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INTRODUCTION

4

ountnes of the Third World (now an obsolete
term In vicw of the galloping changes in Russia
and Eastern Lurope), arc generally classified as

Abstract — Clinical medicine 1s an art based on saence. It is exemplified by s intrinsic ability to heal,
t.e. {v prevent disease whenever possible and, if required, to effect a cure or to restore o health. Clinical
research is most appropriately described as controlled chinical medicine. It entails clinical experimentation
and the collection and analysis of dala generated at the bedside of patients. Prunary health cave is
essentially a combination of clinical medicine and clinzcal research atmed at promoting health, preventing
disease and treating the sick. This may seem sunple but, in reality, various extrancous factors influence
clinical medicine, clinical research and primary health care. And, at the end of the various interactions,
the patient who should be the most important person in the equation, oflen does not get optimal benefit
and, al times, is adversely affected.

The problems and the inequalities in health care, particularly m the developing countries, are legendary.
The concept of prunary health care based on equuly and justice s a distant dlusion for the vast majority
in the developing countries. There can be hitle doubt that these countries, including India, face gigantic
problems. Ahnost a billion or more people around the world are trapped m the vicous cyde of poverty,
malnutrition, disease and despair. The stated goal of the World Health Organisation of “Health fom All
by the year 2000" seems wmore like an unfulfilled dream as we embark upon the last decade of the
century. Even the more limiled objective of ‘Health Care for All by the Year 20007 & most undtkely to
be altauned by the year 2000. This bleak scenarvio and reloted facts will be briefly discussed in thi
overview and introduction to the Symposium on “The Role of Clinical Reearch m Health Care Delreery
in the Developnng Countriey”.

the less developed or developing nations based on

their  technological and  industnal  desclopmental
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status and, incvitably, have widely dfering health
care status. Nevertheless, they have a commonality
ta the eatent that many of their endemic problems
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are related to poverty, malnutntion, madequate
public health facilittes and low purchasing power.
There c¢an be httic doubt that these countries,
including India, have a gigantic problem to resolve
t{ the stated objective ot the World Health Organt-
sation of “Health for Al by 2000 AD." 1s to be
achieved. The ‘silent emergency’ of infection and
malautnition hils almost 300,000 children worldwide
every week, of which India’s contnibution 1s a
staggering 20 per cent. It 1s just as unacceptable
for so many mitlions of children to die every year
of needless malnutrition and infection as 1t 1s for
them to die 1n sudden drouchts or {amine. Even
during the African crivis of 1985-86, more children
dicd in the Indian subconunent than in 46 nations
of Africa put together — a stageering fact, to say
the least. An analysis by the World Health Organi-
sation in 1981 showed that one billion people were
trapped in the victous cycle of poverty, malnutrition,
disease and despawr. Here again, India’s contribution
to this depressing statistic is regrettably significant.

THE DEVELOPING WOQRLD

The problems of ill-health in the Developing World
can only be solved by a judicious blena of various
possible approaches to improve living conditions and
standards of people, prophylactic measures such as
universal immunization programmes, and curative
intervention through use of appropnate therapeutic
agents. The availability of medicines for endemic
discases prevalent in these countries to meet their
qualitative and quantitative needs and the prospects
of discovery, development and distribution of these
drugs are also matrers of both relevance and urgency.
The incquahttes in health care in India are legendary.
Hospital-based and cure-onented approaches towards
medical services have largely benefitcd the upper
crust of society, especially in urban India. These
approaches have been at the cost of comprehensive
health care services to the entire population. One
does not need much expertise or mmagmnation to
conclude that radical changes are required in the
quality and the extent of health care delivery available
to the Indian masses in the final dccade of the 20th
century. And yet, after seven successive five-year
plans when the budgets allocated for health care
averaged two per cent or less of the gross national
product (GNP), there seems little likebhood of add:-
tional funding in the foresceable future. For instdance,
health, although universally recognised as an integral
part of general socioeconomic development, does not
appcar anywhere jn the ‘thrust arcas’ of the Indian
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Government, as
Appendix I).

Given that better health status for all citizens
is a desirable outcome, planning 1s the foundation for
action Lo achieve that outcome. In the health sector,
most developing countries are charactenised by:

¢ Poor health status of the population, as evidenced
by high infant mortality rates and low life expec-
tations at birth,

e Large inequalitics in health status within the popu-
lation, with women and children, the rural poor
and underpriviieged, the economically and politi-
cally weaker urban dwellers being especially vul-
nerable,

e Poor government investment in health, and

e Theoretical commitment of governments to free
health care being poorly mamntained mm actual
practice.
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THE INDIAN SCENE

From the Indian experience, it has become clear
over the tragically long period of four decades that
the defimition of desirable health ¢oals within a
time-frame and the identifiable strategies with which
it 15 technically feasible to achieve the desired out-
comes are not enough when attempts to set into
motion the organisational mechanisms to mobilise the
resources avallable, translate the strategies into reality
at the grass roots level, and establish reliable processes
for evaluation and midcourse corrections when neces-
sary, are bogged down by a multitude of reasons
and blot the landscape. The Government of India
dedicated 1itself to the elimination of poverty, i1gnor-
ance and ill health in 1950. An appraisal of the
health situation of the country four decades later
reveals a mixed scenario of success and failure. Life
expectancy has increased consequent to the slow but
steady decline in overall mortality., Some communi-
cable diseases like small pox and plague have been
chiminated, while others like cholera contained. The
prevalence of immunizable diseases has registered a
decline 1n recent years. Nevertheless, the overall
morbidity pattern rematns largely unchanged. Diar-
rhocal disorders (amoebiasis and other causes), acute
respiratory infections, malaria, tuberculosis, typhoid
and viral hepatitis continue to take a heavy toll of
the lives of our people. The problem of nutrition 1
not significantly alleviated. Adding to the burden of
Ul-health due to the aforesaid causes, 1s the emergence
of new hie-style diseases like coronary artery disease,
hypertension, etc. Critical examination of the reasons
for failure supgests that many of the programmes
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and policies envisaged and implemented by successive
(Governments were probably ill-conceived and impro-
perly executed. The social, cultural and environmental
determinants of health were neither perceived nor
incorporated into the strategies of control.

A critcal assessment of the evolution of medical
care in India clearly suggests that the inheritance of
the allopathic system of medicine was unavoidable
in independent India. The traditional systems were
too fragmented and disorganised. A strong, educa-
tional edifice had alrcady been built for western
scientific medicine. The dramatic contribution of this
type of medicine in saving human lives had just been
highlighted by the advent of the antibiotic era. The
country could, therefore, ill-afford to engage in de-
bates on which system of health care to adopt. The
role of modern medical care in meeting the health
needs of the rural masses was well defined by expert
committees such as the Bhore Committee (1943) and
the National Health Planning Committee (1948). The
mability of modern health care to deliver the goods
in modern India was not due to the inappropriateness
or irrelevance of allopathic medicine based on scientific
principles. The practice of this type of medicine had
its limitations because of the absence of a suitable
and simultaneous developmental approach to provide
basic 1nputs like education, safe drinking water,
environmental sanitation, access to food and decent
shelter for the rural and urban poor. The concomitant
and seemingly unstoppable explosion in population
in independent India compounded an already bleak
scenario. In contrast, subsequent events showed that
In parts of the country where overall development
percolated to the grass roots level, as in Kerala and
Lakshadweep, the pace of health development and
care was encouraging.

While practically all the developing and developed
countries have explictly or implicitly adopted the
World Health Organisation’s Declaration of Health
For All By 2000 A.D. (Alma Ata Declaration), the
planned policies and modalities of implementation
differ trom country to country. India has adopted
the approach of setting up Primary Health Centres
under its own National Health Policies and various
Five Year Plans within the overall control of the
Ministry of Health and Family Welfare of the Central
Government. Drugs (or medicines as I prefcr to call
them) constitute a significant component of health
care,

Clinical Pharmacology

The regulations governing the approval of mcdicines
on both sides of the Atlantic have become stricter
by the day since the 1960y in the aftermath of the
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thalidomide tragedy, particularly in the United States
and the EEC countries where substantial evidence
of both safety and efficacy of each medicine for each
listed indication is now mandatory. Proponents of
this system argue that the medicines available today
are safer and more clearly effective for their specified
indications. Critics argue that the system is too
complex, discourages the development of new medi-
cations and delays the introduction of new therapeutic
agents, thus indirectly causing harm to the public.
The truth, as always, is reflected in a balanced,
sober, intermediate position.

The Drug Regulatory Authorities in many develop-
ing countries, including India, have adopted regula-
tions which are closely similar to those of the USA
and the EEC countries without recognising the unde-
nable fact that the technical and clinical expertise
and infrastructure do not exist in the country con-
cerned for a meaningful implementation of the reg-
ulations. Thus, very often, the regulations remain on
the statute book and various interpretations of them
come into play, not necessarily ensuring that safety and
efficacy are demonstrated as they should be, for the
benefit of the indigenous population. It should be
obvious to those who formulate policies that models
for the developing countries must be tailored to the
needs and real-life situations in the countries. Creation
of these new approaches is both a challenge and an
opportunuty for these countries to take up, thus exploring
the enormous potential to improve health worldwide.

In this regard, India has evolved policies which are
stmilar 1n content to those of the affluent, developed
countries. However, these polictes often remain unim-
plemented because of the ever-increasing number of
pharmaceutical manufacturing units across the country
and the inadequate staff of the various State Drug
Regulatory Authorities as well as the Central Drug
Regulatory Authority to cope with the work entailed
in strict monitoring. Thus, policies exist on paper but
are ummplementable. Consequently, the real control
of both pre-clinical and chnical aspects of the develop-
ment of medicines, has been slow to evolve. The
attention to cntical issues such as Good Manufacturing
Practice {GMP}), Quality Assurance {QA), Good Clinical
Practice (GCP) has been woefully inadequate, The
unplications of this for the consumer have received
scanf attention. Accountability is more often than not
a theoretical concept rather than a mandatory reqQuire-
ment. The virtual absence of any regulations concerming
the manufacture, quality, therapeutic claims and distnbu-
tion of indigenous or herbal medicines is scandalous.

The role of well-equipped Clinical  Pharmacology
Units with properly traned staft in the generation of
meanigful and relevant data from bioovatlability and
pharmacokinetic studies has so {ur been given less
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importance than chnical tnal data otten emerging
from busy clinical units where attention to fundamental
requirements of controlled clinical trials is inadequate.,

Millions of people in deseloping countries still have
no access to hfe-saving drugs. Others such as Indians,
although deluged with thousands of formulations under
a bewilderning choice of brand names, may also not
have access to some hic-saving drugs. Polypharmacy,
tor which the medical profession ts responsible, and
aggressive promotion of dubious drugs for which the
responsibility must be laid at the doorstep of the
pharmaceutical industry, are regrettably rampant 1n
the developing countnes. The vast majonty of drugs
continue to be available ‘over the counter’. Irrational
drugs and drug combinations continue to be available
Jong after they have been withdrawn or banned in
the developed countries. India looms large in the
tragic realm of these facts not only because of its
sheer size and population (estimated at being approx-
imately 830 million at the time of writing) but also
due to a lack of implementation of and a callous
disregard for, regulations.

Biomedical Devices

The state of affairs concerning biomedical devices is
not much better. The single most important factor
which has slowed progress almost to a trickle at
umes is low perceived demand, But, in addition, the
problems extend far beyond this fact. The reluctance
of financing institutions to fund what they percerve
to be high-risk low-return projects, the current
apparent low local demand for biomedical devices,
the unrestricted import and unfair competition from
foreign products, the hesitancy of Indian consumers
to use devices made in India, the absence of control
of Indian "look-alike’ products and, last but not least,
the scant attention — if any — paid to the critical and
crucial concept of Good Manufacturing Practice
(GMP) are but a few of the unfortunate facts which
hamper good biomedical device production in this
country. Here again, the ultimate loser is the Indian
consumecr.

Technology Transfer

The considerable international activity in technology
transfer across national and continental boundaries
of the past four decades has also affected the develop-
ing countries in many ways. Although numerous
international and philanthropic agencies have sup-
ported the transfer of technology from the developed
10 the devceloping countries, there have becn notable
failures to blot the scenario of successful projects
and the horizon of technological advance. The lessons
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learnt {rom these expericnces emphasize the need to
be cognizant of a vanety of soclo-economic, geo-poli-
tical and historical/cultural factors, in addition to the
basic technical aspects that are necessary for successful
technology transfer.

Medical Educanon

The common denominator in all aspects of Health
Care is the doctor who should play a role both in
the heaith strategies of the short-term where visible
elements aimed at symptoms are critical and of the
long-terin where supportive elements aimed at causes
are equally paramount. These strategics of the short
and long-term are not mutually exclusive but com-
plementary. Thus, the education of the doctor attains
considerabic 1mportance. The need to change the
undergraduate curriculum has long been recognised
in many developing countries, including the Indian
medical establishment. But this need has seldom led
to constructive action. It is perhaps overdue to aban-
don the old Bntish model with its ivory tower
approach (now out of vogue even in Britain) in
favour of less inflexible methods of teaching and a
more practically oriented course to give the students
a better appreciation of the prevalent diseases and
health care problems in the community along with
a realistic idea of how these may best be managed
with limited resources.

Increases in student numbers without a concomitant
increase of facilities or staff is a problem for many
state-run medical schools. The clinical staff have vast
service commitments as many hospitals are overflowing
with patients, Systems which allow full-time staff in
most state hospitals to leave the hospital earhier than
they should to do private practice do not suggest
that teaching students is seen as a prority. The
medical student survives, gets corrupted by wrong
methods and values, occasionally learns and leaves
ill-equipped in various ways to be released on the
unsuspecting population. The system often, though
not always, accepts racehorses and turns out asses.
In certain other instances, admissions to medical
schools are based solely on the ability to pay capitation
fees of not inconsiderable amounts with little, if any,
attention paid to academic credentials, aptitude and
motivation. In these institutions, more often than
not, the quality of the input 1s the same as that of
the output. Furthermore, the medical curriculum
continues to rely on medical and surgical criscs almost
all of the time and not on Prnimary Care. Partculatly
iIn developing countries, many of the patients are
caught up in the vicious cycle of poverty, malnutntion,
diveasc and despair. The importance of being compas-
stionate 15 paramount but 1s seldom taught.
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Willlam Osler, at the turn of the century wrote:
‘Chinical medicine is a science of uncertainty and an
art of probability. The most mature expression of
the clinician’s skill 1s the ability to make consistently
cood decisions when faced with uncertainty’. ‘The

task of medicine is to promote health, to prevent.

disease, and to treat the sick . . . These are not only
medical functions but highly social functions’, wrote
H. E. Sigirist in 1943. The question that we need
to ask ourselves i1s whether the young medical
graduates churned out by many of the medical schools
in India and the rest of the developing world will
measure up to the task of Osler’s defimtion of clinical
medicine and Siginist’s simple but succinct definition
of the task that faces all doctors. Clinical research,
at the end of the day, 1s nothing more and nothing
less than the controlled practice of clinical medicine,
It does not necessarily require high technology or
sophisticated gadgetry. It 1s merely medical research
combined with professional care. Its essential compo-
nents are: Sound knowledge of clinical medicine,
self-confidence, enthusiasm, compassion for others,
respect for truth, honesty, moral values and quality,
resilicnce, hope and courage,

CONCLUSION

Tony Smith, in an editorial on ‘Poverty and Health
in the 1990s’ of a recent number of the British
Medical Journal (August 18-25, 1990), wrote: “In
every country of the world, the rich are healthier
than the poor. What it comes down to, in the end
is that the poor are likely to remain unhealthy so
long as they remain poor; conversely, the way to
improve their health is to improve their economic
state . . . eliminate poverty and health improves;
everyone acknowledges this as the truth for the
inhabitants of the slums and the shanty towns of the
developing and some of the less developed countries.
What recent research in social medicine has shown
is that health continues to improve progressively as
people get wealthier. If we care about the heaith of
the poor we need to abolish their poverty”,

The concepts of good clinical medicine, clinical
research and primary health care are synonymous,
They should be based on equity, acceptability, self
determination and social justice. They should reflect
the spirit of the ‘Health for All' commitment intro-
duced at Alma-Ata in 1978 and re-affirmed at Riga
10 years later. But the reality is that in many
developing countries and in many arcas of India,
clinical medicine, clinical research and primary health
care today are as they were in developed countrics
in the 18th and 19th centuries. The failure of this
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triumvirate of interdependent entities can be justifiably
attributed in these countries to one or more of the
following reasons: a fragmented approach to health
sector development, a lack of broad-based support
for a viable national programme, obsolete organisa-
tional training, inadequate management support and
on-the-job education, failure to develop a planning
capability and to involve the local community in
national and regional health care programmes and,
last but not least, a failure to increase significantly
the resources to enhance health care.

These and other related subjects formed the theme
of a symposium on ‘The Role of Clinical Research
in Health Care Delivery in Developing Countries’
attended by experts from India and abroad and a
multidisciplinary audience at Madras in February
1990. The deliberations at the Symposium comprise
this 1ssue of Current Science. The Symposium was
held under the aegis of the Menon Foundation, a
neutral, non-profit, apolitical organisation.

APPENDIX 1

THRUST AREAS OF NF GOVERNMENT*

e Long-term fiscal policy, Bills on right to work, and
to mnformation, Panchayat Raj, poll reforms and
media autonomy.

e Fifty per cent of investments to be in rural and
farm sectors.

e Prionty to land reforms.

¢ New export-import policy to be announced on April
1, 1990,

e National secunty council, inter-State councis and
high level judicial panel to be set up.

e New programmes for urban poor and welfare of
women and tnbals.

e Network of warchouses for farm products.

e Long-term policy on sugar mills icensing on March
31, 1990,
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The Menon Foundation

Established in the early 1980s, The Menon Foundation is a registered, non-profit organisation actively
devoted to the educational, medical and social upliftment of society In keeping with their motto —
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Many projects in rural health and development have been helped and sustained by the Foundation
which has also assisted projects for handicapped children, and worked closely with organisations
dedicated to the upliftment of the underprivilesed. The Foundation also provides the funds for a
major annual research award in medicine chanelled through the ICMR, scholarships for meritorious
students and help for the genuinely needy individual.

The Foundation has embarked upon a new and challenging phase in the 1990s. It organised the
first of a series of symposia on ‘The Role of Clinical Research in Health Care Delivery in Developing
Countries’ at Madras between February 22 and 25, 1990. The symposium which was a success, served
as the Foundation's statement of intent to be a forum to discuss matters of importance in the
Developing Countries.

This issue of Current Science records the proceedings of the symposium.

* %
HIV Virus in American Lniversity Students

The number of students enrolled at universities and other insfitutions of higher education in the United
States of America is esfimated to be approximately 13 million. Adolescents and young adults comprise
the majority of this student population. This group often tends to experiment with sex in a country
where society is folerant. A recent survey conducted by the Centres for Disease Conirol in collaboration
with the American Hedlth Associotion to estimate the prevalence of Human Immunodeficiency Virus
(H1V) among the aforesaid student population confirmed its presence on American university campuses.
However, the rate of incidence (positive samples for antibodies to HIV) was 0.2 per cent, significantly
lower than the rate of seroprevalence in the general population {0.4 per cent} which is the equivalent
of one million people in the United States infected with HIV, and even more so than that of segments
of the populations at risk {drug addicts, homosexuals). Nineteen universities were surveyed and 16,863
specimens were examined. The somples were tested for HIV antibodies by enzyme-linked immunosorbent
assay and Western blot analysis. All but two of the infected siudents were men.

Excerpted from Gayle H D, Keeling R P. Garcia-Tunon M, et af Prevalence of the human
immuno-deficiency virus among university students. The New England Joumal of Medicine 1990;
323: 1528-41.
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