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Specialist opinion on medico-legal reports

The casualty services of the All India Institute
of Medical Sciences (AIIMS), New Delhi
attend to about 300 patients per day. Out of
these about 35 to 60 patients are registered as
medico-legal cases (MLC). Apart from giving
emergency treatment to such patients, the
casually medical officer (CMO) is required to
inform the police and document the details of
injuries including the investigation and treat-
ment. This document is called the medico-legal
report (MLR). On many occasions the CMO
may have to refer the cases to specialists for
expert opinion or treatment. In such situations
the law requires the concerned specialist to
record his opinion on the MLR prepared by
the CMO.!

We investigated whether specialists' re-
corded their opinion on the CMO's MLR and
discuss the possible legal implications and
social repercussions. We scrutinized the
CMO's report on 1200 consecutive MLCs and
the specialists' comments. Fifty-two cases
in which the CMO did not record his or her
findings were excluded. The remaining 1148
needed referral to 543 different specialists.
The distribution of referrals and documenta-
tion of specialist's opinion on the MLR
shown in Table I.

The results show that barring otorhino-
laryngology, forensic medicine, dental surgery,
and gynaecology none of the other eleven
specialties to whom cases were referred to
by the CMO ever recorded their opinion on
the MLR. This clearly reflects their lack of
compliance with the legal procedures for MLCs
at AIIMS.

The Medico-legal manual, I an official docu-
ment of the AIIMS, is supposedly available to

TABLE I. Distribution of specialist referrals
and documentation of their opinion

Specialistreferredto Numberof
referrals

Numberof
specialists
recording
opinion
onMLR

Neurosurgery 201 0
Orthopaedics 185 0
Gynaecology 21 15
Dentalsurgery 14 8
Otorhinolaryngology 42 21
Forensicmedicine 8 6
Thoracic 15 0
Medicine 19 0
Surgery 17 0
Others' 21 0

Total 543 50

• Psychiatry 9, Urology 2, Neurology 3, Paediatric surgery 4,
Gastroenterology 3 ...

residents and consultants for refreshing their
knowledge about legal procedures followed at
AIIMS. Hence it is surprising that whenever
senior residents from various specialties were
told to record their opinion on the MLR, either
they refused or contacted their own consultants
for guidance.

Considering that consumer consciousness is
increasing in India, the legal aspect of
emergency medical care deserves closer atten-
tion.? Strict adherence to the law will protect
the doctor from unnecessary litigation; his
opinion on the MLR documenting the severity
of injury is important to the police for framing
charges.

Both residents and consultants need to be
well versed with and strictly adhere to the
medico-legal procedures.

We are sure our experience at the AIIMS is
not an isolated one. Similar disregard for the
law must be occurring elsewhere.

7 January 1995 L. R. Murmu
Praveen Aggarwal

K. R. P. Ranga Rao
Departments of Surgery, Medicine and

Orthopaedics and Casualty Services
All India Institute of Medical Sciences

New Delhi
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Unsung heroes

It has been considerate of the Journal to invite
'obituaries' of unsung doctors who have
shunned the lure of the West and served in
India. Perhaps, you would be more considerate
and cover these heroes while they are still alive.
Some recognition by Indians in India would
give a little happiness to countless undrained
brains who opted to serve Indians in India.
It is fashionable now to admire either western
heroes or Indians recognized by westerners as
competent and ignore native talent. It is good
to note that you are trying to reverse this trend.

8 February 1995 Solomon Victor
The Heart Institute

Vadapalani
Madras

Tamil Nadu

Scientific data on mv transmission

I do not quite agree with Ritu Priya! that social
stigmatization against any group or individual
should not be encouraged.

Even though the major mode of transmission
of the human immunodeficiency virus (HIV)
in India is heterosexual, homosexuality exists
here and should not be ignored. Due to social
taboos, there is an inherent reluctance in India
to acknowledge homosexual behaviour and
many homosexual men are also bisexual,
thereby increasing the risk of transmission of
HIV to both their male and female partners.

In a study of 63 homosexual men from
Bombay, we found that 10 were seropositive
for HIV -1 and 3 for HIV -2by line immunoassay
and ELISA.2 Two samples were dually reactive
for both anti-HIV-l and anti-HIV-2. Dr Priya's
comment that 'there is no basis to continue
including homosexuals in the high risk groups
in India' for HIV transmission is ill founded.

Professional blood donors too have a high
rate of seropositivity (80%) for HIV-l com-
pared to voluntary blood donors (0% ).3 This
certainly does not indicate only a 'marginally
higher prevalence' of HIV infection among
professional blood donors.

While the author's concern for the high risk
groups is praiseworthy, hard core scientific data
suggests that her sympathies may be misplaced.

30 January 1995 Jayashree Nandi
Department of Retrovirology
National Institute of Virology

Pune
Maharashtra
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CiproOoxacin resistance among multidrug
resistant strains of SalmoneUa senftenberg

in India

Salmonella senftenberg (S. senftenberg) has
remained a rarely isolated serotype in India
after its first recognition in 1963.1 However,
since 1985 it has emerged as an important
-neonatal pathogen and has caused several out-
breaks in nursery and paediatric wards of
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Place

TABLEI. Drug resistance pattern among S. senftenberg strains

NumberofstrainsResistantpatterns

Coimbatore
Delhi
Lucknow
Bombay
Delhi
Lucknow
Vellore
Delhi
Lucknow,Sewagram,Vellore
Delhi
Delhi
Delhi
Lucknow,Sewagram
Vellore
Bombay
Delhi
Delhi
Lucknow,Bombay,

Vellore,Sewagram"
Bombay
Delhi
Delhi
Lucknow
Bombay
Delhi
Lucknow,Vellore"
Lucknow,Delhit
Lucknow", Delhi+

CDCFCNCZS
AMCDCFNAS
CCFXGMKNAS
ANCGMKNASTE
AMCGMKNASTMP
AMCCFX GMKNASTMP
AMCCFXKNASTETMP
AMCCDCFGMKNASTMP
AMCCFXGMKNASTETMP
AMAN CCD CFCNCZGM KNA
AMCCD CFCZ GMK NASTMP
AMCCDCFGMKNASTETMP
AMCCFCFX GMKNASTETMP
AMCCD CFCN CZGM STETMP
AMCCD CFCN CZGM KNASTE
AMANCCDCFCNCZGMKNAS
AMCCDCFCNCZGMKNASTMP
AMCCD CFCFXGMKNASTE TMP

1
1
1
1
1
2
1
1
5
1
1
1
3
1
3
1
2
4

AMANCCD CFCN CZGM KNASTE
AMANCCDCFCNCZGMKNASTMP
AMANCCDCFCZGMKNASTETMP
AMCCDCFCFXCZGMKNASTETMP
AMCCD CFCN CZFRFTK NASTETMP
AMANCCD CFCNCZGM KNA STE TMP
AMCCD CFCFXCNCZGM KNASTETMP
AMAN CCD CFCFXCNCZGM KNAS TMP
AMANCCDCFCFX CNCZGM KNASTETMP

14
6
2
2
1
5
2
4
3

• one strain each t two strains each AN amikacin AM ampicillin CN cefalexin CD cefaloridine CF cefalothin
CZcefazolin Cchloramphenicol CFXciproOo xacin FRfurazoUdone GMgentamicin Kkanamycin NAnaiidixicacid
FT nitrofurantoin S streptomycin TE tetracycline TMP trimethoprim

different hospitals? Recent reports of cipro-
floxacin (CFX) resistance in S. senftenberg.t
S. typhr:» and S. typhimurium' prompted us
to evaluate the CFX resistance in S. senftenberg
as presently this is the drug of choice to treat
multidrug resistance (mdr) salmonellosis.
Eighty-four strains of this serotype from
humans (69) and marine animals (15) received
at our institute during the period November
1992 to February 1994 from the states of
Maharashtra, Tamil Nadu, Delhi and Uttar
Pradesh representing three different regions
of the country were analysed for antibiotic
sensitivity" using 'OXOID' discs against
16 commonly used drugs at their standard con-
centrations (p.g/ml): amikacin (AN, 30),
ampicillin (AM, 10), cefalexin (CN, 30),
cefaloridine (CD, 30), cefalothin (CF, 30),
cefazolin (CZ, 30), chloramphenicol (C, 30),
ciprofloxacin (CFX, 1 and 5), furazolidone
(FR, 10), gentamicin (GM, 10), kanamycin
(K, 30), nalidixic acid (NA, 30), nitrofurantoin
(FT, 30), streptomycin (S, 10), tetracycline
(TE, 30) and trimethoprim (TMP, 5). All the
69 strains of human origin were mdr (5 to
14 different drugs; Table I) while only one
strain out of.15 isolates from marine animals
was mdr (CT CZ CD CX S). In all 83% strains
were mdr.

Surprisingly, 39% of the 69 strains were
resistant to CFX. The minimum inhibitory
concentrations of CFX were found to range
from 14 I'-g to 50 p.8 per mI. A similar high
level of drug resistance to CFX (64,.g per mI)
has been reported in Staphylococcus aureus.9
All CFX resistant strains were also resistant to

NA and were encountered in all the 4 states.
It was observed that Indian reports=" describ-
ing CFX resistance did not indicate the
concentration of the drug used for antibio-
gram." This reflects the widespread prevalence
of CFX resistance among S. senftenberg strains
possibly due to indiscriminate use of CFX in
different hospitals and private clinics. 10 Hence,
we recommend judicious use of CFX, although
this should not delay the start of empirical
therapy.'!

5 January 1995 N. C. Sharma
Yosman Dhar

Subodh Kumar
P. C. John

Surinder Singh
National Salmonella and Escherichia Centre

Central Research Institute
Kasauli

Himachal Pradesh
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The TRIPS agreement and
pharmaceuticals

The editorial on the prospects for health care
in India of the GATT Agreement on Trade
Related Intellectual Property Rights (TRIPS)
reads like a fairy tale.'

Are we to believe that when the fairy god-
father, Peter Sutherland, banged his magic
gavel and declared the Uruguay Round of
GATT negotiations closed, the happy ending
had arrived and everybody including the people
of the Third World could go home and live
happily ever after?

The crux of Otten's contentions are (i) prices
of pharmaceuticals in countries such as India
will rise little if at all because most medicines
now available will be off patent, (ii) when the
new patent regime becomes applicable in 2015,
only a small percentage of the pharmaceutical
market will be affected, (iii) even patent-
protected pharmaceuticals will be subject to
price-control, and (iv) the new patent regime
will provide opportunities to develop and profit
from new medicines to developing countries in
general and India in particular.

The method of using the top 500 leading
pharmaceuticals as a benchmark to determine
the effect of the TRIPS regime is misleading.
There is no relationship between a medicine's
usefulness and its sales turnover. Among the
top-selling hundred pharmaceuticals in India
in 1992 are becosules (a capsule vitamin B),
neurobion (vitamin Bl, B6 and B12)-a
combination not approved in many developed
countries, revital (ginseng) and vitamin E.2
In fact the various expensive formulations of
vitamins that find a place in this 'elite' group
and that no standard pharmaceutical textbook
recommends are truly amazing.

Otten suggests that even by the yardstick of
essentiality, very few substances will be under
patent protection in 2015. This is an unreal
projection. The new frontiers in medical
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research are biotechnology and genetic
engineering. With the granting of patent rights
first on micro-organisms and then even on
transgenic mammals, the path to monopolistic
control of new therapeutic technology has been
firmly established. Genetic engineering is
already being used to produce insulin, hepatitis
B vaccine, alpha-l antitrypsin and tissue
plasminogen activator. 3 The growth of new
therapeutic modalities using genetic engineer-
ing is likely to be exponential. Under the
TRIPS agreement all of them will be under
patent, and if past experience is anything to
go by, this will mean that their prices will be
astronomical. It is ironical that most of the
germplasma from which such therapies arise
are found in the Third World, but in a classic
case of double standards, they have been
declared the 'common heritage of mankind',
while the products arising from them are
patentable and have to be paid for! For instance,
the pharmaceutical giant E. Merck patented
the drugs, vinblastine and vincristine, derived
from the rosy periwinkle which is native to
Madagascar. They destroyed the natural
habitat of the organism by overexploitation,
earning huge profits in the process but
Madagascar never received a penny."

The similarity to the colonial era, when the
natural products of the colonies were processed
by the colonizers and resold to the colonies at
enormous profit, is not superficial. The new
GATT regime will usher in a period of neo-
colonization where the modalities of trade
instruments replace guns as the favoured
method of coercion.

The weapons of price control and compulsory
licensing that will supposedly ensure availability
of new therapies at reasonable cost is a mirage.
It is precisely in order to remove any threat
from this quarter that the patent regime is being
forcibly altered. Between 1947 and 1957,99%
of 1704 pharmaceutical patents in India were
held by foreign citizens and less than 1% were
commercially exploited.'

The Indian Patents Act 1970 which excluded
from patentability a wide variety of items
including medicines which have a direct bearing
on public interest and which recognized only
process, not product patent, dramatically
altered this situation. Indian companies dis-
covered new and often better processes to
manufacture many medicines and prices came
down. The developed countries are now using
value-loaded terms such as 'piracy' and
'counterfeiting' to describe this evolution.
However, it was not till they had established
their own technological base that they raised
the bogey of Intellectual Property Rights
(IPRs). It was the same process of reverse
engineering and discovery of different processes
to make the same product that the developed
countries used to become technological giants.
When England was the key player in the tech-
nology area and the USA was just beginning,
it did not recognize patents. Patent protection
for chemicals was provided in the Federal
Republic of Germany in 1967, Switzerland in
1978 and Japan in 1976. Germany and France
denied patent protection for pharmaceuticals
till 1967 and Italy till 1979. In Spain chemicals

and pharmaceuticals became patentable only
in 1992.6

TRIPS is nothing but an attempt to exclude
the Third World from this rich man's club.

Regarding compulsory licensing, the condi-
tions under which it can be invoked are so
vague as to be virtually unenforceable. It has
to be proved that the patent owner has refused
to make available a licence on reasonable
commercial terms within a reasonable period.
What is 'reasonable' has not been defined and
when and if it is (by the World Trade Organi-
zation, not the affected country) it is likely to
be in favour of transnational pharmaceutical
companies. This is evident from the fact, that
already, in violation of all principles of natural
justice, the new patent regime reverses the
'burden of proof. In other words when a patent
holder accuses someone of violating his patent,
he no longer has to prove his accusation. It is
upto the accused to prove his innocence. In
contrast, the existing Indian Patent Act pro-
vides for compulsory licensing of every
patented substance on expiry of three years
from the date of granting the patent, which
means that the Government of India can
revoke the patent if the patented substance is
not available at reasonable prices.

Under the new TRIPS rules 'working' a
patent does not necessarily mean manufactur-
ing the product in the country of sale. Even
import of the product from a manufacturing
facility in some other country is acceptable.
What this will mean for technology develop-
ment and balance of payments in Third World
countries can well be imagined. Any price
control mechanism will be totally ineffectual
since the patent-holder has a monopoly on the
product and can simply refuse to make it avail-
able. Imagine, in a situation like the plague,
that all the remedies are under patent. Will
any democratic government be able to resist
popular pressure to make medicines available
at whatever price?

Soon after Independence when India was
shopping for pharmaceutical technology, no
one was willing to provide it. Antibiotic
production was finally begun when Hindustan
Antibiotics Limited (HAL) was set up with
the help of the World Health Organization
and UNICEF in 1954, and Indian Drugs and
Pharmaceuticals Limited with Soviet tech-
nology in 1961. With their entry the prices of
antibiotics crashed, in some cases, by 60% to
70%. The transnational corporations also cut
their prices and for the first time, began produc-
tion of bulk drugs in India.! This illustrates the
importance of a strong indigenous industry
which will help hold prices at a reasonable
level. Under the new TRIPS regime this option
will be closed.

At this point we can ask: Under the present
conditions is drug manufacturing in India
unprofitable? Let the figures answer. In 1993
Glaxo made a profit of Rs 32 crores and
declared a dividend of 40%, for Hoechst the
corresponding figures were Rs 32 crores and
25%, Sandoz Rs 22 crores and 25%, Pfizer
Rs 20 crores and 30%, Burroughs Wellcome
Rs 10 crores and 22.5%, Boots Rs 16 crores
and 38%, Parke-Davis Rs 17 crores and 35%
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and E. Merck Rs 9 crores and 15% The overall
profits to sales ratio was 9.5% which compares
well with the all industry average of 11.2%.2

The statement that patents do not give strong
market power due to competition from generic
drugs and other patented therapies; and that
it would be in the interests of the companies
to charge much lower prices in India is not
borne out by past experience. The shift to
generic names, recommended by the laisukhlal
Hathi Committee in 1975 was blocked by
Hoechst, Cynamid and Pfizer and the case is
now in the Supreme Court. Medicines are not
like cereals, television sets or toothpaste. The
consumer does not go to the market and decide
what brand he wants to buy. He buys what is
prescribed by the doctor and the cultivation of
brand loyalty among doctors is an important
component of pharmaceutical marketing
strategy. As for low prices to increase turnover
the companies prefer to focus on the 5% of the
population who can pay and the rest is not their
concern. 2

For example, the Drug Price Control Order
(DPCO) of 1979 classified drugs into four
categories: life saving, essential, marginal and
decontrolled. The mark up (profits) allowed
on the first 3 categories were 40%, 55% and
100% respectively. When the new DPCO was
announced in 1987, it reduced the controlled
categories to two and allowed a mark up of
75% and 100% respectively. The number of
drugs whose prices were controlled was
reduced from 347 to 166. Prices went up pheno-
menally in some cases. For example, the price
of acitrom (an anticoagulant) went up 202%
from Rs 1.83 to Rs 5.53, nivaquine (chloro-
quine) by 116% from Rs 2.75 to Rs 5.96 and
rifampicin by 69% from Rs 6.93 to Rs 11.70.
The shortfall in production of many essential
drugs continued. The point is not that pharma-
ceutical companies find production of these
products unrenumerative, they find production
in other areas more remunerative.'

Will the new order encourage innovation?
A study by Silbertson and Taylor in the United
Kingdom entitled 'The economic impact of
patents' states ' ... the patent system per se
appears not to promote innovation significantly
. . . most inventions would be made with or
without a patent system'. 6 In 1961, the
Kefauver Subcommittee of the US Senate had
shown that drugs discovered in countries
without product patent outnumbered those dis-
covered in countries with such protection in
the ratio of 10:).1 In fact by discouraging the
use of different, more efficient and cheaper
processes to manufacture the same product
positively inhibits innovation.

Will TRIPS mean a great new opportunity
for the Third World to become a major player
in the pharmaceutical sector? The resources
needed to discover new therapeutic substances
far exceeds the capacity of nearly all Indian
drug companies. In the developed world the
government intervenes in a major way in
pharmaceutical research. In India, under the
Structural Adjustment Programme, dictated
in large part by the World Bank (one of the
three institutions created along with GATT
and the International Monetary Fund); funds
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committed by the Government for medical
research and teaching have been decreasing.
In 1994-95, making .the customary allowance
for inflation the budget allocation for this sector
was actually cut from the previous year's
Rs 261 crore to Rs 258 crore. As Suman Sahai,
former Professor of Genetics at Heidelberg
University in Germany put it, ' ... scientific
research is unfortunately as much a matter of
money as of talent'. 4

Many questions remain: How is the concept
of IPRs, which will decrease trade by encourag-
ing monopolies fit in with the stated objective
of GAIT of increasing world trade? Can
medicines be treated like any other business?
Should private privilege in the form of IPRs
be permitted at the cost of the public good of
freely available and cheap medicines?

The conclusion is inescapable. The new
GAIT regime will lead to the further im-
poverishment of the Third World. In the field
of medical care we will face the perpetuation
of the cruel paradox: availability of knowledge,
technology and resources to end or greatly
reduce morbidity and mortality; inaccessibility
due to the poverty of one section of humankind
and the greed of the other. Is this what civiliza-
tion is about?

4 January 1995 Thomas George
Railway Hospital

Golden Rock

Zaibunissa Begum
Primary Health Centre

Sirugambur
Tiruchirapalli

Tamil Nadu
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Anaemia in AIIMS outpatients

Anaemia is an important public health problem
in all developing countries, including India.
Population surveys have been done by many
groups in this country and abroad, and re-
commendations made for intervention. We
examined the prevalence of anaemia in our out
patient population because a large number of
them have haemoglobin levels estimated
routinely.

A total of 33501 outpatients (16541 males
and 16960 females; Fig. 1) were examined.
They were diagnosed to be anaemic according
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TABLE': World Health Organization stan-
dards below which anaemia is diagnosed
at sea level

Group Haemoglobin(gldl)

Children(6monthsto6years) 11
Children(6to 14years) 12
Adultmales 13
Adultfemales(non-pregnant) 12
Adultfemales(pregnant) 11

to the World Health Organization (WHO)
criteria 1 (Table I) and the severity was graded
as mild (Hb >9.0 gldl), moderate (Hb 6.1-
9.0 gldl) and severe (Hb <6.0 gldl).

We found that 40% of the patients were
anaemic (Fig. 2)-a proportion higher than in
other developing and developed countries
where 36% and 8% respectively of the popula-
tion had been found. anaernic.? Surprisingly
males had a higher prevalence of anaemia than
females (except in the reproductive age group).
Mild anaemia was more common in males and
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moderate anaemia in females. The main cause
of anaemia is probably nutritional and we
should consider fortifying salt with iron as
this has been demonstrated to be effective
elsewhere.?

12 January 1995 Sanjeev Bhatia
Sukanya Roy

Ashutosh Nath Aggrawal
Rajat Goel

Department of Laboratory Medicine
All India Institute of Medical Sciences

New Delhi
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