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Patient 'management'

Sir-On the inside front cover of your first
issue, my attention was drawn by the
fourth point of 'Information for Con-
tributors' on 'Indian approaches to patient
management'. This brings to my lay mind
the problems faced by patients in govern-
ment hospitals because of a lack of proper
'management'. I feel the authorities con-
cerned are either unaware of these prob-
lems or too busy to give them much
thought. I have been receiving treatment
in such hospitals for 30 years, and find the
ordeals increasing.

Because more and more people go to
government hospitals rather than to pri-
vate practitioners, doctors there work
under increasing levels of stress.

However, a little planning might bring
a semblance of order to replace the chaos
that frequently reigns in the corridors out-
side the consulting rooms. In the hours I
have spent waiting in these corridors, I
have heard all my companions complain,
not about the wait, but about the lack of a
laid-down system. They say that they
would gladly accept a long wait if they
were confident of not being left unat-
tended while the 'pushers' and VIPs suc-
ceed in getting attention.

Many patients will be grateful if this
journal spares a little space to enable them
to express their views. This might make
doctors, your main readers, take a new
and more humane look at the way they use
the knowledge and experience that your
journal will doubtless do much to promote.
30 March 1988 Malti Shukla

New Delhi

WHO anti-leprosy vaccine

Sir-Dr M. G. Deo has raised some very
pertinent and thought-provoking points in
his letter on the WHO anti-leprosy vac-
cine, which have only partially been dealt
with in the rebuttal by Dr H. Mahler. As
the apex body regulating and funding
medical research in our country, the
ICMR should not only be receptive to sci-
entific research originating in this country
and scrupulously fair in assessing the
claims of researchers at home and abroad
but should also appear to be so. However,
in adopting a holier-than-thou attitude

and attempting to stay above controversy,
the ICMR weakens its case by default and
leaves a doubt in the minds of the readers
that, perhaps, there may be an iota of
truth in the charges of 'mental slavery to
the west' or 'succumbing to pressure from
the west' levelled by Dr Deo. This may
damage the credibility of an organization
that, in the words of Dr Deo, 'would ulti-
mately monitor all vaccine trials' in India.

Since the ICMR opted for the WHO
sponsored anti-leprosy vaccine at a time
when the indigenous ICRC anti-leprosy
vaccine had already been cleared for
phase III trials, one assumes that the
ICMR had rigorously assessed the ICRC
vaccine, found it wanting in some respects
and thus plumped for the WHO vaccine.
It would be most illuminating to learn
from the ICMR precisely why the WHO
vaccine was selected in preference to the
ICRC vaccine at that point. One would
like to think that a home-grown product
that is claimed to be viable and equally, if
not more, efficacious than a similar pro-
duct developed abroad would get more
official support and would not be rejected
out of hand unless there were compelling
reasons to do so.

The launching of the ICMR-backed
trial of the WHO anti-leprosy vaccine in
South India at this time also appears to be
premature. While there is merit in the jus-
tification offered by Dr Mahler for setting
up a large scale trial in an endemic popula-
tion, the point at issue is whether it should
be done right now or after the results of
the field trials in Venezuela and Malawi
have been evaluated. Such an appraisal
might dictate major changes in the study
protocol and modifications in the trial de-
sign. A negative result in the Venezuelan
trial would only slightly weaken the case
for an Indian trial but certainly would
necessitate a major overhaul of the trial
design before launching it in India. The
ICMR would be well advised to hold its
horses and not to jump the gun.

While the doubt regarding contamina-
tion ofthe WHO vaccine raised by Dr Deo
has been adequately clarified in Dr
Mahler's reply, the question of the safety
of BCG re-vaccination in a population
which may have prior BCG vaccination,
has not been addressed. Prima facie, there
appears to be some merit in Dr Deo's
questioning the manner in which the
toxicological evaluation of the WHO vac-
cine has been done.

I would urge the ICMR that, in the in-
terests of 'glasnost' in the field of Indian
medical research, it should comment on
all the points that have been raised. This
will strengthen its credibility and justify
the faith of the medical profession in an
institution that is the bulwark of medical
research in India.
3 April 1988 Vivek Saraswat

New Delhi

Sir-The Indian Council of Medical
Research (ICMR) is duty bound to at least
put all the facts before the Indian science
community. By refusing to do so under the
usual bureaucratic pretext 'the matter is
under consideration, 1 it is only destroying
its credibility.

In a study conducted with human volun-
teers in the USA (a leprosy free area) 2
out of 17 vaccinees (12%), including one
with a severe allergic reaction, developed
toxicity. Caution in the use of M. leprae
killed preparations is, therefore,
warranted, specially in endemic areas
where toxic immunological reactions may
occur at a higher frequency. This calls for
additional long term toxicological studies.
Interestingly, three members of the
ICMR (Dr S. P. Tripathy, Add!. Dy.
Director-General, ICMR; Dr K. V.
Desikan, former Director ClIL, Agra;
Dr M. D. Gupte, CJIL), who are responsi-
ble for conducting the trials of the vaccine
in India, were present when this informa-
tion was presented to the WHO-IMMLEP
meeting held in February, 1985.2 In spite
of that, further details of the USA study
were not obtained and provided to the
committee members. Had this been done
the members would most certainly have
recommended additional long-term toxi-
cological studies, specially in non-human
primates. It is disturbing that facts that
might adversely affect the decision on the
vaccine are being suppressed. The ICMR
has evaded scientific scrutiny of the vac-
cine by Indian scientists despite my persis-
tent requests for the last two years. I have
now been informed that a closed-door
high-powered committee will examine
various issues and that I should nominate
four members. I shall have no chance even
to participate in the deliberations. Accor-
ding to Dr Paintal's letter of 24 February
1988, 'we will try to include two of them in
the proposed high powered committee'
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(obviously, as a favour to me). No open
society would accept a closed door com-
mittee on such an important scientific
issue.

Regarding, Dr Mahler's defence of the
vaccine, I would like to reiterate that
human studies on armadillo derived
WHO-sponsored vaccines have given
variable results." One of the major prob-
lems with the trials conducted so far has
been that different test antigens have been
used to measure vaccine-induced delayed
type hypersensitivity (DTH), and the
DTH is not M. leprae specific. The post
vaccination alterations, therefore, cannot
be considered M. leprae specific, which is
a desirable pre-requisite for launching any
large scale vaccination trials. Yet, a trial
on 120 000 volunteers has already com-
menced in Malawi, without awaiting the
outcome of the trial in Venezuela in which
29 000 volunteers have been vaccinated.
Leprosy is now restricted mainly to the
developing world. In view of the varied
responses shown by different vaccines, it
will be prudent to await the outcome of
the ongoing trials before launching further
trials of new vaccines in other developing
countries, lest it be implied that when it
comes to developing countries, scientific
standards are diluted.

Dr Mahler has obviously been mis-
informed by the WHO experts about the
'purity' of the vaccine, which contains bac-
teria prepared by the protocol 1/79.4 A
reappraisal of the papers cited by hinr'>
clearly shows that the bacillary suspen-
sions prepared by the protocol are actually
more contaminated with armadillo de-
rived protein than the preparation made
by the earlier protocol. 5 In the hands of
some workers, the isolates even contain
'brownish contaminants'." According to
Dr Mahler,' gamma-radiation of 2.5
Mrads is given to the M. leprae suspension
after the organisms are isolated from the
tissues. But, radiation is in fact given to
the infected armadillo tissues to kill the
bacteria before they are processed for iso-
lation of M. leprae. Dr Mahler's statement
is therefore misleading. The sequence of
the various procedures is important, be-
cause the point at which radiation is given
will influence the contaminants in the vac-
cine. Irradiation and autoclaving are not
the techniques to eliminate DNA. After
gamma-radiation, the tissue homogenates
do contain a substantial amount of DNA,
which contributes to the viscosity of the
preparation. That is why DNAse treat-
ment is given 'to reduce viscosity,'? a
parameter which could hardly be used to
monitor DNA in a homogenate. Further,
for the amount of DNA expected in the
homogenate, DNAse treatment used ap-
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pears to be inadequate for total digestion.
The only acceptable method to de-
monstrate the absence of DNA or its frag-
ments would be to estimate it chemically
during downstream processing. Any pro-
tocol used in vaccine preparation should
provide detailed chemical specifications
of contaminants at various stages of purifi-
cation of bacteria. Unfortunately, the
protocol 1/79 lacks such details. In their
absence a strict quality control of the vac-
cine is difficult to obtain. Yet, surprisingly
WHO-IMMLEP has accepted the pro-
tocol. The possibility that the armadillo
derived M. leprae vaccine contains animal
products, including foreign (animal)
DNA or its fragments, therefore, has not
been refuted by the published data+>
M. leprae obtained from different arma-
dillos may differ in antigenicity, resulting
in batch to batch variation.

The WHO-sponsored anti-leprosy vac-
cine has yet to prove its efficacy. It is not
only contaminated with animal products,
but the technology used in preparation of
the vaccine does not assure a uniform an-
tigenicity in every batch. The modality is
so costly that few developing countries can
afford it. It is somewhat unethical to
initiate further trials without knowing the
outcome of those studies already under-
way. Clearly, the vaccine is being imposed
on developing countries by international
agencies with the connivance of national
bodies. All the facts about the WHO anti-
leprosy vaccine, put together, make it an
ideal case to be looked into by those who
are concerned with the violation of human
rights.

How many of us today would knowingly
be injected with a vaccine of unproven
efficacy, inconsistent quality, and one that
is known to contain animal products.
9 April 1988 M. G. Deo

CancerResearchInstitute
Parel, Bombay400012

India
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Common cause

Sir-The primary responsibility of this
journal will be to provide a forum for the
presentation of results of medical research,
but we hope that it will also stimulate
examination of problems relating to the
general improvement and expansion of
medical care especially such areas as
geriatrics and drug abuse.

Only a few decades ago there was a
strong disinclination in India to be admit-
ted to a hospital for treatment. Now,
streams of people, from both urban and
rural areas, anxiously await admission.
Attitudes to medical diagnosis and hospital
treatment having thus changed, it is of
paramount importance that matters relat-
ing to the expansion of hospital facilities
and improvement of admission procedures
and treatment methods should secure the
attention of the medical profession, and
the results of studies and research into
such problems should find a place in this
new journal.

We suggest therefore that this journal
should stimulate and initiate studies in
areas such as:

(a) Improvement and modification of
procedures for removing bottlenecks
in the utilization of funds available with
various trusts and charitable societies
to enable them to establish and operate
new hospitals, particularly for the
weaker sections.
(b) Removal of the problems created
by the municipal authorities in the
establishment of nursing homes in resi-
dentiallocalities.
(c) Improvement of the standards of
medical education.
(d) Abolition of the system of capita-
tion fees, so that medical education is
based only on merit and not on the
power of money.
(e) Detailed examination through
techniques of time and motion study to
improve the procedures relating to
OPD functioning and admission to
wards of big hospitals such as the
AIIMS.

12 April 1988 H. D. Shourie
Director

CommonCause
NewDelhi


