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Editorials

The Baby and the Bath Water
On 8 September 1998, the Ministry of Environment and Forests issued a Notification
in the Gazette of India: Extraordinary, outlining the Breeding of and Experiments on
Animals (Control and Supervision) Rules. These Rules were framed by the Committee
for Purpose of Control and Supervision of Experiments on Animals (CPCSEA) in
exercise of the powers conferred on it by Section 17 of the Prevention of Cruelty to
Animals Act, 1960. It was advised in the Notification that any person affected by the
draft rules and desirous of making 'any suggestion or objection' may do so for the
consideration of the Committee within 30 days from the date of the Gazette
Notification.

The humane treatment of all experimental animals, including maintenance of
hygienic living conditions and minimization of distress, is the hallmark ethic of any
civilized society. Therefore, there can be no two opinions that there must be formal,
mandatory rules governing the use of experimental animals. In 1992, the Indian
National Science Academy prescribed certain 'guidelines for the care and use of
animals in scientific research'. Inter alia, the guidelines state: 'At the same time, it is
an obligation of the scientist to ensure that the experiments conducted on animals are
rational and no unnecessary pain or injury is inflicted on them and they are maintained
in best possible environmental conditions. It is, therefore, necessary to have well-
defined guidelines which will safeguard the interest of the scientist, the animals and
the society without hampering useful biomedical research.' These guidelines are
being followed by several of our research institutes. While this is the broad scene, it
must be admitted there are lacunae in implementation at the institutional level which
need to be corrected. '

Against this background, what the CPCSEA has now suggested and is about to be
legislated, is a series of unworkable and impractical rules. They are bound to hamper
progress in medical and health sciences. As they stand today, they display a lack of
sensitivity and understanding of the issues involved in the use of animals in research.
Punitive in tone, heavily controlled centrally, the paper work involved in implement-
ing the rules would grind the whole system to a halt, thus defeating the laudable
objectives with which the 1960 Act was framed. If codified in the present form
without a wide-ranging consultative process with the scientific community and the
public at large, these guidelines would retard the advancement of scientific knowl-
edge and the pharmaceutical industry at a time when India is poised to make
significant strides in the area of new product development on a competitive basis
internationally. The situation is like throwing the baby out with the bath water.

Much had been written about these rules in the news media; a well-reasoned
memorandum on the subject had been submitted to the authorities by the National
Academy of Science; there are even articles in science journals; and most recently, on
11 November 1998 a symposium was held on the subject of ' Animals in biomedical
research and training' at the All India Institute of Medical Sciences, New Delhi.
Suffice it to say that the proposed rules portray an ignorance of how science is
performed and how it advances. There is confusion over what the Committee means
by 'experiment'; presumably even an injection or taking a blood sample is considered
an experiment. Each experiment has to be cleared by the Committee, experiment -by-
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experiment. Monthly statements of permissions granted along with the number of
animals and kind of experiments performed, have to be given by the funding agencies
to the CPCSEA. A large number of experiments running into hundreds are carried out
in a single institution each year. The practicality of these rules is in serious doubt. The
increase in paper work will be astronomical to the point that animal experimentation
would slow down. Reports of each experiment are to be sent to the CPCSEA on
completion. Again, an impractical requirement. Reports of experiments are often
voluminous and patent issues are involved in some instances. The rules that all anaes-
thesia to animals should be given by a veterinary surgeon is once again impractical,
even if one assumes that all veterinary surgeons are au fait with giving anaesthesia to
small laboratory animals. Well-trained and experienced laboratory personnel would
obviously be the answer, as is the practice now. That no experiment shall be per-
formed for teaching purposes for attaining and retaining skills is clearly a retrograde
step. That no repetition of experiments should be allowed in cases where the results
are conclusive runs against the spirit of science. Independent confirmation of results
of experiments and their reproducibility is the essence of the scientific method. The
rules should not give the impression, as they do now, that scientific collaboration with
overseas academics would be forbidden. The above is a much reduced precis of the
proposed rules.

Instead, the rules should encourage a self-regulatory and participatory approach,
openness and transparency along with a sense of pragmatism. Decentralization of
regulatory function with supervision by higher levels should be the model of choice
by experience. The Central Committee, the CPCSEA, should have a broad responsibility
and a supervisory role. It should develop suitable guidelines for the proper function-
ing of the system at various levels. Animal Care and Use Committees should be
established in all institutions carrying out animal experiments and these should be the
sheet-anchor of the regulatory system. They should ensure that the CPCSEA guide-
lines are followed. These Committees should determine whether the proposed animal

. experiments are necessary, what kinds of animals should be used, in what numbers,
etc. The Committees should also be responsible for monitoring humane and gentle
handling of animals. They should send periodical reports to the CPCSEA. Indeed,
Ethical Review Committees, analogous to the Animal Care and Use Committees
proposed here, exist today in many institutions doing animal research; they also exist
in research agencies such as the Indian Council of Medical Research, performing a
regulatory role. Thus, institutions presently not having such institutional structures
must be brought in line.

In essence, it is of paramount importance that the rules promulgated by the
CPCSEA should be in consonance with the letter and spirit of the Prevention of
Cruelty Act, 1960. In Section 14 of the Act it is stated 'Experiments on animals-
Nothing contained in this Act shall render unlawful the performance of experiments
(including experiments involving operations) on animals for the purpose of advance-
ment by new discovery of physiological knowledge or of knowledge which will be
useful for saving or for prolonging life or alleviating suffering or for combating any
disease, whether of human beings, animals or plants.'

India's Prevention of Cruelty to Animals Act, 1960 is a testament of faith on the
part of civil society. In framing the rules which derive their authority from the Act,
let our generation not be accused by history that we had failed to respond fully to the
vision enshrined in the Act.
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