the Research and Development of Indian pharmaceuticals. Indian pharma companies at international level has brought bad name for India by making generic version of patented drugs.

            Access to medicine
 depends on many factors, notably rational selection and use of drugs, adequate and substantive financing, affordable prices and reliable supply systems. Prices are only one factor. Yet prices are an important factor, especially in developing countries since while in developed countries pharmaceuticals are largely  publicly funded, through reimbursement and insurance scheme, in developing counties, typically, 50-95% of drugs are paid by the patients themselves. Thus in developing countries prices have direct implication for access to medicines. Because, in India very limited reimbursement & health insurance so prices become sole factor for accessibility to medicine.

            “Drug Prices
 become a key issue in countries that have been able to set up the basic physical and human infrastructure of the health system. They also directly affect the potential impact of donation programs such as the Global fund for AIDS, Tuberculosis and Malaria. This is plain arithmetic: A fivefold differences in the volume of drugs that can be purchased and donated by the fund.

            International Price
 comparisons have always been a contentious approach. But most people may find paradoxical and difficult to explain, not to say, to justify, that the price of a given drug might be higher in a developing than in a developed country. However, this situation, of which there is repeated evidence, can be easily explained by economic theory.

            Developing countries
 are characterized by a proportion of private, out-of-pocket financing of pharmaceuticals, in the range of 80% or more of total pharmaceutical expenditure, reflecting the lack of health insurance mentioned above. Moreover there are large income inequalities and a dual economy, where a small proportion of the population concentrates a high proportion of the total income and a high proportion live with a bare subsistence income. The middle class is almost inexistent. Under this type of income distribution pharmaceutical companies are likely to maximize their profits by charging high prices and focusing on the small affluent minority. Richer country with large insurance organizations and a government willing to negotiate with drug companies may obtain lower prices than the former. At least, for the people insured.

            In the past
, most country with no research industry did not recognize drug patents, which allowed them to free ride innovations. But research industry and industrialized countries promoted the TRIPS Agreement that forced countries to comply with developed countries IPR if they wanted to joined the GATT in order to benefit from broader markets in which to sell their products. The South Africa case and DOHA Declaration can be interpreted as an achieving of developing countries, a formal statement that public health goals should have priority over commercial interest. Some people seem to think that giving countries the legal capacity to issue a compulsory license is a solution to the problem of high prices. But this is not likely to suffer if the conditions, such as the building the capacity for managing the IPR system and ensuring the competition in the pharmaceutical market, are not met.

            There shall be no price hike due to new patent regime. The fear
 that prices of medicines will spiral is unfounded. In the first place we must realise the fact that 97% of all drugs manufactured in India are off patent and so it will remain unaffected. These cover all the life saving drugs as well as medicines of daily use for common ailments. In the patented drugs also, in most cases there are always alternatives available. In fact, a feature of a patent protection is that it spurs research, so that constantly alternatives keep appearing in the market and often the alternatives are better ones. Thus price control is inherently built in. Thus medicine will not go out of reach of the common man. After 2005 the number of new drugs receiving patent protection will only be a handful, since only those invented after 1995 can get a patent in India. As it takes over 8 to 12 years to test and develop a newly invented drug there will only be a trickle of such new drug after January 2005, and those are drugs largely unknown to us today. It is therefore entirely false and alarmist to claim that thousand of existing drugs will get patented and price of medicines will go up nothing of that sort will happen.

            The role of the generic pharmaceutical
 industry should not be lost sight of in this product market where India enjoys roughly 16% of the global market. Generic drug markets particularly outside India contribute significant to the revenue of major pharma companies. The global generic market is estimated to be about US $36 billion by 2005 and is expected to grow even further in view of the expiry of patents on drug worth sales of US $55-65 billion by 2005. The Indian pharma companies are raising alarm against new patent regime because it affects their profiteering severally.

            The opponents of new patent regime boldly say that the price
 of a patented drug would normally be much higher than other generic drugs. Currently not a single drug in the Indian pharma market is patented in India (barring three under EMRs). A dozen or so drugs marketed in India are under patent in other countries. There may get patented in India too in the coming months with new drugs stated to be introduced in the Indian market, the share of patented drugs is expected to rise. But then patent expiries too, would happen contributing to generic market. According to an estimate, given the current frequency of new drug discoveries in the world 25% of the Indian retail market would have patented of drugs by 2015. 

           The comparison of drug prices in India and international level is bound to occur. There is great difference in prices and it is evident from charts/tables
 given below---

Table -1

Comparison of Drug Prices, India and International (In Indian Rupees)

	 Drugs, dosage and package details 
	India
	Pakistan
	Indonesia
	U.K.
	U.S.A.

	Anti – Infectives

	Ciprofoxacin (500 mg, 10 tablets) 

Norfloxocin (400 mg, 10 tablets) 

Ofloxacin (200 mg 10 tablets) 

Cefpodoxime Proxetil (200 mg, 06 tablets) 
	29.00

20.70

40.00

114.00
	423.86

168.71

249.30

357.32
	393.00

130.63

204.34

264.00
	1185.70

304.78

818.30

773.21
	2352.35

1843.66

1973.79

1576.58

	Anti- Ulcerants 

	Diclofenac Sodium (50mg 10 tablets) 

Rantidine (150 mg, 10 tablets) 

Omeprazole (30 mg, 10 cap)

Lansoprazole (30mg 10cap.) 
	3.50

6.02

22.50

39.00
	84.71

74.09

578.00

684.90
	59.75

178.35

290.75

226.15
	60.96

247.16

870.91

708.08
	647.77

863.59

2047.50

1909.64

	Cardiovasculars 

	Atenolol (50 mg, 10 tablets) 

Amlodipine Besylete (5mg, 10 tablets) 
	7.50

7.80
	71.82

200.34
	119.70

78.42
	NA

338.28
	753.94

660.21

	Antiviral 

	Zidovudine (100 mg 10 cap.)

Zidovudine (30 mg 10 cap.)
	77.00

274.00
	313.47

NA
	331.65

NA
	996.16

4767.02
	895.90

4988.62

	Anti-histamine 

	Caterizine (10 mg 10 cap.)
	6.00
	35.71
	57.50
	262.19
	927.29

	Anti – Anxioltics 

	Alpramazoo (0.5 mg, 10 tablets) 

Fluoxetine (20 mg, 10 cap)
	7.00

25.80
	165.57

444.53
	31.05

143.40
	NA

395.79
	446.81

1416.42

	Anti – Cancer 

	Boposide (100 mg injection) 
	190.00
	554.69
	242.90
	1217.43
	6210.30

	Cholesterol Reducer 

	Atovastatin (10 mg 10 tablets )
	39.00
	NA
	565.95
	537.74
	1102.92

	Anti – Asthmatic 

	Salmeterol (25 mg)
	210.00
	NA
	782.65
	1628.25
	NA

	Urology 

	Sildenafil Citrate (50 mg 4 tablets) 
	48.00
	NA
	1356.93
	1614.89
	1744.00


THE SHARE OF INDIAN DRUG IN INDIAN MARKET

	Therapeutic
	Under patent(in Per cent)

	Antibiotics

Antibacterial

System-Antifungal

Cardiovascular

Non-steroidal

Inflammatory drugs

Anti-leprotics

Tranquilisers

Anti-convulsants

Anti-peptic ulcer drugs

Oral Diabetics

Anti-asthmatic

Anti-histamine

Cyclostatics and Anti-Leukemic

Contraceptive Hormones
	40.23

98.80

25.60

4018

22.16

69.96

74.12

65.93

65.92

55.30

47.53

21.34

32.41

88.79


     Table 3 

PRICES OF CANCER DRUGS IN THE MAIL BOX 

	Active Pharmaceutical ingredients 
	Threapeutics 
	Innovators 
	Brand name 
	Package details 
	Indian generic MRP
	Patented drug price 

	Gefitiniv
	Anti-cancer 
	Astrazeneca
	Iressa
	250 mg -30 tab.
	222$
	1802$

	Temozolomide 
	Anti-tumour 
	Scherring 
	Temodar
	250mg. 5 cap.
	500.82$
	1835$

	Zoledonic acid
	Anti-cancer 
	Novartis 
	Zometa
	4mg. 1 vial 
	64$
	224.30$

	Letrozole 
	Anti-cancer
	Novartis 
	Femara
	2.5mg. 30 tab.
	6.82$
	224.30$

	Ganciclovir
	CMV-Infection 
	Roche 
	Cytovene 
	250mg. 60 tab
	150$
	254$ 


       
This ups and downs is all because of old patent regime where only process was allowed. 

3 PATENT AND ESSENTIAL DRUGS

           The advancement of healthcare and quality of life not only in the developed nations but also in developing world including India, has made over the years can be described revolutionary. Today in India a person can live 64.4 years, whose life expectancy in 1951 was barely 36.7 years. In fact mortality rate has gone down from 146 to 70 per 1000 live births for the same period. One of the key elements, provision of essential medicines is a strong indicator of health care system of any country. Therefore, accessibility of essential medicines is vital for any noteworthy success in public health.

           In Human Development Report
, India has been ranked 126 among 177 countries. Life expectancy is 63.1 years. Infant, mortality rate is 62 per 1000 . Income per capita is US $ 3139 per annum. Adult literacy rate is 76.4. But Sri Lanka and Maldives have been ranked 93 & 98 respectively. We have progressed in a good way as compared to previous Human Development Report 2002 where life expectancy was 64.4 years & infant mortality rate was 70 per 1000. If we are not able to prove health facilities to our people than our rank in Human Development Report Index is bound to go down.

           Thus access to essential drugs is a key ingredient for good public health. “The essential drugs
” as defined by WHO are drugs that that individuals can afford.” An unnoticed feature of this definition is the conflict between need and affordability of a drug. Whether or not a drug is considered essential must not depend on its price. Even in pre-TRIPS era, a life-saving anticancer drug ‘Imatinib Mesylate’cost between Rs. 9000 and 12000 per month treatment in its generic version. Leflunomide, an effective drug for rheumatoid arthritis is priced Rs. 40 per tablet. India has been champion of world’s leading generic low cost medicines manufacturer, with sizeable percent of its export (including low cost HIV triple drugs) going to least developing countries. The supply of new affordable medicines will likely disappear in the new patent regime (product patent regime). India is smitten
 with infectious and parasitic diseases, for which any hardly investment are made by MNCs for development of drug and therefore majority of people with tropical diseases do not have access to modern treatment. Everyone opines the same fate of post TRIPS era in India; cost for AIDS treatment as well as treatment for cancer, diabetes and heart disease will rise on the top of it, it will be a luxury to have access to newer generics and better therapeutically active drugs.

           The right to life and health is a fundamental right guaranteed to every person living in India and is non negotiable. But in new patent regime ,product patent protection for medicines and agrochemicals creates monopoly and eliminates competition in the pharmaceutical market. Drug companies often abuse the patent monopoly and fix exorbitant prices for the patented medicines. The introduction f product patent thus reduces accessibility and affordability of drugs. Health is one of the basic fundamental needs of all human beings. In legal terms fundamental Human treaties recognise the right to the enjoyment of the highest attainable standards of physical and mental health. Health policies encompass a number of elements from prevention to cure and aces to drugs. While all elements are important, the question of access to drug stands out in the context of the TRIPS Agreement.

((((
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