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2225. [Transferred to the I8//1 March,
1989.]

Controversy on ug of anti-RHD Vaccine

2226. SHRIMATI KANAK
MUKHERJEE:

SHRIM. A- BABY;

Will the Miniser of HFALTH AND
FAMILY WELFARE be pleased lo state:

(a) whether Government are planning to
refer the controversy generated from the use
of the anti-RHD vaccine to an expert
Committee to know everything about the
vaccine and it, effect on human bodies; and

(b) if so whether arguments put forward
by the AIIMS. New Delhi and the Maharashtra
Food and Drug Administration on the subject
would also be subjected to scrutiny?

THE MINISTER OF STATE IN THE
MINISTRY OF HEALTH AND FAMILY
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WELFARE (KUMARI SAROJ KHA-
PARDE); (a) and (b) These issues and the
appropriate course for action have been
considered at the meeting of experts chaired

by Director General of Health Services.

The view points of AIIMS are sum-

marised below:—

fi) ELISA lest i highly specific. In a
product like anti-D Immunoglobulin where
the proteins are present in cnn-centrate
amounts, it can sometimes give false
results. However, the expensive Western
Blot Test is advanced and highly specific.
The AIIMS subjected the concerned anti-D
Immunoglobulin samples of batch 6/88 of
M/s. Bharat Serum Vaccine Pvt. Ltd., to
koth. ELISA and Western Blot Tests. The
results were absolutely and unequivocally
positive. This indicated that the vaccine
was derived from the blood, of donors who
were infected with AIDS' virus. Recall of
the vias of that particular lot of vaccines
further

was therefore advised for

investigations

(ii) The test called E1A was carried out
to ascertain whether the vaccine samples
contained AIDS virus. The results was
negative. The interpretation of this was that
although the original blood used for making
the vaccines was AIDS virus infected,
probably during the processing and
purification process the AIDS virus get
destroyed.

(iii) During 1981—85 many blrx>d
products including vaccines prepared in
USA and Europe, found

positive for HIV  anti-bodies  were
administered to many patients. A large
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number of thes were ' administered to
many patients in Europe. A large number
of patients were traced and tested. None of
them had shown any features of AIDS

infection.

(iv) Though the vaccine was derived
from the biood of persons infected with
AIDS virus there is no cause for panic
because this vaccine is not likely to
transmit AIDS virus infection. In future
steps must be taken to ensure stringent
quality control so that only clean blood
from healthy persons is wused for

manufacturing blood products.

The Commissioner of Food and Drugs
Administration, Maharashtra has drawn
attention to the various technical issues raised
by MJs. Bharat Serum nnd Vaccine Pvt. Ltd.
These relate primarily to the suitability or
unsuitability of ELISA and Western Blot Test
for testing the final blood products for HIV
antibodies and the inactivation of AIDS'
virus, in the process if manufacturing anti-D

Immunoglobulin.

The arguments by the AU India Institute
Medical  Sciences, New Delhi and
Maharashtra Food & Drug Administration,
hav, to be considered in the light of the
following: —

(i) It is understood that the Cohn-Onclay
fractionation process for manufactuting
anti-D Immuno. gulobulin inactivities the
AIDS virus. However, this process is not
followed M/s. Bharat Serum and Vaccine
Pvt. Ltd.
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(u) If EIA test for antigen gave a positive
result, one can postively conclude that the
product has AIDS virus. However the reverse
is not true because a very low quantity of the
virus in the products as a result of dilution
may sometime remain undetected through
testing.

(ui) I, USA & Europe, testing of blood used
fo, manufacturing of blood products, has been
of high order. In case of M/s. Bharat Serum &
Vaccine Pvt. Ltd. and some other local
manufacturers, attempts were made to locate
and tetest the "Wood donors whose blood was
used for manufacturing anti-D
Immunoglobulin. The blood of many such
donors has been found to be positive for HIV
anti-bodies.

Considering the varioug aspects of the
matter the Experts meeting on 6-3-1989 cam©
to the conclusion that, as a matter of abundant
caution and considering that each blood was
not specifically tested for HIV anti-bodies and
many donors are found sero positive now, the
produc*, which have been withheld from
distribution should be destroyed.

Contract to U.K. firm for making

/Howitzer Turrets
2227. SHRI SUKOMAL SEN; SHRI

DIPEN GHOSH: SHRI

SURESH PACHOURI..

Will the Minister of DEFENCE be pleased
to state:

(a) whether Government have given
contract to UK. firm fo, making howitzer
turrets which in turn contracting an indigenous
firm fo, the purpose; and

(b) if so what are the terms and conditions
of the contract with the U.K. firm?

THE MINISTER OF STATE IN THE
DEPARTMENT OF DEFENCE PRO-
DUCTION AND SUPPLIES IN THE
MINISTRY OF  DEFENCE  (SHRI
CHINTAMANI PANIGRAHI); (a) No, 'Sir.

(b) Does not arise.
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Pay scales of assistants

2228. SHRI ANAND PRAKASH
GAUTAM: SHRI DHARAM PAL;

Will the PRIME MINISTER be pleas-ed to
state:

(a) what are the names of the recognised
UnionsjOrganisations ~ of  t'e  Central
Government Employees who have submitted
Memoranda|Representation to Government for
the revision of Pay Scales of Assistants from
1400-40-1600-50-2300-EB-60J2600 to Rs.
1640-60-2600-EB 75-2900 during the last two
years;

(a) what action Government hav* taken on
their demand;

(c) whether this issue has been referred by
Government to any other authority/agency:

(d) if so, what ae the details thereof;

(e) whether Government have received
any recommendation to this effect from the
above mentioned authority|agency; and

(f) if so, what are the details thereof and
the action taken thereon ?

THE MINISTER OF STATE IN THE
MINISTRY OF PERSONNEL, PUBLIC
GRIEVANCES AND PENSIONS AND THE
MINISTER OF STATE IN THE MINISTRY
OF HOME AFFAIRS (SHRI P.
CHIDAMBARAM); (a) Representations were
received fro, the Central Secretariat Service
Direct Recruit Assistants' Association, the
Federation of Central Secretarial and Allied
Offices Employees and the Central Secretariat
Stenographers Service Association.

(bj) The Government having already
accepted the Fourth Pay Commission re-
commendation of replacement scal* of Rs.
1400-2600 for Assistants, did not considered
the demand of Association justified.

(c) to (f) The Staff Side have sought to raise
the issue  before the Anomalies



