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Abstract

 

 

Life expectancy has almost doubled in India over fifty years. But health care 

delivery is skewed heavily in favour of urban over rural India. This is true on any 

parameter of availability, of doctors, nurses, hospital beds, chemists or medicines.

 

Despite an elaborate health care delivery structure built by government over the 

years, and a rich variety of medical systems, the poor spend a disproportionate 

proportion of their incomes on health care. They spend primarily on allopathic 

systems, mostly

 delivered by private practitioners who are most often unqualified 

and untrained quacks. The prevalence of fake drugs is also high. The poor buy them 

because they find them to be affordable and cheap. There is considerable cross 

prescribing, despite its be

ing prohibited, for example, ayurveds prescribing 

antibiotics, and over

-

prescription as when powerful drugs are given for minor 

ailments. Drug Price control had for many years kept pharmaceutical prices at low 

levels, but they have risen in the late 1990’s

. There is no national list of basic drugs, 

and very few available in generic form at low prices. The large number of small 

manufacturers with uncertain testing and quality standards, also makes their 

quality suspect. Retail distribution is heavily urban i

n coverage, and inadequate, so 

that many unqualified retailers dispense drugs, including ethical drugs. Product 

patents are to come into operation in 2005. Until then process patents continue and 

provisions for compulsory licensing will remain on paper. In

dia has large and 

integrated pharmaceutical manufacturing, and local manufacture is of much lower 

cost. In policy terms it might be in India’s interest to push compulsory licensing as 

far as the WTO dispute resolution mechanism will allow it to go. The dru

gs control 

regulatory apparatus in India at both the Centre and the State level is inefficient 

and ineffective. Manufacturers, with little regulation, drive the drugs delivery. The 

present health care delivery can be made more efficient and effective by co

-

opting 

the private manufacturer, using basic training, developing a core list of generic 

drugs, strengthening the regulatory framework, and preventing misuse and abuse.     
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I    INTRODUCTION

Ivan Illich1 wrote “Medical Nemesis-The Expropriation of Health” in 1976. 1 His observations were about the Western medical system, but they are valid even for India today. 

“The medical establishment has become a major threat to health. The disabling impact of professional control over medicine has reached the proportions of an epidemic. Iatrogenesis, the name for this new epidemic, comes from iatros, the Greek word for physician, and genesis, meaning origin.  (Page xi)

“The recovery from society-wide iatrogenic disease is a political task, not a professional one. It must be based on a grassroots consensus about the balance between the civil liberty to heal and the civil right to equitable health care. (Page xiv)

 “The pain, dysfunction, disability, and anguish resulting from technical medical intervention now rival the morbidity due to traffic and industrial accidents and even war-related activities, and make the impact of medicine one of the most rapidly expanding epidemics of our time. (Page 17)

“Medicines have always been potentially poisonous, but their unwanted side-effects have increased with their power and widespread use. (Page 19)

“During his short tenure as President of Chile, Dr Salvadoe Allende, proposed to ban drugs unless they had been tried on paying clients in North America or Europe for as long as the patent protection would run. He revived a programme aimed at reducing the national pharmacopeia to a few dozen items, more or less the same as those carried by the Chineese barefoot doctor in his black wicker box. (Page 62)

“The age of great discoveries in pharmocology lies behind us…  ..Novelties are either ‘package deals’-fixed dose combinations-or medical ‘me-toos’ that are prescribed by physicians because they are well-promoted. (Page 69)

“The ideology promoted by contemporary cosmopolitan medical enterprise..radically undermines the continuation of old cultural programmes and prevents the emergence of new ones that would provide a pattern for self-care and suffering.” (Page 125).

In this paper we shall assemble data to show that the Indian in low income groups whether in urban or rural areas, is getting the worst of the Western system of medicine.  

“India has, and has had for some time, a highly pluralistic health care system. Several major systems of medicine coexist in India today with official recognition and some support, including allopathic, ayurveda, unani, siddha, and homeopathy.” (Peter A Bernan2)

Tables 1 and 2 give the results of a survey conducted by NCAER in 1992, (Page 73 and 74)3 which show that the major system in use by the urban and the rural resident is allopathy. While other systems are also used, allopathy is the principal one, chiefly because of the speed with which chemical drugs alleviate symptoms and enable the patient to resume work. In a situation when employment is mainly casual and on daily wages, this is important, if income is not to be lost.  

Expenditures: Further, many surveys (quoted by Peter Berman)2 have shown that three-quarters or thereabouts of India’s total health expenditure comes from the out-of-pocket disbursements of households. Government sources (central and state) account for 21.7% according to one survey, corroborated by other surveys. While curative services account for the major portion of expenditure on primary care, preventive and public health expenditures are not much lower. However, in both, it is the household that incurs the major portion of the expenditures.  Of the estimated expenditure of 6% of GDP, primary care accounts for around 2/3rd. The expenditure of 6% of GDP is a higher portion of incomes than in many wealthier Asian countries like Thailand and Korea. Between the Centre and the states, it is the states that outspend the Centre. Even on preventive and public health services, and despite government ownership of most of the institutions and therefore of the hospital beds, government expenditures are only 24% of inpatient treatment expenditures (Table3-from Peter Berman, Page 1467). Fees in government-owned hospitals might be free or ostensibly low, but households report sizeable out-of-pocket expenditures. 

The NCAER surveys3 show (see Table 3) that these expenditures in overall terms (per non-hospitalized illness episode in rural India) are on fees and medicines (71.3%) which are otherwise not available, on transport (13.10%), special diet (7.34%), clinical tests (3.95%), and on bribes and tips to hospital staff (0.77%). Anecdotal evidence suggests that public hospitals are unable to give medicines and that bribes and tips have to  paid to hospital staff. In both urban and rural areas, such out-of-pocket expenditures in total expenditures on non-hospital treatment are over 60%. The percentage of illness episodes that go to private providers is over 80% in rural and about the same in urban India. Private ambulatory care is a critical part of the health care system. This does not vary much between income groups, and in fact, there may be more use of non-government providers by the poor. Except in the highest income quartile, tuberculosis treatment in almost 2/3rds of cases is by government providers. But both malaria and dysentery are overwhelmingly (around 80%) treated in all income groups by non-government providers. The preferred system of medicine was allopathy. Tables 1 and 2 from the NCAER survey show that both in urban and rural areas, over 80% (in many cases over 90%) of non-hospitalized illness episodes were treated by allopathy. 

Morbidity Prevalence: NCAER in the “India Human Development Report”4 uses survey data to estimate short duration morbidity prevalence rate and point prevalence rate of major morbidity. The former has a reference period of 30 days and is estimated per 1000 population. The latter is measured per 100000 population in terms of the point prevalence rate. The all-India prevalence per 1000 population, of short duration morbidity was 31 in the case of diarrhoea, 72 in the case of coughs/colds, and 25 for fever. Except for diarrhoea, the prevalence was higher among females than males. Major morbidity prevalence was 4578 per 100000 population. 

There was a fairly strong variation of prevalence between states, as well as high female prevalence. Madhya Pradesh, West Bengal, Tamil Nadu, Andhra, Punjab, Haryana and Orissa were high in short duration morbidity. The low prevalence states were Gujarat, Maharashtra, Kerala, Uttar Pradesh and Rajasthan. ST’s suffered from high incidence of diarrhoea. 

The prevalence of major morbidity was high in Andhra, Kerala, Tamil Nadu, Punjab and Haryana and among adults and the older population. About 41 million people are estimated to suffer from major morbidity at a given point of time. The prevalence ratio is highest for hypertension, followed by tuberculosis. Both short-term and major morbidity are disproportionately higher among the vulnerable population groups including, wage labour, minority communities, and low income groups. 

There were gender disparities in expenditures on health care. In the age group 0-4 years, it was 10% higher on males than on females, then declined to 55 in the middle years, and from age 60 and above it was 11% higher. Average expenditures are 4% of rural household income, but among them the poor spend about 9% of their income.  

Privatization of Health Care:  

The Human Development Report 2001 of UNDP5 gives the population having access to essential drugs in India as being 35%, and estimates the incidence of major diseases at

· HIV/AIDS-0.70% of adults

· Malaria per 100000 people-275

· Tuberculosis per 100000 people-115

· Infant Mortality rate per 1000 live births-70

· Under 5 Mortality Rate per 1000 live births-98

· Maternal Mortality Rate per 100000 live births-410

The situation in India is much worse than it is in China, despite health expenditures as percentage of GDP (estimated by Peter Berman-opcit) at about 3.5% versus 6% in India. The difference is also that public expenditures account for around 60% in China and about 25% in India. Thus from the point of view of the user, the health sector in India is privatized, contrary to the impression that government plays the dominant role in it, if the government’s role is normally expected as a supplier of free or below cost health care at least to the poor. 

The use of public and private sector for service delivery varies between outpatient treatment, hospitalization and immunization. The Human Development Network of the World Bank6 has used NSSO data and estimated that public sector delivery is for 90% of immunization, 60% of prenatal care, 55% of institutional deliveries, 45% of other hospitalization and 18% of outpatient care.

Cost recovery6 in the public sector is below 2% in most states, though somehave higher recoveries (Haryana 9.51%, Kerala 15.86%, and Punjab 10.67%). Cost recovery is poor due to 

· the absence of an institutional framework for receiving user charges

· low fees and inadequate collection mechanisms

·  difficulty in targeting poor for exemption from user charges, and implementing it

· government budgeting systems that prevent such extra fees from being spent at the point of collection, and their being remitted to the government treasury.

ACHIEVEMENTS

There is no doubting the very considerable achievements in health in India since independence. Immunization against tuberculosis of 72% of one-year olds, and 55% against measles, 67% use of oral rehydration therapy, 48% contraceptive prevalence, are outstanding achievements. This has been possible because of improved water, sanitation and excellent administration of the delivery of immunization programmes. Improved water sources are now available to 88% of the population, but adequate sanitation facilities are available to only 31%, 35% have access to essential drugs, the number of doctors per 100000 population is 48 (versus 162 in China), 21% of the total population is undernourished, 53% of children under 5 are under weight for their age, 33% of infants have low birth weight, the number of malaria cases is 275 per 100000 people and 115 in the case of tuberculosis (52 in China).5 

The norms set out for achievement in terms of health infrastrucuture have not been achieved. Thus:7
Population covered by a sub-centre was to be 3000-5000, while the approximate achievment was 5304;

Population covered by a PHC was to be 20000-30000, actual-35371; 

Population covered by a community health center was to be about 1lakh, while actual was 4.07 lakhs;

Number of sub-centres for each PHC was to be 6, while the actual was 11.5 PHC’s;

Trained village health guides were to be one for each village/1000 population, while the actual was one per 1,44 villages;

There was to be at least one trained dai per village, while the achievement was 1.03;

Against 3000-5000 males and 3000-5000 females who were to be served by health workers, the achievement was 7188 and 5261 respectively. 

Health care is not merely about doctors and medicines. They deal with illnesses. It is perhaps even more about good drinking water, sanitation, adequate nutrition, immunization , child and mother care.

On top of inadequacies in these areas, the availability of doctors and medicines is an additional lack. It is much worse in rural than in urban India. 

RURAL HEALTH

According to the figures from the Ministry of Health, Government of India,8 there were 503900 medical practitioners registered with the Medical Council of India in 1998, 28705 dentists (1997), 607376 men and women registered as general nurses and midwives, 301691 auxiliary nurse-midwives/health workers and 24824 health visitors. 

In rural India, there were at that time, 393042 men and women village health guides of which the number actually working were 323208, 601261 trained dais and 116592 untrained dais. It was estimated that rural areas required 11652 specialists (in surgery, obstetrics and gynecology, pediatricians and physicians), and the shortfall was 7332. Against 23179 doctors required at primary health care centres, the shortfall was 2186. The number of male health assistants required was 23179, and the shortfall was 5040, while female health assistants required were 23179 with a shortfall of 4246.There was a shortfall of 64651 male health workers (required 137006) and of 28251 of female health workers (required 160185). The number of pharmacists required was 26092 and there was a  shortfall of 6790. Against 26092 laboratory technicians required, the shortfall was 13153. The nurse midwife requirement was 43573 with a shortfall of 20419. Thus there is a serious shortage of healthcare manpower in rural areas, and particularly of medical specialists, laboratory technicians and pharmacists.   

When we look at the physical infrastructure for rural health care, we see a considerable imbalance with the urban infrastructure. Against 4566 rural hospitals with 123563 beds, urban hospitals were 10301 with 491593 beds. There were 11964 rural allopathic dispensaries with 13108 beds, while urban dispensaries were 16315 with 12249 beds. 

PRIVATE RURAL PRACTITIONERS

This infrastructure relates almost entirely to allopathic medical practice and is clearly grossly inadequate for India as a whole, and even more so for rural India. As far as the rural patient is concerned, care is provided by an estimated one to one-and-a-quarter million private rural practitioners, “a figure which is uncertain but seen by most to be a reasonable estimate” ( Rhode & Hema Vishwanathan)9. In comparison with the 503900 medical practitioners, (of which only 25418 are in PHC’s), who are mostly in urban areas, these private rural practitioners are handling the “majority of cases seeking medical care in India’s 600000 villages”  “It is interesting to note that both the practitioners themselves as well as the patients they serve, consider their practice restricted almost exclusively to minor illnesses and their treatment is related to rapid relief from symptoms rather than total cure of the illness. They are in this regard functioning in a very real sense as primary health care assistants, referring the more serious and intractable problems to other professionals most often located in towns and cities”.

The authors develop a profile of rural practitioners from 3 studies:

                                                 Study 1      Study 2         Study 3                    

Average Age                              39                36                    38

Gender                                        NA               NA       487 men  1 woman

Average monthly income from 

Medical practice (Rs)              852              1031              928

Medical practiice as sole

Occupation      (%)                    59                   44                 45

Illiterate                                      3                      -                      -

Schooled SSC or less (%)                48                    50                   32

Beyond school   (%)                         49                     50                  68 

Incidentally, even Kerala, held up as the model of successful health policy, also has widespread private ambulatory provision. Kerala also has the largest share of private hospital beds of any state in India.

For the poor, and especially in rural India, these private providers meet a felt need. There are serious weaknesses that have to be set right. However, denying their existence or trying to abolish them when no alternative delivery system is in sight, would be a disaster. 

The 1990-91 estimated total health expenditures (quoted in Rhode and Vishwanathan) gave the following results:

	                                          Percentage

	Government                        42.7%

	Private:                               57.3%

____________________________________________________________                              

  Rural                                 42.7%

	  Urban                                14.6% 

	  Total                                   100

	

	


The data on health care in India is sparse and very dated. Survey results from the National Sample Survey are released after years, and are not the stuff that makes for newspaper headlines. NCAER, conducts large sample surveys covering every district in India and with a sample of 500000 (later reduced to 300000) households, to study the trends in consumption of selected manufactured consumer goods. This information also threw up data on income distribution by broad categories, and enabled projection of the Indian market as large, growing fast, and with a huge potential among the poor and in rural India. Since so many households were interviewed for the survey, it was a good opportunity to find out something about household expenditures on health in the same survey. This data was collected on two occasions, analyzed and released within a year of the surveys. It was the first attempt outside the NSS to conduct such a study, and it was very timely, since the NSS data that was available was over five years old. 

The NCAER surveys showed that poor rural households spent a larger portion of their incomes on health than others. This was despite the comprehensive structure of health care that had been built up over the years by governments. For the poor, health care was meant to be free. The primary health center was to be supported by referral hospitals for more complicated ailments and treatments. The primary health center would have a doctor, supply medicines and be able to diagnose and treat the majority of common ailments. The hospitals would deal with illnesses requiring hospitalization, which would be free, and would also supply medicines. The reality was found to be very different in the primary health centres and in the hospitals. The patient spent a good deal of money on medicines in the primary health center, and the doctors were rarely available. When they were, they had in most cases, to be paid. Medicines were not freely available and had to be bought. The patient also had to wait interminably, to be attended. Since most of the poor are daily wage casual workers, they could not afford to lose even a day’s work. They therefore avoided the ‘free’ government service and instead went to the private practitioner. This was also the reason that they preferred allopathy, since the chemical drugs gave them quick relief and hence prevented the loss of work and wages. (When asked the reasons for choice of treatment by type of treatment for hospitalization cases, 53% of rural and 77% of urban respondents preferred the public system because it was inexpensive/free, while the preference for private delivery because of good reputation was 50% in rural and 55% in urban).  

These private practitioners call themselves ‘RMP’ or registered medical practitioners, a title to which most are not entitled, since legally, it is meant to stand for those with a MBBS degree. There is no reliable estimate of these untrained providers. Apart from their not being registered, the Supreme Court has held their work to be illegal, and has labeled them as ‘quacks’. 

According to the study by Rhode & Vishwanathan, 50% of them had completed only middle school and 40% had completed high school, 11% were trained in ayurveda, 6% in unani, 4% in homeopathy and 1% were pharmacists. Thus, though the overwhelming number of these practitioners used allopathic medicines, they were not qualified for their use, not trained for the purpose. It has been estimated that there are one to one and a quarter million such quacks, unqualified people practicing medicine (quoted in DoorDarshan TV programme on July 38 2002). They use intravenous fluids, antibiotics, steroids, give dental treatment, treat infants, set fractures, and also treat arthritis, tuberculosis, sexually transmitted diseases and sexual problems, (Rhode and Vishwanathan) for none of which they have any competence or qualification. Pharmaceutical companies woo these practitioners with free samples of their products, since they constitute a large source for prescription and use of their products. Retailers sell such products freely to them and to others. So do nursing homes give them payments, since the quacks refer any complications in their patients to them. Giving samples to unqualified people, paying touts to send patients, stocking and selling prescription drugs without prescriptions by qualified medical practitioners, are practices not permitted by law. The law tries to protect the patient. The practice is the opposite. The Drug Control Authorities over the country are understaffed, impotent to act. Many are on the payroll of practitioners and manufacturers. What is worse is that there is a huge fake drug manufacturing industry in India, producing between Rs. 1500 crores to Rs. 3900 crores in a year, and accounting for up to 30% of the total industry production. (Economic Times, Bombay, July 12 2002). These fakes look like the genuine articles except that they do not have enough of the active ingredients (and many times not at all), to make the drugs effective. The customers for these are mostly the poor, who are looking for low costs.     

The facts are that the poor and especially in rural India, prefer allopathy since it avoids loss of wages. The allopathic practice (hospitals, doctors, nurses, chemists, availability of medicines) is concentrated in urban India and in larger towns and cities. The government structure of health care is largely corrupt and ineffective in giving prompt attention to patients.  There is a gap and it has to be filled. Unqualified private practitioners meet it. What can be done to improve the quality of health care for the poor and especially in rural India? 

Problems with Private Sector Providers

These have been listed in the report on “Better Health Systems for India’s Poor” referred to earlier10 and deal with the legitimate or recognized provider, not the million or more unrecognized, mostly untrained providers who mostly service the poor. 

“It has grown in an undirected fashion, with virtually no effective guidance on the location and scope of practice, and without effective standards for quality of care or public disclosure on practices and pricing. Quality of health care in the private sector has become a major concern in the popular press……

“The available studies are limited in scope. For example, a study in two districts of Maharashtra…found several hospitals that were operating without any licenses or registration and did not have even the basic infrastructure and personnel to carry out their functions [Nandraj and Duggal, “Physical Standards in the Private Health Sector”, Radical Journal of Health 2(2/3):141-84, 1996]. More recent studies in Calcutta and Bombay also indicate that private sector facilities are in poor condition and are frequently used to perform medically unnecessary procedures (Nandraj, Khot and Menon

[Accreditation of Hospitals:Breaking Boundaries in Health Care, Mumbai, CEHAT, 1999].

“Data on the performance of private hospitals are especially difficult to obtain. Most hospitals, including many of the large hospitals, do not have patient records or information systems to report on performance…The available evidence also suggests that private hospitals provide more intensive and extensive services, using more x-rays and laboratory tests per patient than the public sector [Homan and Thankappan “An examination of Public and Private Sector Sources of Inpatient Care in Trivandrum District, Kerala(India)1999”: Achuta Menon Centre for Health Services]. This finding may suggest good care or unnecessary expense; nonetheless, simple diagnostic tests such as x-rays and laboratory tests have been shown to be vastly underused in the public sector….

“A number of studies in India have pointed to medically inappropriate treatment by private providers who are linked to incentives provided by pharmaceutical companies and salesmen to increase sales of their products. [1. Shah G. 1996. “public Health-Urban Society Interface:A Study of Pneumonic Plague in Surat”. Centre for Social Studies, Surat, Gujarat. 2. Thaver,I.H., T.Harpham, B. McPake, and P. Garner, 1998. “Private Practitioners in the slums of Karachi:What quality care of they offer?” Social Science and Medicine 46:1441-9] 3. Phadke,A. 1998. “Drug Supply and Use: Towards a rational policy in India”. Sage Publications, New Delhi. 4.Greenhalgh, T. 1986. “Drug Marketing in the Third World: Beneath the Cosmetic Reforms”. Lancet 1 (8493):1318-20]”

Evaluation of private provision

Peter Berman (op cit page 1475) evaluates the role of private ambulatory care providers in India. This is apparently of botht he informal provider and the formal provider. The parameters for evaluation are given alongside:

Allocative Efficiency

· Meet felt needs and the largest share of expressed  demand for ambulatory treatment (utility-satisfying)

· Provide most services now being used for most problems of public health importance for which there are primary treatment interventions (potential health impact through focus on diseases for which there are highly cost-effective interventions available)

· May provide poor quality and technically inappropriate treatment , resulting in low benefit or real harm (negative to utility and health impact)

Technical efficiency

· Relatively low total cost per output, when patient direct and indirect costs are included
· Probably high cost per health benefit, where technical quality of care is poor
Equity

· Differentially reach lower income and rural populations (progressive distribution of benefits where technical quality of care is adequate)

· Major source of care for Largest financial burden on lower income groups (regressive in financing)

Health Impact

· Insufficient information to assess impact of private providers and relative impact in comparison to public providers for routine ambulatory illness care

Sustainability

Current capacity already supported through market demand and population willingness to pay. 

Private-Public Sector Delivery Comparison

A comparison of the National Sample survey data in two surveys of 1986-87 and 1995-96, throws up interesting results.11 “The public-private mix of utilization of out-patient and in-patient services....shows that by the mid-1980’s, over 70% of out-patient care was in the private sector, the bulk being provided by private doctors. This was true in both rural and urban areas. (but)..the public sector still accounted fro 60% of all in-patient care, the bulk being provided by public hospitals in rural and urban areas. 

“(The) cost-differential (as measured by average expenditure) between private and public out-patient care was only 5% in rural services and 8% in urban services. Given that the NSS survey did not include a range of costs such as bribes, tips, etc, that are known to be rampant in the public sector, one can safely conclude there was practically no cost difference between public and private out-patient services. In these circumstances, patients appear to have gone overwhelmingly to the private sector…

“(However), where private costs were relatively higher, the share of the private sector was lower…

“Untreated illness among the poor has clearly increased. Inequity by economic class appears to have worsened, and the divide between rich and poor in terms of untreated illness and expenditures on health services, as well as in the use of both public and private health care institutions, has grown...Gender inequity, particularly in untreated morbidity, remains severe.”. 

 There are numerous other studies and papers that confirm that private providers dominate the treatment-seeking pattern. This has been observed in a number of general and specific illness-related surveys. A large proportion of rural households receive no treatment at all, estimated in some surveys to be as much as 30%. A survey in 1989 which asked mothers, “for worrying symptoms, which health functionary would you first contact”9, found that the response varied between states, but that the overwhelming preference except in Gujarat was for the private doctor, followed by the government doctor. The responses were similar in urban and rural India:

Respondents                     Urban    Rural

Private doctor                    64%      57%

Government doctor           32          38

Health worker                     1            2

Traditional healer               1            1

No response                          2            2

The private practitioner does not usually depend on branded and packaged medicines alone. Some surveys show that these account for only 10% of such medication. The majority used a combination of branded medicines with those compounded by them. Even the oral rehydration therapy programme, a priority programme of government, has only 10% of mothers seeking the advise of health workers, 72% of children taken to private practitioners and 21% to government hospitals of PHC’s. It has been found in some studies that the faith healer is the first port of call by mothers in about 1/4th of cases of child diaahoea.

CO-OPTING THE PRIVATE PRACTITIONER

Recognizing that the only way to reach the rural poor was through these alternative private practitioners (APP), Janani, a non-profit social marketing and reproductive health services organization, launched a novel programme in Bihar to franchise reproductive health services through a network of APP’s. They are trained to identify reproductive tract infections, do pregnancy tests and offer referral to qualified urban based allopaths who are part of the network. Janani has now recruited 16000 APP’s and provided contraception for one million couple years. We must find ways to co-opt the ‘quack’ private practitioner after giving him basic training. He is the backbone of the health care system especially in rural India, and we must build on this huge and well-accepted network. Public policy needs to find ways to improve the delivery of health care services to the poor by upgrading the quality of the private delivery and integrating it with the public and the ‘legitimate’ private delivery. A number of suggestions have been made in this regard, and they are summarized below.

1. It is highly unlikely that public provision of health care can ever substitute the private provision. The supply of and demand for non-government provided out patient treatment is far in excess of government services. The patient also perceives government provision as inefficient, low quality and unable to be market responsive. What government can do is to improve the technical quality of care given by private practitioners.

2. The big issue for government is to improve and strengthen the existing private supply. Some possible new areas for action could be 

· Integrate private providers with national disease control programmes and local health care planning.

· Train private providers in standard treatment and in referring others.

· Improve mass education about appropriate treatments for common diseases.

3. We need a lot more data to be collected on the activities pf private providers over the country so that we can form a better idea of their number, qualifications, the treatments they offer, etc. 

Cost of Drugs in Health Care

· The article referred to earlier on “Structural Reforms and Health Equity” has this to say:

“The impact of the liberalization of the drug industry is starkly evident in the spiraling cost of drugs since the 1980’s. An analysis of drug prices between 1980 and 1995 revealed a 197% increase overall for 778 drugs selected for study”.  

“The rise in the cost of drugs is a result not only of increases in the actual prices of drugs, but is also affected by the prescribing practices of private practitioners who tend to substitute older drugs that may be as effective and less expensive, with newer, more expensive drugs”.

The rising costs of health care are reflected in the comparative NSSO data which show that the reasons for not undertaking treatment for illness, all-India, were financial. The same article gives the proportions giving this reason as having gone up between 1986-87 and 1995-96 from 15% to 24% in rural India, and 10% to 21% in urban India. 

DRUGS PRICE CONTROL

Until the late 1960’s the pharmaceutical industry in India was dominated by multinational corporations. Virtually no regulations governed the industry, especially on prices. In the early 1970’s, there was a flurry of activity. The Indian Patents Act was passed, which disallowed product patents, granted patents for processes for 5to 7 years, and introduced compulsory licensing in the public interest. The Drug (Price Control) Order was also promulgated, and a committee constituted to study the working of the industry. This Committee called for major changes and provided the inspiration for the Drug Policy of 1978. But its more radical recommendations were not implemented. Since then, the drugs price control system has been revised twice, each time reducing the number of drugs under price control, government’s controls on imports, liberalizing the retention and common sale prices of bulk drugs, as well as the retail and ceiling prices of scheduled formulations. The number of such medicines under price control has come down from 347 in 1997, to 163 in 1987, and 76 in 199512 

This relaxation in drugs price control was in line with the general trend to price deregulation, the pressure from Indian owned pharmaceutical companies that had developed considerably and whose concerns were becoming similar to those of foreign companies, and the concerted pressure from multinational companies and their governments. The present drugs price control policy is described in Pharmaceutical Policy, 2002, released by the Ministry of Chemicals and Fertilizers in February 2002. (Annexure 1). The new formula for deciding which bulk drugs will be price-controlled, is as follows:13
For bulk drugs with a sale of Rs 5 to 20 crores, the drug will be price-controlled if a formulator controls more than 50% of the market;

And for bulk drugs with a sale of above Rs 20 crores, the drug will be price-controlled if a formulator controls more than 90% of the market;

The method for controlling prices of formulations would continue as before, as per  the 1995 DPCO.

Certain drugs will be exempt from price control. The crteria for exemption are ;

· 15 year exemption for new drugs developed through indigenous R & D;

· Exemption till expiry of the patent for drugs whose process has been patented under the Indian Patents Act1970.

· And formulations involving new drug delivery systems registered under IPA 1970. 

· As far as mark-ups are concerned, the maximum allowable post-manufacturing expenses (MAPE) which was 40% under the DPCO of 1979, is 100% for all indigenously manufactured drugs. Secondly, a drug covered by patent can be exempted from price control. Thirdly, if the manufacturer can produce evidence to satisfy the National Pharmaceutical Pricing Authority (NPPA) that the ‘cost per day’ per medicine is  less than Rs 2 per day, that will also be exempt from price control. This will take commonly used essential drugs like aspirin, paracetamol, iron, folic acid, furazolidone, ‘B’complex, etc., out of price control. 

In earlier sections it has been suggested that in a country like India, with low purchasing power, high dependence on allopathic medications, poor medical delivery, large number pf dubious private practitioners, poorer drugs laws enforcement, it is necessary to have 

· A regulatory list of essential drugs

· Control over the release into the market of irrational drugs,

· Adoption of generic names to limit the excessive use of brands

· Control over fake and substandard drugs

· Control on the prescription of drugs in excessive dosage or for ailments for which they are not necessary.

· Drugs price control becomes complicated when there is as is the case at present, a plethora of thousands of irrational fixed dose combinations.  

The drug industry feels aggrieved that the Indian pharmaceutical industry is sought to be “reined in through unfair and over enthusiastic price control  measures”. Given the large volume of fake and spurious drugs in the Indian market, the industry believes that the imposition of restrictive price controls on drugs will result in a further boost to their manufacture.14 The National Campaign Committee on Drug Policy, takes a different view.15  He makes the following points:

· The number of price-controlled drugs was brought down in 1995 from 166 to 74

· This led to a spiral in drug prices

· In the decade of the 1990’s, the span of price controls has come down from in excess of 60% of the industry;s turnover to around 30%. But R & D expenditure has not spurted and is at around 2% of sales.

· It is true that drugs that are still under product patent protection elsewhere, are much cheaper in India because of the process patent regime that is to continue till 2005, after which this price advantage may be lost on those that continue to be under product patent. 

· But off-patent drugs are generally more expensive in India than in Sri Lanka or Bangla Desh.

· Drugs price control is not unique to India and is exercised effectively in market economies like Australia and the United Kingdom. In countries where the state provides health insurance (as in the UK, Canada, some countries in Europe), and in others where it is provided by health insurance companies or health management organizations, pressure is mounted by the providers to compel manufacturers to reduce the cost of medicines. Market mechanisms alone are not relied upon even in these countries stabilize prices. In India where there is no health insurance to speak of, and where government drug purchases are just 5-6% of the total drug market, drugs cannot be treated on par with other consumer goods, and the State has to play a proactive role  in their pricing. 

Drug Patents

The WTO agreement which India is a party to, will change the rules under which the Indian pharmaceutical industry has developed in the last three decades. Prior to the TRIPS  (Trade related intellectual property rights) agreement the intellectual property rights (that is, patents, utility models, trade marks, and industrial designs) were governed by the Paris convention of 1883, later revised a number of times, till 1967. This Convention left patents, terms of patent and its duration of protection to be decided by the concerned national government. The pharmaceutical industry witnessed the maximum divergence in practice. Some countries protected the end product. Others protected only the manufacturing process. Others protected neither. In 1984, the U.S. Trade Act  of 1974 was amended (Section 301). The President of the UA now had the power to impose trade sactions on those countries that gave inadequate intellectual property protection to goods of US origin. This led to seven years of negotiation and the birth of the Uruguay round of  TRIPS. The scope was greatly enhanced.  The WTO was established in 1995 and replaces the earlier GATT, as the implementing authority.

In brief, the implications of the minimum standards mentioned in the TRIPS agreement for the Indian pharmaceutical industry are:

· Patents will be granted for both products and processes for all inventions in all fields of technology.

· The patent term shall be 20 years from the date of the application (it was seven years under the Indian Patents Act of 1970).

· Since this shall apply to all member countries, there can be no differences in the protection terms prevalent in different countries.

· Patents will be granted irrespective of whether the drugs are produced locally or imported from another country.

· However, manufacturing or other such rights of the patented item can be granted to a person other than the patent holder.

· It is not the patent holder but the user who has to prove that a process other than the one used in the patented product has actually been used in the disputed product (in the 1970 Act this burden was on the patent holder.

· India has a transition period for implementation of the changes, which ends in January 2005. In 1999 amendments were made urccept applications for product patents from 1995 and to provide exclusive marketing rights in India for a period of five years or till the grant of product patents of other WTO member countries. 

In a comprehensive survey of the opportunities and threats arising out of these policy changes, N Lalitha makes suggestions for action by Indian industry to take advantage of the new policies.16  She sees them in two broad categories: due to process development capabilities in India and to lower costs of production:

PROCESS DEVELOPMENT CAPABILITIES

OPPORTUNITIES:                                                                                    



OBJECTION

1) Production of patented drugs through compulsory cross-licensing.   1)Limited production capacity with units with                            

2) Production of generic drugs of those nearing patent expiry.                Good R &D, good laboratory practices and good

                                                                                                                          Manufacturing practices.: hence only a few units will                                            

3) Produce off patent drugs.                                                                                                      Benefit. There is no provision for utility patents to benefit the 

                                                                                                                                                     Process development skills.

4) Contract manufacturing of patented products.

5) Develop new drug delivery mechanisms.

6) Concentrate on developing drugs specific to third world diseases.

LOWER COSTS OF PRODUCTION

i. FDI in manufacturing                                                              I Quality standards and good manufacturing 

ii. Wider export markets especially in generic                            practices will have to be strengthened

                                                                                                       Ii Low levels of domestic R & D and FDI in 

Products.                                                                                        R & D

Iii Contract manufacturing and research.                                 Iii Low level of interaction between industry

Iv Universal patent regime may facilitate more investments.       And academia

V Strengthen availability of venture capital funds for such        iv Lack of technical manpower to process patent applications                                                                           efforts to function as contract research

                                                                                                           Organizations.

The drug industry and especially the mnc’s are concerned that the Patents Act amendments passed in 2002 do not commit to a product patent regime, though it is due only from 2005. They are even more concerned with the provision for compulsory licensing. The Doha deliberations in 2002 have diluted the earlier 
WTO provisions on the subject. Compulsory licenses can now be granted if the patent holder does not give a license after the prospective user had made reasonable attempts on reasonable terms and conditions and had not succeeded in obtaining the permission within a reasonable period. A suggestion is that the Act should lay down a limit for the period within which a response should be available. Irrespective of this, in the event of a national emergency or there is an extreme urgency, both of which will be determined by the affected member country, such a license can be issued. (Urgency is always there in India where there are today , 60 million diabetics, 50 million asthmatics, 80 million heart patients, and according to the World Bank, by 2005, an estimated 35 million people who will be HIV positive. A very large number of these are illiterate and poor, and with little access to treatment. Health care in India is in a state of permanent emergency). However, the Act in India has time-consuming procedural requirements that were no in the Doha agreement. Also, anyone can oppose a license by filing an opposition. What is needed is a procedure that issues the license for a long enough period on payment of reasonable royalty. In any case, the extent of flexibility in the law will be tested in disputes that are bound to be filed with the WTO. It makes sense that India should try to get maximum advantage and leave it to the dispute resolution mechanism of WTO to decide what it should be. 

The third issue in compulsory licensing is the opportunity for India as a sophisticated manufacturer, to make drugs under a compulsory license issued by a production deficient third country. Of course this possibility can be explored by India only after it has incorporated product patents in its laws. 

{rof Jagdish Bhagwati, one of the top international trade economists in the world has expressed the view that IPR should not have featured in the WTO. On drug patents he has this to say.17 “Parellel imports-the segmentation of rich and poor countries’ markets in order to prevent the importation of low-priced drugs sold by the drug companies to poor countries..Yet to end segmentation would be a big mistake: without this mechanism the rich and poor countries would form a single market and the prices charged to poor countries would rise. Segmentation enables poor countries to secure low prices for their drugs”.

In conclusion, the new patent regime will provide opportunities for Indian drug manufacturers. The question is whether it will be beneficial to the mass of Indian consumers. There is a view that no major breakthroughs are likely in pharmaceutical research as far as the masses of the Indian poor are concerned. Discoveries in pharmaceuticals in recent years are for limited illnesses or small improvements to existing drugs. We have to safeguard the interest of the poor as far as the availability and affordability of drugs commonly used by them are concerned. The infrastructure of drug price control, a list of basic drugs, the introduction of generics, guaranteeing quality, preventing fake drugs, preventing overuse and abuse of strong drugs, these are some of the issues that must accompany the new patent regime.

 PRODUCERS 

India has among the largest number of pharmaceutical  manufacturers in the world. The value of the pharmaceutical market in India was US $ 3.8 billion in 2000. 18 This is a small amount in relation to the population and is about 1% of global sales in value terms and 8% in volume. It ranks 4th in the world in volume terms and 13th in value. The growth of the pharmaceutical sales in 2000 was 10.4% over 1999. There were in 2000, 101 companies (106 in 1999) producing 828 generic products to a total value of Rs 322 crores, 2.3% of the turnover of the industry. While the industry is growing at the rate of 10.4% per annum, generics are growing at 6.3%. The total number of units registered for pharmaceutical manufacture in India is 20053 in 2000-01, up from 2257 in 1969-70 and 16000 in 1989-90. However the top ten pharmaceutical companies in 2000 had a market share of 30.9% in which six Indian companies had a share of 18.0%. The top 20 companies accounted for 46% of sales. This shows the insignificant size of the majority of manufacturers, whose role in the industry is at best as contract manufacturers for the large and well-organized manufacturers, as makers of a limited range of products sold at low prices and as producers of fake, spurious and sub-standard drugs. Their customers would probably be primarily among the poor patients in rural and urban India, and prescribed by the unlicensed medical practitioners. The size of the industry in terms of number of manufacturers is so big that they are most likely to get away with limited inspection by the drug control authorities, and possibly avoid any corrective action. From time to time there are cases of deaths of patients because of such drugs and little action actually results from the investigations that are carried out. For example a major tragedy in a Bombay hospital some years ago because of infected intravenous fluids, led to a major judicial inquiry and little corrective action. The fluids had been made in small-scale units. 

MEDICAL INSURANCE

It has been estimated (“Better Health Systems for the Poor”-Human Development Network, World Bank, Page 234, op cit) that around 10% of India’s population, mostly employed by government or elsewhere in the formal sector, is covered by some form of health insurance. The remaining have to pay for ambulatory treatment and hospitalization, from their own current earnings. Ajay Mahal19 estimates “the market for private health insurance to be as large as 24 to 40 times its existing levels, but..that its effects on low-income groups’ access to public facilities to be small, all else the same. The major reason for this is the disproportionate access of the rich to publicly provided care, a factor that would also influence (lower) their perceived benefits from shifting to privately purchased insurance”. 

Insurance schemes in India can be classified into four groups: mandatory, voluntary, employer-based and NGO-based. (Appendix 5). 

The mandatory health insurance schemes consist of the Employees State Insurance Scheme (ESIS) and the Central Government Health Scheme (CGHS). The ESIS applies to certain low-income employees of the organized industrial sector and covered 35.4 million beneficiaries in 1998, principally financed by contributions from beneficiaries, employers, and taxes, with provision by salaried staff and hospitals that work to global budgets. The CGHS is meant almost entirely for central government employees, covered 4.4 million beneficiaries in 1996, is mainly financed from central government revenues, though beneficiaries also contribute. 

Voluntary health insurance schemes are used by individuals and corporations and are available mainly at present through the General Insurance Corporation and its four subsidiaries. With the entry of private insurance, private health insurance schemes are likely to become available. They are financed from private and corporate funds, cover groups and nonpoor individuals, while the General Insurance Corporation has another policy for poor individuals and families. In 1996 these policies covered 1.7 million people. 

Public and private sector companies offer insurance through their own facilities. These may be by way of lump-sum payments, reimbursement of employees’ health expenditures, or coverage under a GIC policy. Roughly 30 million people are estimated to be covered by such employer-based schemes (Human Development Network, op cit, Page 247).

Community-based health insurance schemes are primarily for the informal sector and emphasize primary health care, are mostly financed from patient collections, government grants, donations, and miscellaneous sources such as interest earnings or employment schemes. Most NGO’s have their own facilities or clinics and are estimated to cover about 30 million people (Human Development Network, op cit, Page 247).

Some innovative schemes are also tried to address the needs of the self-employed and informal sector workers. Screening of beneficiaries is a special feature but premiums cover only 1 to 2 % of the outreach costs. Some others have endowment funds to provide coverage. Sliding-scale premiums have been tried in another experiment. Some of the milk co-operatives provide their members with health care services. The main issues in these schemes that have been tackled with varying success, are cost-recovery without excluding the poor, and dealing with moral hazard and adverse selection of beneficiaries. One advantage of many of these schemes is their innovative ability to develop low-cost treatment and increasing the utilization of available preventive care. (Page 248, op cit).

Health insurance has limited scope for the majority of the poor in India. Public provision of health care and improved quality of service by existing private providers is essential if the poor and underprivileged are to receive appropriate health care. It must be free or heavily supported by the State. The emphasis must shift to rural instead of urban and the quality of oversight as well as its extent, of the total health care system, must improve considerably. This calls for considerable improvement in the present government regulatory system. It also requires a greater extent pf public-private participation in oversight, cooperation, and the development of consumer advocacy. For example, the Consumer Education and Research Centre in Ahmedabad, has a laboratory and regularly tests and publishes the comparative quality of selected drugs of all makes in a category. Much more of this effort is essential as is the need to supervise manufacturers, retailers, drug prescriptions and their supply, promotion methods used by manufacturers, etc.  These cannot be left to government or to self-regulation. It needs partnerships, which have to be encouraged.

CONCLUSION

Health care delivery is a complex and difficult subject in country with so many poor people. It is made more difficult with policies that have stimulated many thousands of small manufacturers to produce drugs. The urban bias of the industry has led to the proliferation of private practitioners, mostly untrained and unqualified, and the formal system will not accept any responsibility to co-opt these people so that they can at least offer somewhat better informed service to the poor. Since allopathy is the preferred system for most people, the cost of drugs is a major factor in health care. The Drugs Price Control must be an integral part of a good health care delivery system. It can be moderated by the release of an essential list of drugs, stimulating production of generic drugs, using the patent regime to keep down their prices, encouraging partnerships in R & D, making the regulatory system more independent and better funded, and operating in partnership than as a mere tool of government. In the context of poverty and illiteracy it is essential that drugs quality is ensured. This will not be possible when such a large number of manufacturers are permitted to produce, many of them of insignificant size and resources. The public health system must be shaken up and de-bureaucratised, perhaps with control passing to local communities than with government departments. Health care is the biggest of the social challenges in India and so far, has not been approached in a holistic way by any of the participants in it.  
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END NOTES


Private practitioners predominantly deliver Indian health care. Even the public system is private in terms of the fees illegally charged to patients. The vast majority of the Indian population depends on allopathic medical systems for health care. It does not have access to quality allopathic health care. The public health care system is also largely allopathic, slow, inefficient and expensive. The legitimate private medical care is largely urban. In both urban and rural India, the poor in particular, depend on untrained and unlicensed medical practitioners, whose education is mainly that of school-leavers. These private practitioners provide ambulatory (out-patient) care. For illnesses requiring hospitalization, public hospitals are used, though there are a growing number of private nursing homes, especially in urban India offering such care. Neither private practitioners nor such private hospitals or nursing homes are subject to much regulatory supervision. Even the unlicensed ones receive promotional attention for drugs from medical representatives. They buy drugs they are not entitled to, without proper medical prescriptions, and use them on their patients. The large number of small manufacturers results in a considerable amount of fake and spurious drugs being made, and sold at low prices, which are used by the poor patients. With allopathy having become the system of choice, affordable prices of drugs is a key factor in their receiving reliable care. India does not have a list of essential drugs, nor a substantial manufacture of unbranded drugs in generic form that could be sold at much lower prices, and the poor have to rely on high-priced and branded products. This results in their search for cheap suppliers and consequently to a market for such drugs made in unreliable manufacturing establishments. Drugs Price Control is inevitable in such a situation, if the poor are to access drugs for their use. Price control has been significantly relaxed over the years and must focus at least on the essential drugs and formulations required for the major illnesses of the poor. It is essential that the regulatory system is improved so that it imposes rigid quality standards on manufacturers, ensures that their prescription is limited to the ailments for which they are suitable, that drugs are sold by qualified retailers to genuine patients or recognized practitioners. The “quacks” on whom the majority of the population depends need to be co-opted into the system so that they can be given minimal training to recognize and offer treatment for the major illnesses of the poor, and knowing enough to refer all others to a hospital for treatment. They can be allowed to prescribe certain selected medicines in generic form, made by approved manufacturers. Insurance is not an affordable service for health care for the poor. It will for a long time be confined to employer schemes and to the well to do. The private systems supported by a more reliable public hospitals structure have to be made trustworthy. Experiments in putting together affordable insurance schemes have been tried in many parts of India and need to be evaluated for replication.  India has opportunities under the WTO to develop its R & D and pharmaceutical manufacture. It must use the new IPR agreements under WTO to maximize their achievement. Indian manufacturers must also use the WTO agreements to take every benefit in becoming suppliers to other countries. We must recognize the reality of health care delivery practices in India and find ways to improve them.     ``````````````````````````````````````````````````````````````````````````````````````````````Footnotes/REFERENCES
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