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counterpart to share infor mationand perhaps coordrnate g !
f actionis good news as hoth regulators willnowbeonthe
“'same page, theneedof the day isfor the Indian regulatorstobemore
~stringent and conduct more surprise tests in the manner the FDA
does. Indeed, since Indian regulators are not contesting the USfind-
~-’ingsin the case of, for instance, a: Ranbaxy;, it is worrying that they . ~
" “have not detected such problems. themselves. That said,- ‘the "
__Indo~US problem goes deeper tothe US belief that India’sIPR laws S
.+ particularly Section3(d)of the PatentsAct thatdeals withwhatisnot ﬁ ‘ ’
. patentable-—and brmgs in the question of increased efflcacy—are ey '
* inadequate to protect US intellectual property. Whatever the Ul -
. view, Indian authorities argue that the Patents Act is WTO- comph .
- ant. Also, the issue. seems:to have been. further sealed. with
. Supreme Court ruling on the issue of 3(d) and'on “efficacy” in'the
_NovartisGliveccase—the SupremeCourthasalso upheldtheIndian
- Pharmac eutlcalAlhance 'sviewthat Article 1(1) of TRIPS expllcltly B
- allowsmember countriestodetermine how toprotectIP: Anyfurther .
~interpretation will have to awaitarulingof alarger SCbench..
.Evenso, ithasto _be said the Indianaction in the case of Bayer e
.+ liver and kidney cancer drug Nexavar looks guite arbitrary and. -
."'probably added to the US ire with Indian IPR. The complﬂsory_.-i’f_‘-
o hcensmg, itistrue, brings down the costof treatment dramatlcally, i
s from?z 8lakh amonthto8,000; butsurely itcannotbe saidthatthis -
-was an epidemic. 31tuat10n that called for the use of compulsory_.
.- licensing? Drug discovery is a very expensive process involving
- billions of dollars in R&D. Unless carefully thought through irre-
sponsible compulsory licensing of the Bayer kind will just give .-
-India a bad name: As for the moral outrage over the USFDA action:
againstIndian pharma producers the government woulddowellto -
keep in mind the well-publicised shortcomings of the Indian drug E
control process. The Central Drug Standard Contral Organisation
- (CDSO) has under half its sanctioned strength—-also it has just: -
-~ 1,500 inspectors to oversee 10,500 manufacturing sités and several
" lakh chemist. outlets: Indeed, arecent report of the Parhamentary o
Standing Committee pointsto severalbanneddrugsbemgavallablef -
1 1n India as well as cases of new drugs bemg approved without the
i Zmandatory clinical trials being carrled out and, in some cases, the
- approval was given by the CDSO’s non-medical staff—in manycas-:.. VM

3 EWhﬂe the agreement between the US FDA and its Indlan.

-

¢ es, the doctors' testimonials cited for approving drugs were e1ther
identical ornotbackedw1thanytest results; yetthe doctorswere not ) |

: “evenreported to theMedical Council of India. Noamount of ralhng_ ¢! A
-~ attheperceived US high-handedness isgoingtofix this. Asthe FAAs ? 3
©'downgrade of India’s aviation safety shows, India’s regulatory Sys- . i
. 5 tem has been caught nappingonce agam f : paa i






