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Indian co seeks
compulsory nod
for MNC’s drug

Lee Pharma Wants Licence For
AstraZeneca’s Diabetes Drug

Rupali.Mukhetjee
@timesgroup.com .

Mumbai: A littleknown
Hyderabad-based  pharma
company has filed an applica-.

¢ tion with the Patent Office to :
© manufacture -saxagliptin, a

diabetes drug patented and
marketed in the country by

" MNC AstraZeneca. Thisisthe

third compulsory licence ap-
plicationfiled sofar,inabid to

: substantially bring down the_--
" cost of akey drugused mdxa—

betes management.
Lee Pharma filed the ap(

plication on June 29 to make

ageneric version of the pat-

" ented drug, marketed as On-

glyza, under Section 84 of
thePatent’s Act, 1970.

The first compulsory li-
cence—Natco’s application
for Bayer’s Nexavar, an anti-
cancer drug—was success-
ful, while the second —

BDR'’s application-for BMS’ -
i “Dasatinib — was rejected by
;. thePatent Office.

The domestic company, in
the latest application, says
that the drug is being sold by
Astra Zeneca at Rs 4145 per
tablet, while the cost of im-
porting is less than a rupee
(0.80) per tablet. The cost of

therapy per month amounts

tonearlyRs 1,300, whichisun-
affordable to most diabetics
inthe country since over 75%

i areout-of-pocket éxpenses.

Lee plans to price saxa-
gliptin 2.5 mg per unit at Rs
27, as against Rs 43.21 per
unit of Astra Zeneca's On-
glyza, while theé 5mgversion
cost per unit will be Rs 29, as
against the MNC price of Rs
41.50, which would results in
hugesavings.

The application says
nearly R0% of diabetics in

the country belong to low
and middle-income groups,
and that over 80% of dia-
betes deaths occur in low
and middle-income coun-
tries like India. The domes-

.tic company has claimed

that even after eight years of
grant of patent, the drug is
stillnot manufactured in the
country,and is being import-
ed, and that too in insuffi-
cient quantities, which does

not meet the requlrements

of thecountry.

Under Section 84, a com-
pulsory licence to manufac-
ture a drug can be isstied af-
ter three years of the grant
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of ‘patent on the partictular

- product, which is not availa-

bleatanaffordableprice.

Saxagliptin is covered by

a patent granted in 2007 to
Bristol-Myers Squibb, which

assigned the monopoly’

rights to AstraZeneca, when
the latter acquired its dia-

" betes portfolio. in February

2014. Thedrugis marketed as
Onglyza in a standalone form
and as Kombiglyze XR in a
combination with. another
active ingredient.”

To successfully obtain a

CLunder Sectioh 840f thePat- '

ents Act,an applicantneeds to
show that they have made ef-
forts to negotiate a voluntary
licence from the patentee for
atleast six months.
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