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Dmg ban*

*eady to fast~tra(,k

cl @ammes for fresh chmcai ma,ls

./'

”-Wlll mitigate -
financial impact
~onexporters,

GNAGA SRIDHAR
%Hyderabad September2
: ‘?f'The Commerce Ministry may
‘not have been able to get the
EU ban on 700 medicines re-
voked, but it has managed to
-convince the European Com-
‘mission to speed up clearances
for. pew bio-equivalence stud-
ies of the affected drugs.
“Based on this, T understand
that some drug manufacturers
have already commenced the
‘process of getting the trials
cconducted afresh,” PV Appaji,
Director-General, Pharmaceuti-
;_cal Export Promotion Cotincil
(Pharmexcil), told BusinessLine
“‘here on Wednesday.
“>"In July, the European Union'
"had annouriced a ban on mar-
eting of 700 generics on the
rcharge that GVK Biosciences,

\N‘A&(ﬁ

clals meeting -

w]uch had camed out the clini-

~cal trials, manipulatéed the re-

sults. ]LJne ban came into effect

. onAugust2l.

Miffed by the'bari, the Com-
merce Ministry. deferred Free

Trade Agreement dlSCUSS‘lOl'lS
. with the EU, Si-
- multaneously,

it also tried to .
get the ban re-

voked, ‘with,
ministry  offi -

teams of the
European Medical Agenc:y and
otherregulatory bodies. .

However, according to sourc-
es, the Commerce Ministry’s ef-
forts had resulted in only “limit-
ed” success, with the European
regulators saying that any dilu-
tion of their order would only
seta“bad precedent”.

However, as a.concession,
they have agreed to fast-track -

* clearances of new tests.

The industry, too, appears to
be wary of a festering confron-
Lation ‘on- regulatory aspects

with as ma]m a marker as Eu
rope.“The government has sent
a strong message to the EU on
the issue... Further, speedy
clearances fm producrs based
on new bioequivalerice studies
can significantly bring down
the  financial
impact,” - Phar-
mexcil's Appaji
osaid.
According to
initial esti- -
. mates, the ban |
- is expected to
result in a loss of about $1 bil-
lion in pharma exports.

Legal tangles .

Fresh trials will mean signifi-
cant financial implications for -
drug-makers.“But thereisnoal-
ternative for us other than to
get fresh trials done. Our legal
teams are exploring contract
provisions with GVK Bio, which
conducted the tests for us,” said

a top executive at a pharma

firm with a couple of drugs on
the banned list.




