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ACT:

Constitution of India, 1950, Article 144--. Cvil and
j udi ci al authorities ‘to act -in aid of t he Supr eme
Court--Public Interest Litigation relating to drug policy
filed in the interest of nation's health--Statutory bodies
except State of Karnataka responding to - Suprene. Court’s
notice--Constitutional obligation stressed.

Public I nt erest Li ti-gation--Health Care f or
citizens--Wether the Supreme Court could interfere with the
matter touching the policy of the Governnent and the duty
cast under Article 47 of the Constitution.

HEADNOTE:

The petitioner, an advocate by profession has noved the
Supreme Court in public interest seeking directions banning
import, manufacture, sale and distribution of ~such ~drugs
whi ch  have been banned in Western countries or reconmended
to be banned by the Drugs Consultative Conmittee under the
Drugs and Cosnetics Act, 1940. The petitioner has  also
sought directions, (i) for cancellation of |icences -autho-
rising inmport, manufacture, sale and distribution of  such
drugs; (ii) for Constitution of a high powered Authority to
go into the hazards suffered by people of the country on
account of such drugs being in circulation and suggest
remedi al neasures including award of compensation
Di sposing of the petition, the Court,

HELD: 1. Statutory bodies when called upon by a Court,
in particular the apex Court of the Country, are duty-bound
to respond and join the proceedi ngs before the Court, as
required by Article 144 of the Constitution. These bodies
are not litigants and do not have the choice of keepi ng away
fromthe Court like private parties in ordinary litigations
opting to go ex parte. The present natter is certainly one
which is sufficiently inportant and the stake of the entire
nation is high when the Court suoe noro extended the oppor-
tunity of being heard and invited the naned statutory or
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other authorities to conme forward and place their view
points on rel evant aspects, an attitude of callous indif-
469

ference cannot be appreciated. It is hoped that there would
be no repetition of such a situation. [475G H, 476A- B]

P. Nalla Thampy

v. Union of India, [1983] 4 SCC 598, foll owed.

2. Having regard to the magnitude, conplexity and tech-
nical nature of the enquiry involved in the nmatter and
keeping in view of the far reaching inplications of the
total ban of certain nedicines for which the petitioner has
prayed, it is clear that a judicial proceeding of the nature
initiated is not an appropriate one for determnation of
such matters. [476H, 477A]

2.2 The issues raised in this petition are of vita
i mportance as they relate to maintenance of approved stand-
ards of drugs in-general; the wit petition involves the
claim for wthdrawal of 7000 fixed dose conbinations and
wi t hdrawal' of 1icences of manufacturers engaged in manufac-
ture of about 30 drugs whi ch have been |icensed by the Drugs
Control Authorities; the issues that fall for consideration
are not only relating to technical and specialised mtters
relating to therapeutic value, justification and harnfu
side effect of drugs but also involve exam nation of the
ectness of action/taken by the respondents 1 and 2 on the
basis of advice; the matter also involves the interest of
manuf acturers and traders of drugs as also the interest of
pati ents who require drugs for their treatnment. The techni-
cal aspects which arise for consideration in a matter of
this type cannot be effectively handl ed by a Court. Simlar-
Iy the question of policy which is involved in the matter is
also one for the Union Government--keeping the best of
interests of citizens in viewto decide. No final  say in
regard to such aspects conme under the purview of the Court.
[476D- F; 478F-(

2.3 This branch nanely, Health Care of citizens, is a
problem with various facets. It involves and over-changing
chal | enge. There appears to be, as it were, a constant
conpetition between Nature (which can be said tobe respon-
sible for new ailnents) on the side ~and human ingenuity
engaged in research and finding out curative processes. Thi's
being the situation, the problemhas an ever-shifting base.
It is common place that what is considered to be the best
nedi ci ne today for treatnment of a particul ar di sease becones
out of date and soon goes out of the market-withthe discov-
ery or invention of new drugs. Again what is considered to
be incurable at any given point of time becones subjected to
treatment and cure with new finds. There is yet another
situation which nust be taken note of as human know edge
expands and nmarches ahead. Wth the onward march of ~ sci ence
and conplexities of the living
470
process and hitherto unknown di seases are noticed. To  neet
new chall enges, new drugs have to be found. In this field,
therefore, change appears to be the rule. [478G H, 479A-C]

Therefore, such drugs as are found necessary should be
manuf actured i n abundance and availability to satisfy every
demand shoul d be ensured. Undue conpetition in the natter of
producti on of drugs by allow ng too nany substitutes should
be reduced as it introduces unhealthy practice and ultimate-
ly tends to affect quality. The State’s obligation to en-
force production of qualitative drugs and elimnation of
the injuries ones fromthe market must take within its sweep
an obligation to nake useful drugs available at reasonable
price so as to be within the conmon nan’s reach. That would
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i nvol ve regulating the price. It may be that there may be an
i mproved quality of a particular nedicine which on account
of its cost of production will have to sell at a higher
price but for every illness which can be cured by treatnent,
the patient nmust be in a position to get its nedicine. This
is an obligation under Article 47 of the Constitution
[479G H, 480A- B]

Bandhua Mikti Morcha v. Union of India, [1984] 3 SCC
161, referred to

JUDGVENT:

ORIG NAL JURI SDICTION: Wit Petition No. 3492 of 1983.
Under Article 32 of the Constitution of India.
Petitioner-in-person.

A K  Ganguli, MS. Rao, S.N Kacker, A B. Divan, GW.
lyer, CV.S. Rao, G Chandra, P. Parmeswaran, H K Puri,
Vi mal Dave, Swaraj Kaushal, R K. Mehta and M K D. Nanboodiri
for the Respondents.

The Judgrment of the Court was delivered by

RANGANATH M SRA, J. The petitioner, an advocate by
profession is the General Secretary of Public Interest Law
Service Society, Cochin. In his application as anended on
7th February, 1983, under Article 32 of the Costitution he
has asked for directions, in public interest, banning im
port, manufacture, sale and distribution of such drugs which
have been recommended for banning by the Drugs  Consultative
Conmittee and has also asked for cancellation of all |Ii-
cences authorising inport, manufacture, sale and  distribu-
tion in respect of
471
such drugs. He has al so asked for a direction to the Centra
CGovernment to constitute a high-powered Authority to go into
the hazards suffered by people of the country on account of
such drugs being in circulation and suggest renedial neas-
ures including award of conpensation. He has further prayed
that directions should be given for fram ng of strict / regu-
lations to ensure the quality and standard of approved drugs
and to ensure weedi ng out of same, harnful as-al so injurious
drugs fromthe market. The petitioner has alleged that the
drug industry in India is dom nated by multi-national Corpo-
rations originally based in U S. A UK , Federal Republic of
Germany, Swedon, Japan, France and the like. According to
the petitioner these Corporations have | arge resources and
make huge profits. The control exercised by the Governnent
in this country on such Corporations is mniml and inade-
guate. The disease-prone sub-continent of India has  been
used as pasture ground by these Corporations. . The Hath
Conmittee, appointed by the Central Governnent in its Report
submitted in 1974, highlighted the havoc played “by these
Corporations in the Indian scene and pl eaded for nationalis-
ing the drug industry in the best interest of the ' Indian
people. The reconmendation has not been accepted by the
Government. According to the petitioner several drugs banned
in the advanced west after appropriate analytical research
are routed into India and on account on |lack of control and
sl uggi sh enforcenent of the |law conveniently find their way
into the market. Wat is poison to the human body in the
west is equally poison to people in India but not know ng
the repercussion thereof on the human system such drugs
freely circulate and are even prescribed for patients.

The Central CGovernnent announced its drug policy in 1979
and set out a guideline covering the rel evant aspects of the
trade. According to the petitioner no attenpt has been made
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to give effect to the policy and there has really been no
enforcenent. The objectives outlined therein have renained
on paper. Though the policy indicated that Governnent in-
tended to devel op indi genous drug technol ogy so as to becone
self-sufficient, no effective steps have been taken in this
direction. The poor illiterate people of India are often
msled and nisguided as they are not aware of the evi
effects of certain drugs available in the nmarket and often
become a tool in the hands of quacks and inexperienced
doctors. Oten they fall a victimto publicity and not known
how dangerous the result of taking the particular drug could
be they take it. According to the petitioner, alnost half of
the drugs used in India are still being inported into the
country, notw thstanding indigenous manufacture both by
| ocal as also the nulti-national Corporations. The petition-
er has contended that nodern drugs reach

472

only one-fifth of the Indian popul ation. According to him
the drug i'ndustry is totally profit-oriented and no care or
attention i's bestowed upon good health of the citizens of
I ndi a.

In 1980, the Drug Consul ative Conmittee set up a subCom
mttee of experts for screening the formulations of drugs
prevalent in the Indian narket fromthe point of therapeutic
rationale in order that irrational and harnful conbinations
of drugs could be banned. The said Comittee of experts
recormended banning of twenty fixed dose conbinations of
drugs. According to the petitioner, 400-500 drugs wth
different trade names belong tothe group of 'these twenty
fi xed dose conbi nations. The sub-Committee’ s report was duly
approved by the Committee as also the Mnistry of Health in
1981. The Central Drugs Controller issued directions to the
State authorities to strictly enforce the ban of drugs
pertaining to these conbinati ons. On account of slackness in
the enforcenent machi nery these drugs are still prevalent in
the market.

The Legislation in the field i's the Drugs and Cosnetics
Act, 1940 (hereinafter referred to as the Act). The act was
amended in 1982 and the definition of 'drug’” was anmended and
sections 10-A and 26-A were inserted into the Act conferring
power on the Central Government to prohibit inport of drugs
and cosmetics in public interest as also to prohibit manu-
facture, sale or distribution thereof. The anended Act came
into force with effect fromlst February, 1983, but  on
account of proceedings taken in Court by manufacturers
chal l enging the vires of Section 26-A of the Act and interim
directions given by the Courts, the benefit of the new power
conferred on the Central CGovernment is not yet! available.
According to the petitioner, Article 21 of the <Constitution
guarantees fight to life and this Court has interpreted the
guarantee to cover a life with normal anenities -ensuring
good living which include nmedical attention, life free from
di seases and | ongavity upto normal expections. On account of
both want of appropriate enforcenent of the law as also
strict nmeasures necessary to eradicate the existing evils.
the fundanmental right tolife is not available to the citi-
zens of the country.

In his wit petition the petitioner originally inpleaded
the Union of India, the Central Drugs Controller as also the
Drugs Controller of Kerala as Respondents 1, 2 and 3 respec-
tively.

The Assistant Drugs Controller of India filed an affida-
vit by way of joint return to the Rule Nisi on behalf of the
Uni on of India and the
473
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Central Drugs Controller. He pointed out that 19 categories
of fixed dose conbinations were reconmended for withdrawal
fromthe nmarket and named themin Annexure-l to the counter
affidavit. According to him the provisions of the Act and
the rules made thereunder confer sufficient |egislative
authority and power on the Central Government as also the
Central Drugs Controller to effectively operate in the
field. In paragraph 8 of the counter-affidavit it has been
stated that the report of the sub-Comittee was considered
by the Drugs Consultative Cormittee as also by the Drugs
Techni cal Advisory Board and the reconmmendations of the
Board had been accepted by the Mnistry of Health in 1982. A
circular letter was issued to all the State Drug Controllers
on 22nd of April, 1982 asking themto ban manufacture and
sal e of the naned categories of fixed dose conbinations and
the cut-off date being 30th Septenber, 1982 for stopping for
manuf acture of these conbinations and 3 1st March, 1983 for
sal e of "these conbi nati ons was stipul ated. On June 26, 1982,
a further circular letter was issued by the Central Drugs
Controller “to the State Drugs Control Authorities in the
matter of banning of Oestrogens and Progestins. That circu-
lar letter has clearly indicated the cut-off dates for
st oppi ng the manufacture  and sale of these-drugs as
31.12.1982 and 30.6. 1983 respectively.
These respondents  have taken the further stand that
reports regardi ng preval ence of standard drugs as stated in
the Wit Petition have cone to light as a result of action
taken by the State Drugs Control Authorities. As regards
conbi nati ons of QCestrogens and Progestins, in February 1975
the Wirld Health Organisation informed all the menber Cov-
ernments about the action taken by the Australian Departnent
of Health for withdrawal fromthe market of~ a number of
hormonal pregnancy testing preparations. On the basis of
such information supplied by the Wrld Health Organisation
the Indian Drugs Controller held consultations with a nunber
of gynaecologists wthin the country who opined that al-
though in advanced countries  hornmonal preparations for
pregnancy testing had been discontinued on account on better
net hods for detection of pregnancy. being available, the
prevailing situation in India did not require conplete
wi t hdrawal fromthe market of the preparations and it recom
mended that a warning to the effect that there was possibil -
ity of congental malformation in case the preparations were
adnm nistered in the earlier stage of pregnancy should  be
i ndi cated. Accordingly, a decision was taken that conbina-
tions of CQestrogens and Progestins nay be continued for
pregnancy test but a warning to the follow ng effect was
474
asked to be put on the package as also in any other pronp-
tional literature regarding the drugs:-
"WArni ng: - There is sone evidence to show t hat
hormonal preparations when used during ' preg-
nancy may |lead to foetal abnormalities and as
such these shoul d not be used during pregnancy
or for pregnancy diagnosis."

The Director-General of India Council of Medical Research

conmuni cated the foll owi ng reconmendati ons: -
"Fi xed dose conbinations of oestrogens and
progesterone may be totally banned in the
country even for the treatnent of secondary
amenorrhoea as other, substitutes are avail-
able in the nmarket for managenent of secondary
amenorrhoea. '’

On the basis of same the Mnistry of Health took a decision

to ban fixed dose combinations of these nedicines in the
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country and cut-off dates for manufacture and sale were
fixed as 31lst Decenber 1982 and 30th of June 1983, respec-
tively.

Fromtinme to tine the Drugs Controller of India has been
advising the State Drugs Controller for stopping of manufac-
ture of conbinations which have been found to be bad or
injurious to health and i nstances thereof have been given in
the counter affidavit. Wth the amendment of the Act in
1982, the Central CGovernnment has now been arnmed with power
to prohibit, in public interest, the inport, manufacture,
sale and distribution of any drug or cosnetic which is
likely to involve any risk to human beings or it would not
have the theapeutic value claimed in respect of such prepa-
ration. The counter affidavit points out that Ms Nichol as
Laboratories of India Ltd. of Bonmbay and M s Uni chem Labora-
tories Ltd., respondent No. 9 before us filed wit petitions
bef ore the Hi gh Court at Bombay and obtained interim orders
of stay; simlarly in Ms Organon (India) Ltd., respondent
No. 8 before us noved the Cal cutta H gh Court and obtained
an interimorder of stay inregardto their preparations.
Chal l engein these wit petitions is to the vires of Sec-
tions 10-A and 26-A of the Act. The counter affidavit fur-
ther points that sone of the nedicines which are alleged to
have been banned in sonme devel oped countries are allowed to
continue in the market of the other devel oped countries and
there is no uniformty.

475

The second counter-affidavit of these respondents has
been filed after the wit petition was anmended. On this
occasi on, the Assistant Drugs Controller of India has stated
that it is a fact that the Hathi Comm ttee recomended 116
drugs to be sufficient to treat nore than 90 per cent of the
di seases prevalent in the country. It was, however, found
out that this position was not correct and nmany other ' drugs
were required to neet the situation. It pointed out  that
though the Hathi Commttee identified 116 essential drugs,
it did not reconmend banning of the remmining. 'The WO
Expert Committee in its report (serial No. 722 of 1985) has
indicated that 285 basic drugs and 358 single  ingredient
formul ati ons shoul d be considered to be nost -inportant for
the health and care of the human race. It is asserted that
all these conpani es manufacture nmedicines within the frame-
work of the list published by the Wrld Health O ganisation
It is. pointed out that there are about 8000 smmll scale
manufacturers and 214 big manufacturers in the organised
sector for manufacture of medicines. When for sone reason
one particular brand of drug is not available in the market,
a substitute thereof has got to be | ooked for. According to
them all appropriate steps have been taken by the Union of
India and the Central Drugs Controller and the petitioner is
not entitled to any relief in this wit petition

The respondent No. 4 is the Association of the Drug
manuf acturers and respondent No. 5 is the organisation of
pharmaceutical producers the remining respondents are
manufacturers of specified drug preparations. In their
respective affidavits, respondents No. 4 and 5 have pl eaded
against maintainability of the wit petition

This court as wearly as 11.4.1983 directed issue of
notice to the Medical Council of India, the Indian Medica
Associ ation and the Drugs Medical Council of India, the
I ndi an nedi cal Association and the Drugs Control authorities
of the States except that of Kerala as it was al ready nade a
respondent to the wit petition. Cbviously such notice was
given as in the opinion of the Court, the matter was one of
great inmportance and the Court |ooked for participation of
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these authorities in the debate with a view to assisting the
Court in the disposal of the nmatter. W are surprised that
the notice fromthe Court has not evoked response excepting
the State of Karnataka. (Statutory bodi es when called upon
by a Court, in particular the apex Court of the Country, are
duty-bound to respond and join the proceedings before the
Court. as required by Article 144 of the constitution. These
bodies are not [litigants and do not have the choice of
keeping away fromthe Court |ike private parties in ordinary
litigations opting to go

476

ex-parte. The present nmatter is certainly one which is
sufficiently inportant and the stake of the entire nation is
high when the Court suo noto extended the opportunity of
bei ng heard and invitedthe nanmed statutory or other author-
ities to cone forward and place their view points on rele-
vant aspects, an attitude of callous indifference cannot be
appreciated. We hope and trust that there would be no repe-
tition of 'such a situation.

It nust be renenbered that this.is not a normal litiga-
tion with adversaries pitted agai nst one another. Wat this
Court said in P. Nalla Thampy v. Union of India, [1983] 4
SCC 598 has full application. There it said:-

"The lis before us is not of the ordinary type
where there are two contending parties, a
claim /is raised by one-and denied by the
ot her, issues are struck, evidence is led and
the findings follow ..... The wit petition
is essentially in the nature of public inter-
est litigation and the petitioner has attenpt-
ed to voice the grievances of the conmunity."

The issues in this petition are of vital inportance as
they relate to mai ntenance of approved standards of drugs in
general ; the wit petition involves the claimfor wthdrawa
of 7000 fixed dose conbi nationsand withdrawal of |icences
of manufacturers engaged i n manufacture of about 30 drugs
whi ch have been licensed by the Drugs Control Authorities;
the issues that fall for consideration are not only relating
to technical and specialised natters relating to therapeutic
value, justification and harnful side effect of drugs but
al so involve exam nation of the ectness of action taken by
the respondents 1 and 2 on the basis of advice; the matter
also involves the interest of manufacturers and traders of
drugs as also the interest of patients who require drugs for
their treatnent.

The respondent No. 5 has made references to the recom
mendations of the Drugs Consultative Committee and the
ultimate consideration of DTAE to plead against the prayer
of banning of preparations. As already. stated the remaining
respondents are manufacturers of specific preparations and
have supported in their respective counter-affidavits their
clai mthat drugs manufactured or handl ed by them should not
be banned.

Havi ng regard to the nmagnitude, conplexity and technica
nature of the enquiry involved in the matter and keeping in
view the far
477
reaching inplications of the total ban of certain rmedicines
for which the petitioner has prayed, we nust at the outset
clearly indicate that a judicial proceeding of the nature
initiated is not an appropriate one for determnation of
such nmatters. There is perhaps force in the contention of
the petitioner that the Hathi Committee too was not one
whi ch coul d be considered as an authoritative body conpetent
to reach definite conclusions. No adverse opinion can,
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therefore, be framed against the Central Governnent for not
acting upon its recomendations.

A healthy body is the very foundation for all hunman
activities. That is why the adage "Sariranadyam Khal udharma
Sadhanara". In a welfare State, therefore, it is the obliga-

tion of the State to ensure the creation and the sustaining
of conditions congenial to good health. This Court in Band-
hua Mikti Mrcha v. Union of India, [1984] 3 SCC 161 aptly
observed: -
"It is the fundanental right of everyone in
this country, assured under the interpretation
given to Article 21 by this Court in Francis
Mullin's case--[1981] 1 SCC 608--to live with
human dignity, free from exploitation. This
right to live with human dignity enshrined in
Article 21 derives its life breath from the
Directive “Principles of State Policy and
particularly clauses (e) and (f) of Article 39
and Articles 41 and 42 and at the |east,
therefore, it must include protection of the
health and strength of the workers, nmen and
worren, and of ~ the tender age of children
agai nst -~ abuse, opportunities and facilities
for children to develop in a healthy manner
and /in conditions of freedom and dignity,
educational facilities, just as humane condi -
tions of work and maternity relief. These are
the 'mnimmumrequirements which nust exist in
order « to enable a person to live wth hunman
dignity, ~and no State--neither the Centra
Government---has the right to take any action
which wll deprive a person of the enjoynent
of these basic essentials".
Wi | e endorsi ng what has been said above, we would refer to
Article 47 in Part IV of the Constitution. That Article
provi des: - -
"The State shall regard the raising ' of the

| evel of nutrition and the standard of [Iiving
of its people and the inprovenent ~ of public
health as anobng its primary duties ~and, in

particular, the State shall endeavour to bring

about prohi -

478

biti on of the consunption except for medicina

purposes of intoxicating drinks and of drugs

which are injurious to health.'
This Article has laid stress on inprovenment of public health
and prohibition of drugs injurious to health as one of the
primary duties of the State. In Akhil Bharatiya Soshit
Karmachari  Sangh v. Union of India, [1981] 1 SCC 246 this
Court has pointed out that, "the Fundanental Rights are
intended to foster the ideal of a political denocracy and to
prevent the establishnment of authoritarian rule but they are
of no value unless they can be enforced by resort to courts.
So they are nmmde justifiable. However, it is also evident
that notwithstanding their great inportance, the Directive
Principles cannot in the very nature of things be enforced
in a Court of Law, but it does not nean that Directive
Principles are less inportant than Fundamental Rights or
that they are not binding on the various organs of the
State." In a series of pronouncenents during the recent
years this Court has culled out fromthe provisions of Part
IV of the Constitution these several obligations of the
State and called upon it to effectuate themin order that
the resultant pictured by the Constitution Fathers my




http://JUDIS.NIC IN SUPREME COURT OF | NDI A

Page 9 of 12

become a reality. As pointed out by us, naintenance and
i mprovenent of public health have to rank high as these are
i ndi spensabl e to the very physical existence of the communi-
ty and on the betternent of these depends the building of
the society of which the Constitution nakers envisaged.
Attending to public health, in our opinion, therefore, is of
hi gh priority--perhaps the one at the top.

None of the parties before us «clainmed, and perhaps
tightly, that the prevailing state of affairs in this regard
is a conmendabl e one. The technical aspects which arise for
consideration in a matter of this type cannot be affectively
handled by a court. Simlarly the question of policy which
is involved in the matter is also one for the Union Govern-
nent - -keeping the best of interests of citizens in view to
decide. No final say in regard to such aspects cone under
the purview of the court. Yet there are certain contentions
rai sed by the petitioner which deserve serious consideration
and we woul d now proceed to deal wth them

The branch wi th-which we are now dealing, nanely, health
care of ‘' citizens, is a problemwth various facets. It
i nvol ves an everchangi ng chal | enge. There appears to be, as
it were, a constant conpetition between Nature (which can be
said to be responsible for new ail ments) on one side and
human i ngenuity engaged in research and
479
finding out curative processes. This being the situation
the problemhas an ever-shifting base. 1t is comobn place
that what is considered to be the best nedicine today for
treatment of a particul ar di sease becones out of date and
soon goes out of the market with-the discovery or  invention
of new drugs. Again what is considered to be incurable at
any given point of tine becones subjected to treatnent and
cure with new finds. There is yet another ~ situation which
nmust be taken note of as human know edge expands and marches
ahead. Wth the onward march of science and conplexities of
the living process and hitherto unknown di seases are no-
ticed. To neet new chal | enges, new drugs have to be found.
In this field, therefore, change appears to be the rule.

W have already taken note of the position that the
Hathi Committee was of the view that a fixed nunber of
formul ati ons were enough to neet the demand. Fromthe coun-
ter-affidavit of respondents 1 and 2, we have gathered that
this conclusion of the Hathi Committee was not accepted as
on analysis it was not found to be a correct statenment ~ of
the position. The Wrld Health Organisation in its report,
on the basis of expert advice, is of the view that human
ail ments can be treated effectively with 285 basic drugs. W
assume and it is not disputed that the expertise available
to the Wrld Health Organisation was of a higher order’ and
perhaps nore accurate than what was at the di sposal of the
Hathi Conmittee. While we are cogni zant of the position that
the problemis a shifting one and one cannot have a fixed
process to deal with the situations that would arise from
time to time, the Central CGovernnent on the basis of the
expert advice can indeed adopt an approved national policy
and prescribe an adequate nunber of fornulati ons which would
on the whole neet the requirenent of the people at |Iarge.
OQbviously, instant attention has to be bestowed to keep
abreast of the changing situations and nake proper and
timely amends. Wiile laying the guidelines on this score,
injurious drugs should be totally elimnated fromthe mar-
ket. Great care in this regard has to be taken

Such drugs as are found necessary shoul d be manufactured
i n abundance and availability to satisfy every denmand shoul d
be ensured. Undue conpetition in the matter of production of
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drugs by allow ng too many substitutes should be reduced as
it introduces unhealthy practice and ultimately tends to
affect quality. The State’'s obligation to enforce production
of qualitative drugs and elinination of the injurious ones
fromthe market nust take within its sweep an obligation to
make useful drugs available at reasonable price so as to be
within

480

the common man’s reach. That would involve regulating the
price. It may be that there may be an inproved quality of a
particul ar medi ci ne which on account of its cost of produc-
tion wll have to sell at a higher price but for every
illness which can be cured by treatnment, the patient nust be
in a position to get its nmedicine. This, in our view, is an
obligation which the Court has already found in the rel evant
articles of Part IV of the Constitution.

The prescribed preparations nust naintain their quality,
and for ensuring it, strict regulations are necessary.
Provision in statutes or rules or instructions issued by
executive —authorities do not neet the demands of today’'s
situation. The process of regul ation has to be strengthened.
Law nust be provided with sufficient biting teeth and there
must be genuine apprehension in the mind of every person
engaged in the trade that any infraction wuld be visited
with exenplary punishment. In the prevailing situation in
the country, unless the lawis properly enforced, it would
be difficult to regulate the quality of the drugs. Standar-
di sation of the preparations will also introduce a healthy
atnosphere in the market. The practising doctor. should be
acquainted w th the drug policy, availability of drugs and
take care to prescribe available nmedicine to his patient.

There must be due enphasi s on indi genous production so
that in due course, what the Governnment contenplated in 1979
inits then drug policy may be effectuated by India. W have
made large strides in our advancenent in the field of
science as also manufacture of drugs since independence.
Drugs prepared in India today have an international narket
in a limted way. There does not seemto be any  |ack of
ability to manufacture drugs. We. commend to ~CGovernnent,
therefore, that the drug policy of the Governnent should
enphasi se upon a tine-bound switch over to indigenous pro-
ducti on.

Research in this field is of vital inportance. Constant
attention has to be devoted to get the best of results  at
the laboratories and put to use all useful findings: The
traditional indigenous systemof treatment in Indiahad once
upon a time made a | ot of advancenent. There is, ~therefore,
sufficient scope for research on the basis of our own know -
edge. Herbal preparations, as far as practicable, should be
encouraged and appropriate |aboratories should be set up
both in the public and the private sector to continue the
system of research into every branch in this field relevant
to gathering of know edge and proper utilisation thereof in
the field of treatnment and manufacture of drugs. W reiter-
ate that it is not for the Court to |lay down the drug policy
of
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the Governnment. We are aware of the fact that the State is
concerned and anxious to inprove the general condition and
is wlling to exerci se adequate control; Parlianment has in
several legislations in recent years enhanced the penalities
with a viewto ensure elimnation of injurious drugs and
mai ntenance of the quality and standard of drug prepara-
tions. There is, however, no scope for conplacency in this
field and constant and regular attention has to be bestowed
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in order that the flowinto the market may be only of ac-
ceptabl e drugs.

Every indi genous drug manufacturer nust have an obliga-
tion by law to disclose the fornmula of preparation and other
statutory information in the national |anguage and at | east
one or two other |anguages, keeping in viewthe place of
manuf acture of the drug and the area of its circulation. Any
statutory warning to be admnistered should also follow the
sane course. W would like to indicate that it is for the
CGovernment on the basis of expert advice to decide whether
use of poisonous medicine my not be reduced; after al
adm nistering the warning is not a sufficient excuse to
circul ate poison by way of nedicine. W hope and trust that
the Union of India would come forward with a declaration of
its drug policy at a very early date

It appears to us that there is an inmmediate need for a
central enforcement machinery in the interest of comunity
at large. W hope and expect that every State Government
woul d 'cooperate with the Central Governnent in this regard
and the Central Governnent would take a lead to establish
such an authority which would have jurisdiction all over the
country with a view to regul ati ng manufacture and puni shing
defaults and | apses. Licencing of manufacture should al so be
centralised so that ‘uniformty can be nmintained. These are
matters of common concern and we hope that the Centra
Governnment, w thout loss of tine, would take care to evolve
a system which would effectively operate. Leave is granted
to the Central CGovernnent to apply tothe Court, if there be
any difficulty experienced in inplenentation of such a
schene.

Section 5 of the Act authorises constitution of a Cen-
tral Drugs Technical Advisory Board as also a State Board
for each State. The object of setting up of such Boards is
to advise the respective Governnents on~ technical 'nmatters
arising out of the adm nistration of the Act and to 'carry
out such other functions as are assigned to the Boards by
the Act. Sub-section (2) provides for the manning of the
Central Board. W are of the view that adequate representa-
tion should be, provided to consunmers and at |east two
capabl e representatives from
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out of their category should be nom nated by the Centra
Government. The manning of this Board should be such that in
its functioning it would be in a position to effectively
advi se the Central Government on all technical matters:

Section 7 provides for the setting up of the Drugs
Consultative Committee and its statutory purpose is to
advi se the Central CGovernnent, the State Governnments and the
Drugs Technical Advisory Board on any nmatter tending to
secure uniformty throughout India in the admnistration of
the Act. W are of the viewthat on this Conmittee too there
shoul d be adequate representation on behalf of the consum ng
public. If necessary, pronpt steps may be taken to ‘bring
about suitable anendments to authorise such representation
both on the Technical Board as also the Consultative Commt-
t ee.

The Central Government should set wup regional Drug
Laboratories in addition to the Central Laboratory as pro-
vided by section 6 of the Act to facilitate and prompote
research and coordinate activity in that regard

W have no doubt that the existing Drug Consultative
Conmittee is a useful body but the Central Governnment shoul d
consi der whether it requires to be broad-based and confined
with | arger scope of operation or it is necessary to consti-
tute another high powered authority, as prayed for by the
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petitioner so that such a vital matter like public health
does not go wi thout adequate attention

Before we part with the case, we must point out that the
amendi ng provi sions of 1982 which were brought into force in
1983 have renmmined nostly inoperative on account of orders
of injunction granted by H gh Court. The Central Governnent
may get inpleaded in the pending proceedings before the
different High Courts and request the said Hi gh Courts for
expedi tious disposal of the matters. At one point of tineg,
we were thinking of making an order dissolving the interim
directions but that would have necessitated inpl eading these
parties in this case and hearing them W have, therefore,
thought it proper to suggest that the Central Governnent may
get inpleaded in the pending proceedings, if they are al-
ready not parties and apply to the High Courts. W sincerely
hope that when any such application is noved before the High
Court where a dispute of this type is pending, the Hi gh
Court would nake every endeavour to expedite the disposal of
the proceedi ngs and have the sane di sposed of as early as
possi ble " and preferably within a period of two nonths from
the date when- it is
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approached so that the dispute may end. If there be any
difficulty in giving effect to this part of the judgnent,
the Central Government has |eave of this Court to make an
appropriate application for directions.

The objection raised by the petitioner with reference to
specific nedicines has not been exanined by us mainly for
the reason that we have found this proceeding not an appro-
priate one for such purpose. W, however, ~hope that the
Central Governnent shall take-into consideration the objec-
tions raised by the petitioner and have the sane referred to
the Consulative Conmittee or to such other body as'it con-
si ders expedient for inmedi ate examination and a decision in
that regard shall be taken, not later than six nonths.

The petitioner has indeed done a comendable job in
bringing the matter before the Court. W appreciate his nove
and are inclined to think that he should be suitably conmpen-
sated with a viewto reinmbursing himfor the expenses. W
direct the Mnistry of Health of the Central Government to
deposit a sum of Rs.5000 (Rupees Five Thousand only) in this
Court wthin tw nonths hence which the petitioner will~ be
at liberty to withdraw.

Petition disposed of.
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