Needed: a new medicine

he monsoon session of Parllament holds the key
o reguiatory change for the pharma industry

By nuu N Amm of the Duugs & Cosmetics Act,

1940 (DEC Act), o pravide strict-
er penalties. This follows the rec.
canmendations of various com-
mittees. In May 2005, a Bl to
amend the DEC Act was intro-
dwced in the Rajyva Sabha. Since
then, the standing commitiee re-
port has also been submitted, en-
darsing the proposed smend-
ments. What is now requised is a
fast-track approach, The ministry
should reintroduce the Bill in the
monsoon sesskon af Parliament,

to approve the amendments in
the Act.

Let's move on 1O avoiher aMea
which requires attention. In the

| ngllsh novelist and sci-
- "'4 entist C.F, Snow, once
e sald: “Techmology.... Is &
N gueer thing. 1t beings
you great gifts with one
Band, and it stabs you in the back
with the othes.”
it is unfortunate, but Lroe, that
crooks around the werld use
™~ hnulul;y’ 0 P!Odu(f fale
gooodds. The production and sale of
commietrielt or spusrtous goods ix a
mensce 10 any country and needs
1o e dealt with sternly, Besides
vidating intellectual property

laws. It causes revenue loss 1o the

company as well as to the exche current scheme of things, the
(uee pharmaceutical Industry Is regu.
When Ut comes 10 drugs and iated both at the Centro and state

nedicines, spurious products can
ave lethal conseguences on pub-
e health, compasabile to weap-

level. Multiphe agencies, and a
complex structure for governance
and lmplemoentation, result In

ons of mass destruction, Foe ex- continuing disparities In the Im. Iasboratory practices, clinkcal ple agencles and Inevitable de- petimental single doss IND appill-
ample, peipetratory of these plementation of the DAC Act practices, drug safety and eflficacy  lays. On the other hand, pharma cations are nat sccepind In India
Criones B viads with water whien  across the country. Agalnst this as wel as standardization and companies overveas deaelit from  and this bevomes a competitive
e Infectidies are meant %o read  backdrop, steps taken by the min-  marketing. The CDAl will being sstomatic regsistory agprovals dradvantage
Camce Saringent pranishanent Wiy of hea’th and family welflse  wniformity in Deemsing and en. within a predefined ¥ W day Within %e Emited rescurces
wer ) e the only way e deal 10 establish the Central Dyvug An-  focce the various provisiens of the  tme frame. svallabie, some excrllent steps
it e probiles. The Indian thocity of india (CDAL) —~10 re- DEC Act & Bades, 1945 For exam The current legisistion does not  have sready been talea by the
povernmnent s faly awase of e place the Central Dyugs Standard ple, there will be standard proce- peovide for early micre desing COSCOD such as the creation of »
eravity of the situanon aosd has Contrel Organization (CDSCO )~ dures folowed by all state Bcen-  studies In bussans, 8 ocem In the separate paned for evaluation of
=en coaituted sever sl expert are cetalinly leadatNe, siag swhorithes for the grant of B-  US and the FUI. The regalations in  Notech based drugs, a compre-
cometters 10 fad wayy of com- This avtonoesous bady will conce for new drogy, Incheding these countries provide that fel.  Measive adverse drug feaction
Nating the nusende of st s beip cuth various evils with re- fivrd doae comdinstions We lowing basi tonicolagy studies in | monitoting programme, amend .
divps In our country. spect 10 manufacturing practioes, hope that the CDAL willl see the sndmals, carly micro-dosing stod-  meats 1o Schedule M (GMP), ric.

The death penalty handed oul bight of day s the coming mon- bes can be carvied out e bumans. But mach more neads 10 be done.
o China’s formner drug regelator soon sessson of Parllament This allows for early pharmacyll. Let us not forget that with the
for approving fake and sub Yet anothet niggling anomaly nethc testing ia hamans, and mcentives extendod for FAD, In-
standard medicines points 10 Bel- semalng in the way clinkeal trials  helps to clocumvent the potential  dia can certalaly aspice 9 be & re-
ng's indent 1o send o sern mes- are treated bo owr country. In new  TON falbure rate in the costhy search hud for the world
vige A aumber of media reports drug discovery and developement,  Fhase | studies, which are ypl- Whether the government bites
rermed 1Be sentence 1o be saduly appeovals are required at every caly carried cut only aber pre- the bullet by making the acces-
Narshh But whedher (8 really was, stage of the trial process clinical tevting sary changes i the regalatory ar-
v & maitet of sevious dedace. i India, valiie In the US or the sogle done loves-  eas, trenains 10 be seen. Dud U it

Currently, & producer of » fake Durcpean Ualon (FU). the law dgrtional New Drug (IND) appll.  does, it would have dose the ma-
devg In India, oo comviction, can does not specify a 3060 day de-  Catlons me common In D US, SO8 & preat srrvice
ort away with impeisonment bor firitive time St for theregala  and companies vuch a2 Glavo-
live years. This is oot & stroag tocy body to sccard apperovals SmithKline Fic have regeatedly Ramesh Adige is exevative direc-
rovough deterrent. The CDSC0 has 19 seek e rec- weed them 1o compare twe cam- N, Rasbary [aboraterier Lid

11 s 2 welcome sign that the crmendations of the [adian peunds and artive o the better There are biz pervonal vlews
woasiry of health and famidy wel- Council of Maodical Research. This  one Dased on real homan drug (MRS ST 6 Wi vime of
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