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Road accidents and doctors-----~-.. ~--
Sir-A visit to the emergency services, the
orthopaedics and the neurosurgical
departments of any large hospital in the
country would show that the number of
traffic accidents has increased over the
years. Your editorial 'Road accidents and
doctors' (Vol. 2, No.1) confirms my
impression by quoting mortality figures:
5106 from accidents in 1960 to 30471 in
1983 and an estimate of over 40000 in
1988. Injuries from road accidents are
reported to be one hundred times greater
than the deaths, and about a tenth of these
cases require hospital admission. Besides
the increase in their number, the nature of
injuries has also become more complex;
we now see more cases of complicated
head and spinal cord injuries.

Till now fast-moving vehicles and our
disregard for traffic rules have been the
main reasons for road accidents.
Recently, however, the Delhi Adminis-
tration has liberalized its policy and has
introduced the serving of alcoholic
beverages in many of the restaurants in
the city. This, I fear, will result in more
traffic accidents if timely steps are not
taken. Alcohol being served in five-star
hotels possibly has less effect on traffic
accidents because its price is prohibitively
high and those who visit these hotels usually
have chauffeur-driven vehicles.

In countries where alcoholic beverages
are served in smaller restaurants, both the
society and the state observe strict driving
rules and prevent traffic accidents. Doctors
by virtue of their close association with
both the policy-makers and the public can
play an important role in preventing the
death and disability caused by drunken
driving. Perhaps we should try and get the
Delhi Administration to reconsider their
recent decision.
8 March 1989 H. S. Wasir

New Delhi

(Ultra)sound advice
-----~

Sir-Ultrasound scanning is an asset to all
clinicians. It is a diagnostic tool that distin-
guishes a cyst from a tumour, identifies a
calculus, helps in the diagnosis of awoman
who has a pelvic problem and so on. But if
handled incompetently and inefficiently
this miraculous tool may prove to be a
sword of hell. For instance, solely on the

. basis of an ultrasound scan, a patient may

be diagnosed as suffering from cancer of
the pancreas, which later turns out to be
normal and the patient unnecessarily
suffers from much anxiety and financial
loss till he gets himself rescanned. Similarly,
a surgeon may open a patient's kidney at
the instance of a scanning report but find
no calculus.

This presents a three-dimensional pic-
ture: a disappointed surgeon, a depressed
and suffering patient, and an unduly
blamed profession. The other side of the
story is the referral to the scanning centre
where the interest of the patient is ignored
against that of the referring doctor. The
general public and the medical profession
should put a check on such malpractice.
10February 1989 R. S. Bhatia

Ludhiana

How's that?

Sir-From September to November 1987
I was the doctor looking after the English
Cricket Team during the World Cup in
Pakistan and India. At this time, the
English Cricket Team were scheduled, as
you know, to be touring India. But a few
months ago, your Indian Government
declared that they would refuse to grant
visas to eight members of the touring
party. Most of the cricketers involved are
my friends. I think that the majority of
British taxpayers are fed up with being hit
over the head on the one hand, especially
by Africans and Indians who accuse us of
being racists and the other African or
Indian hand is held out asking for money,
or in your case, articles to be refereed.

When there is a waiting list in the British
National Health Service for critical opera-
tions and medical treatment, it is clearly
inappropriate that British taxpayers'
money should be spent on mailing you
back articles or referee's comments. I am
using my own money and my private
practice secretary for this reply.

On behalf of my friends, the English
test cricketers and the majority of the
British people in general, I have great
pleasure in rejecting your request to
referee your articles. Perhaps you might
wish to write to your government regretting
that Anglo-Indian relationships were
impaired by their refusal to grant the visas
for the English test cricketers.
3 January 1989 Anthony Hall

London

Iodine deficiency in India

Sir-There are certain aspects of your
editorial 'Iodine deficiency and subclinical
cretinism in India' (Vol. 1, No.6, pp.
268-9) that are open to question.

Firstly, subclinical cretinism is a new term
and perhaps we would be better restricting
ourselves to use the accepted phrase
'Neonatal Chemical Hypothyroidism'
which is both descriptively and scientifically
correct. Secondly, to describe neonatal
chemical hypothyroidism 'as thyroid
failure' is again open to question as the
latter term tends to imply total failure of
the thyroid gland.

The third and more serious comment on
this editorial relates to reference 9 quoted
to support the statement: 'Preliminary
evaluation of the impact of the programme
in Uttar Pradesh has indicated a reduction
in the incidence of neonatal hypothyroidism
from 99 to 26 per thousand in endemic
districts.' Having carefully read the cited
article I find no such scientific evaluation,
nor even the mention of any such work
having been carried out or planned.

As the editorials in your esteemed
journal are unsigned I can only assume the
editorial board takes total responsibility
for the views and scientific integrity of the
editorials.
8 March 1989 L. M. Nath

New Delhi

Editor's reply
- The term subclinical cretinism is current

in the international literature. J

- It is well recognized that neonatal chemical
hypothyroidism poses a threat to normal
development of the brain. 2

- The reduced incidence of neonatal hypo-
thyroidism following salt iodation was
officially reported to the Ministry of
Health, Government of India and to the
Planning Commission. 3 Reference 9
wrongly attributes it to an article in
Future. The reference is incorrect and
the error is regretted.

We accept full responsibility for the views
expressed in the editorial.
REFERENCES
1 Bull WHO. 1986;64:547-57.
2 Hetzel BS. Iodine deficiency disorders and

their eradication. Lancet 1983;2:1126-9.
3 Kochupillai N. A report to the Planning

Commission and Ministry of Health,
Government of India. June 1988.



96

Anti-D vaccine and HIV.,..-
Sir'- The controversy generated in the
media after we found a vial of anti-Rh(D)
vaccine (immunoglobulin) that contained
antibodies to the Human Immunodefi-
ciency Virus (HIV) must have puzzled
your readers. Through your journal we
would like to present the exact details.

On 18January 1989, one of our resident
doctors brought a vial of anti-D vaccine
manufactured in India. As it was to be
given to his wife, he wanted to ensure that
there was no risk of HIV infection being
transmitted. The vaccinewas manufactured
from human blood and bore a certificate
indicating that it was negative for hepatitis
B, but it did not have a similar certification
for HIV.

We tested this vaccine by competitive
ELISA (Wellcozyme, UK), undiluted as
well as diluted 1 in 10. As the results were
unequivocally positive, we tested two more
vials from the same batch and obtained
the same results. This positive result was
further confirmed by the Western Blot test
using a reliable commercial kit (DuPont,
USA). Anti-HIV antibody was shown by
the presence of gp120, gp160, p64, p55,
p53, gp41, p31 and p24 reactive bands
with a vaccine dilution of 1 in 100. These
unequivocally positive results were con-
veyed to the AIIMS and the Indian Council
of Medical Research. The Drugs Controller
of India was informed of these unequi-
vocally positive results on 23 January
1989. We were told the following day that
the Drugs Controller had issued instruc-
tions that all vials of this vaccine which
bore the same batch number as that we had
tested should not be used pending further
investigations.

We tested whether the vaccine contained
the Human Immunodeficiency Virus
(HIV). For this, an antigen capture enzyme
immunoassay (EIA) was performed using
an Abbot EIA antigen detection kit. The
result was negative. The lower limit of
sensitivity of this assay was mentioned as
50pgperml.

Based on these observations, the AIIMS
declared:
1. The vaccine was derived from the

blood of person or persons infected
with the AIDS virus.

2. However, as the EIA for detecting
antigen was negative and some of the
methods used for processing of the
products may destroy HIV, thereshould
not be any panic reaction.

The authorities have set in motion a
process to ensure stringent quality control
so that only uncontaminated blood from
normal and healthy persons is used for the
processing of blood and blood products.

Since this episode, we have come across
several interesting and important points
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related to HIV infection by administration
of blood and blood products in the report
of a WHO sponsored meeting held in April
1986.' Immunoglobulin-based vaccines
made in the USA and Europe during
1975-85 contained anti-HIV antibody.
Yet, out of 680 individuals who were given
these vaccines and followed up for evidence
of HIV infection, only one showed sero-
conversion, which probably resulted from
heterosexual contact. The conclusion was
that the ethanol fractionation method
used for purification of plasma products
probably destroys the HIV, thus making
safe the vaccines derived from HIV infected
blood. However, as a matter of 'abundant
precaution', the UK2 took a policy decision
not to permit any blood products in the
market which were positive for anti-HIV
even if it was manufactured by the ethanol
fractionation process. However, it is
unlikely that manufacturers in India are
using the ethanol fractionation method; so
their products are suspect.

Researchers in this area have differed
about the need to test the final blood pro-
ducts for HIV antibodies- and we have
made our own assessment. It appears that
the competitive ELISA test as used by us
can be used as a screening test for certifying
that blood products are free of HIV
antibodies. Moreover, the Western Blot
test, used on appropriately diluted blood
products, gives a positive band with gp120
and gp41 (with or without additional
bands), which is considered unequivocal
evidence of a positive test. We strongly
recommend, therefore, that the blood
products should be tested for HIV
antibodies.

After this controversy we have screened
183 vials of commercially available blood
products from five Indian manufacturers.
To our surprise 32 gave unequivocally
positive results. These products included
immunoglobulin-based products, batches'
of cryoprecipitate or anti-haernophilic
globulin, and most surprisingly, a batch of
albumin. The finding in the last product
clearly shows that processing failed to
render the albumin free of globulins.

Based on these findings, our recom-
mendations are:
1. Strict screening procedures must be

followed at the first level-at the level
of the individual donor. The guidelines
for the health status of each blood
donor laid down by the Indian Red
Cross must be strictly adhered to.

2. Each unit of blood must be screened
by a reliable (preferably competitive
ELISA) test at the time of donation.
All blood units found ELISA positive
must be discarded.

3. Every pool of plasma used for the
manufacture of blood products should
be screened for HIV antibody using a

reliable test. If found positive, a refer-
ence laboratory should be consulted for
advice ..

4. One representative vial of the final
product from each batch should be
checked by a reliable test. If found
positive, a reference laboratory should
be consulted for their advice.

14March 1989 A. N. Malaviya
Srikant Tripathy

Y. N. Singh
K. Chaudhari

P. Seth
T. Varghese
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Blood products vis-a-vis AIDS

Sir-The technology of separating blood
into its constituents has considerably
enhanced its value. Blood products are
being used extensively to prevent and treat
disease and save many lives. Table I lists
the blood products used in clinical practice;
some of these help prevent diseases such as
hepatitis, tetanus, and Rh incompatibility
while others such as albumin, the anti-
haemophilic factor, fresh frozen plasma
and immune serum globulins are used in
the treatment of diseases. '

The morbidity and mortality caused by
several common communicable and non-
communicable diseases in our country
(Table II) will rise sharply if blood products
are not freely available. Patients given
tetanus immunoglobulin intrathecally had
a mortality rate of 2% compared with that
of 21% in patients who were not so treated.?
immune serum globulin prevents hepatitis
due to virus A in 90% to 95% of cases,6 and
can also prevent non-A non-B hepatitis."
Hepatitis B immunoglobulin is recom-
mended by the World Health Organization
as the mainstay of post-exposure prophyl-
axis of HBV infection," and is also helpful
in preventing its vertical transmission?
from mother to child. Anti-D immuno-
globulin used in Rh negative mothers with
an Rh positive foetus, can prevent antibody
formation against D-antigens in 98% of
patients. 10 None of the 575 persons bitten
by dogs developed rabies when rabies
immunoglobulin was used with anti-rabies
vaccine. 11

Blood products have always been under
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TABLE I. Blood products used in medical practice.
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Prevention Treatment

Name Disease Name Disease

Rh incompatibility
Measles
Pertussis
Rabies
Hepatitis A
Hepatitis NANB
Chickenpox
Meningococcal infection
Mumps
Rubella
Hepatitis B virus infection

I. Immunoglobulins (Ig)
*Anti-D Ig
Anti-measles Ig
Anti-pertussis Ig
Anti-rabies Ig
"Immune serum globulin
(ISG)

Hepatitis B immunoglobulins

II. Human plasma-derived vaccine
Hepatitis B vaccine

Shock, burn, hypoproteinaemia,
Adult respiratory distress
syndrome, nephrotic syndrome,
Large volume paracentesis
Thrombocytopenia
Bone marrow failure
Haemophilia
Christmas disease
Acute leukaemia
Henoch Schoenlein purpura
Afibrinogenaemia
Disseminated intravascular
coagulation
Fulminant hepatitis
Coagulation disorders
Tetanus
Combined immuno-deficiency
states
Multiple myeloma

"Albumin

Platelet concentrate

*Anti-haemophilic factors
Factor IX complex
Factor XIII preparation

Dried fibrinogen

Hepatitis B virus infection "Fresh frozen plasma

'Tetanus immunoglobulins
'Immune serum globulin
(ISG)

, Manufactured and available in India.

TABLE II. Reported cases and number of deaths caused
by infectious diseases in 1986.

Disease Total no. of cases No. of deaths

Tetanus
Neonatal tetanus
Hepatitis
Chickenpox
Measles
Rabies

29996
456280"
154533
40788
20551 050**
80868

4655
410 652
2246
40
616532

** These figures are for 1987.

close scrutiny because of the hazards of
transmission of various diseases associated
with their use." Various techniques have
been evolved for destroying the disease
agent in the process of the preparation of
blood products. The World Health Organ-
ization has periodically issued recom-
mendations for preparing blood products
and to test their safety. 13

Blood products can transmit AIDS14
which has now become a serious health
issue all over the world. The disease is far
more common in the USA, Africa and
Europe than in India where it is almost
non-existent. Nevertheless, much attention
has been directed towards the prevention
of the spread of AIDS in India.

The detection of HIV antibody in anti-D
globulin prepared by an Indian manufac-
turer has created turmoil in the Indian
press, the scientific community and health
administration. The government reacted
by banning the use of all blood products
manufactured in India and recommended
that the stocks of these products be
destroyed and their import be liberalized. 14
All companies manufacturing blood

products have been closed for nearly two
months. It is now almost impossible to
procure, by fair means, immunoglobulins
and albumin. The consequences of this
action are not difficult to imagine. It is
certain that there will be a loss of many
lives due to diseases prevalent in India but
it is uncertain whether AIDS willhave been
prevented. Epidemiological and laboratory
data do not support this ban on indigenous
blood products to prevent AIDS13,15in a
country which can monitor its products
using modern tests. A distinguished
European scientist, Dr Deinhardt, has
stated: 'If we take laboratory information
together with the epidemiological evidence
from having followed people who have
received this material, then I think we can
rest assured that the immunoglobulins, as
they are licensed by various national
authorities and prepared according to the
accepted methods are as safe as they
possibly can be. I would say that they are
absolutely safe. This would also refer to
the immunoglobulins which do contain
antibodies to LAV/HTLV-III: for exam-
pie, some of the specific immunoglobulins
such as hepatitis B immunoglobulin
(HBIG). It would be wrong, as far as I am
concerned, to say we could not use these
immunoglobulins or imply they potentially
would be dangerous. I do not think they
are.' Even the immunoglobulins, particu-
larly the specific ones, such as HBIG
which do contain antibodies to the Human
Immunodeficiency Virus (HIV), are also
considered to be quite safe." There are a
few countries including the United
Kingdom which have decided not to use
immunoglobulins positive for HIV anti-
bodies since 1 January 1986.16 However,

there is no evidence that other blood pro-
ducts such as albumin and plasma-derived
HBV vaccine transmit HIV.17The virus is
transmitted by whole blood, blood cells,
platelets and factors VIII and IX derived
from human plasma.l?

The decision of prohibiting sale of all
indigenously manufactured blood products
seems to be over-enthusiastic and scienti-
fically unsound. This action mayor may not
prevent more HIV infection but will cause
a major increase in morbidity and mortality
from other far more common diseases in
our country. The proper approach would
have been to properly monitor the quality
of blood products through an efficient
surveillance system. As this is too big and
too long term a plan for us we have waited
for a crisis to develop and have taken
short-cuts.
15 March 1989 B. N. Tandon

S. K. Acharya
New Delhi
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