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Gilead licenses Strides to make,

Ramnath Subbu

MUMBAL: U. S pharmaceutlcal
major Gilead Sciences has
signed a licensing agreement
* with Bengaluru-based Strides

Arcolab; under which Gilead

has extended non-exclusive
_rightsto Strides to make and
_ distribute Tenofovir Alafena-

mide (TAF), both as a single | l .

agent product and in combi-
nation with other drugs.

This is seen as a-goodwill -

creation exercise by sections
" of the Indian pharmaceutical
industry as multinationals
have  been mcreasmgly
viewed with scepticism in de-
velopmg markets. .
TAF is a novel nucleotide
reverse transcrlptase inhib-
* jtor used in human immuno-
deficiency - virus

acquired 1mmunodeﬁc1ency
syndrome (AIDS), TAF is
dwaiting U.S. Food and Drug
Administration (FDA) ~ ap-
- proval, and is expected to go
to marketbyyear-end. . -
A statement from . Strides
said the licence extends to 112
. countries, which together ac-
count for more than 30 mll-

WMJ\*

HIV) .

patrents in the tréatment of '.

" Today’s.

lion people lwmg with HIV
Strides will receive a technol-
ogy transfer from Gilead, en-
abling it to make low-cost
versions of TAF for develop-
ing countries.

Strides will be able to‘

laanch its product by

'mid-2016. TAF has demon-

strated high antiviral efficacy

at a dose. 10 times lower than’

Gilead’s * Viread (tenofovu'

disoproxil fumarate), as well.

as an -improved renal and
bone safety profile, the state—
ment said. )
leferent model_for
developing markets

Gilead pursumg dlfferent'

model for developing markets
announcement
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follows last week’s rejectlon

of Gilead’s patent application:

forits blockbuster drug sofos-

buvir by thé Indiar patent of-
fice. Sofosbuvir is con51dered_'

a breakthrough drug in the
treatmenit of Hepatitis C and
Gilead’s. application .covered

the metabolites of sofosbuvir.

The main patent application

for the produict isstill pend- .
"ing and Gilead is to- appe

against the decision. .
“In September, 2014, Gilead

signed agreements with sev-
en Indian generlc drug manu- -

facturers :licensing ‘them' to.
make sofosbuvir to supply it

" o 90 countries, Sofosbuvir is’
prlced at $84;000 per patient .

in-the U. S, -and the effective

' prlce for: genenc verswn 1s

'dlstrlbute AIDS drug in 112 countrles‘

Strldes; W111 be able to launch 1ts product by mld 2016 -

- around $900: and a 10 per cent
_royalty.

- “Gilead’s chosen voluntary

“ licensing model is refreshing,

and will - certainly earm -it

goodwill. It ensures ‘protec-

tion of intellectual property

- (IP) ‘and simultarieously én-

sures access to medicines,” D.
G. Shah; Secretary-Gereral,

i Indian Pharmaceutlcal Alli- |
_ ance ('IPA) told The Hindu.
- “Today; its TAF llcensmg an-

pouncerment is just an exten- |

_sion of-its existing model for

developing markets: . -
QOther multmatlona.l phar-

“maceutical glants such as

GSK opt.for a price differen-
tiated model for developing

markets mainly for their ol-
.der products, which Merck
~uses the discounted mode},

pricing its drugs at75per cent

4l°. of U.S. prices. -
"Pharmaceutxcal multma-

tional prefer Indlanm -
turers’ over: other:
manufacturing destinati

like South Africa and Braz1l E

because India is already supt
plying. generlcs to 200 ‘eoun-
tries. . and ‘% has™. ¢ proven:
capablllty, cost-effectlveness.
and quah ? Mr. Shah sa1d
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