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UPON hearing the counsel the Court nade the follow ng
ORDER
This petition filed in public interest prays for a series
of reliefs set out in paras Ato Z of the prayer part of the
anended petition.
At the hearing today, M. Colin Gonsal ves, |earned senior
counsel appearing for the petitioners, confined his subnissions to

f our maj or issues which according to himhave not been addressed

by the Government while formulating and publishing its Nationa
Phar maceutical Pricing Policy, 2012 followed by Drug Price Contro
Order, 2013. M. Consal ves contended that the Conpetent Authority

has fornulated and relied upon a fornula that is totally out of

tune with the schene, spirit and object sought to be achi eved by

the | egislation under which the Price Control O der has been
i ssued. In particular, it was contended by M. Gonsal ves that
the fornmula evol ved and applied by the Governnent for regulating

drug prices in the country has not taken note of certain ground

realities. For instance the Price Control Order ignores the fact
t hat supplies made by Phar naceuti cal conpani es to t he State
Gover nnent s of drugs covered by the order are made at nuch | esser

rates than those stipulated in the price controg order, 2013. The

earlier formul a whi ch accordi ng to M. Gonsal ves, t ook into
consi derati on the manufacturing cost and provided for 100 percent

mar k-up was a fair nethod of determ ning prices of controlled drugs

in the country. This formula has been abandoned by the Governnent

to the prejudice of the |ess fortunate sections of our country
who cannot afford even such of the drugs as are acknow edged to be

absolutely essential, not only by the Wrld Health O ganisation but

even by the Government of India. As many as 348 drugs are said to

have been included in the Iist of drugs that are brought under

price control in ternms of the order nentioned above.

The second |inb of M. CGonsal ves’s grievance in the wit



petition touches upon the exclusion of certain drugs fromthe

Price Contr ol Or der. It is cont ended by M . Gonsal evs t hat
exclusion of l|ife saving drugs/medicines, fix dose conbinations and

medi cal preparations belonging to the same chemical class fromthe

Price control Order is wholly unwarranted and unjustified. It was

al so subnitted that the Price Control Order does not extend to

dosages and combi nati ons nor does t he or der cover medi ci nes
supplied under t he Nat i onal Heal th Pr ogr anme. So al so
preparations appropriate for children have not been included nor

have medi ci nes needed for maj or heal th i ssues Iike Di abet es
Hypertensi on, Tuberculosis, Anemia and HV been included in the

list of drugs. Exclusion of such a |arge nunmber of drugs which are

essenti al by any st andard is accor di ng to t he | ear ned Counsel

whol ly unfair and arbitrary.
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The third area in which M. CGonsal ves, made hi s submi ssi ons

was about manufacture and sale of large quantities of drugs usi ng

irrational conbinations. He submitted that the system by which the

drugs are certified for human consunption does not appear to be

very effective not only because of |ack of adequate |aboratory and

testing facilities but also because of l|ack of human resources

with the agencies who are supposed to subject such drugs to testing
process before clearing themfor bul k manufacture and use by
consumers. He urged that irrational conbination of drugs is a nmmjor
i ssue not only in terms of such drugs being serious health hazards
but al so because the Price Control Order does not specifically
addr ess the sane.
The fourth aspect which M. Gonsal ves urged before us rel ated
to the exclusion of patented drugs fromthe Price Control order. It
is urged that there was no real reason why pat ented drugs cannot
and shoul d not be brought under the price control order issued by
t he Governnent.
On behal f of the respondents it was argued by Ms. Pinki Anand

| ear ned ASG M. A. K. Sanghi | ear ned seni or counsel and ot her



counsel appearing for the remaini ng respondents that the Nationa

Phar maceut i cal Pricing Pol i cy, 2012 has been fornul ated by t he
Gover nnent after due and pr oper del i berations t aki ng into
consi deration al | rel evant aspects i ncl udi ng t he obj ective of

maki ng drugs affordable for the common man and | eaving room for

growt h of the pharmaceuti cal conpanies. It was sgbnitted t hat t he

list of drugs br ought under t he price control regi me

was

reasonabl y conprehensive and in tune with the list drawn up by the

Wrld Health Organisation. If any drug has been left out of the
Price Control Order, the Governnent can | ook into the desirability
of its inclusion and pass appropriate orders on the subject. It

was al so contended by | earned counsel for the respondents that the

formul a adopted for fixing of prices of essential drugs is neithe
r

anomal ous nor opposed to the objects underlying the |egislation on

t he subj ect . Havi ng sai d t hat i f t he petitioners wer e

to

denmonstrate by reference to any material available with them

any
possi bl e absurdity in regard to any specific drug, the Conpetent
Authority would certainly exam ne the sane and take corrective

measures. It was urged that although there have been extensive

exchange of Vi ews bet ween t he Conpet ent Aut hority and

t he

petitioners or their representatives, t he Conpet ent Aut hori t
y

woul d have no objection to re-exam ne the grievance in case a

fresh representation is filed by the petitioners in that regard

Ms. Anand submitted that sone of the issues sought to be raised
by the petitioners are in fact already under exam nation at an

appropriate |evel
In the circunmstances and keeping in view the significance of
the issues raised before us, we see no reason why the petitioners

cannot be permtted to file a fresh representation bef ore
t he

Secretary to the Government of India, Mnistry of Chem cal and



Fertilisers with copi es to al | concer ned poi nting
t he

deficiencies and ananolies by the petitioners. We nake it clear

that the petitioners would do well to confine their grievance in

any such representation to the four distinct aspects referred to

by us her ei nabove. Needl ess to say t hat upon recei pt of t he
representation fromthe petitioners, the conpetent authority shal

exam ne the sane, afford the petitioners an opportunity of being
hear d. It woul d al so consider the material that the petitioners

may provide in support of their petitions and the opinion of the

experts, if any, on the subject and pass appropriate orders in

accordance with | aw on the subject. The conpetent authority may

whil e doing so deal with each one of the aspects raised by the

petitioners as nentioned above and spell out the reasons in support

of the viewthat it nmay take on the subject.

The petitioners shall file their representations within six

weeks. The conpetent authority shal | exam ne the the sane and
communi cate its order as early as possible but not later than six
months fromthe date the representation is received. The conpet ent
authority shall also place on record with an affidavit the order

passed by it before the next date of hearing.

Post these petitions after six nonths.
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