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Govt mulls cancer drug patent waiver

Health Min <<:$m To DIPP On Ending vaﬁmqﬁ_os For Bristol-Myers’ Dasatinib

Sidhartha| Tnn

New Delhi: The health minis-
try has reopened the issue of
waiving a global drug giant’s

" patent rights for Dasatinib, a
. cancerdrug, arguing the move

is needed -to- deal Wwith an
“emergency”. Thelatést devel-

" opment — which the ministry

expects ‘will” go- through —

SBmmwﬁmnngrmbg&wrmm -
* won a reprieve from the US
over its intellectual property
regime but is facing flak from

the civil society, which is criti-
cal of the government “going

soft” on affordability and

availability of ‘medicines for
life-threatening diseases.
fn a letter to the depart-

mient of industrial policy and

promotion (DIPP) last week,
the health ministry has an-
swered the concerns raised
. earlier and said the cost of the
drugproduced by pharmama-
jor Bristol-Myers Squibb

.. (BMS)willbemetthroughgov-

-} Squibl will be met through

“emergency”
“The ministry has assured .
- thatthe costofthedrug -
produced by Bristol-Myers -

govermment schemes::

perts see BMS along with Pfiz-
er at the forefront of the battle
to_get -the US authorities to
downgrade India’s patent re-
gime by a notch and open it to
possible punitiveaction.
Officials in DIPP refused to
comment on the latest move,

but health ministry sources -

said they plan to use around
half-a-dozen schemes to fund
the cost of making the drugs

. available to patients for what

MAKING IT AFFORDABLE

The health ministry has macma that Dasatinib
“patent waiver is needed to deal with an

om‘ public non-commer-

“cial use and the position has

beeri made clear in last week’s
letter. Dasatinibisused totreat
chronic myeloid leukemia,

If the move goes through, it
will be the first instance of the
government invoking emergen-
cyprovisionsin thelawto waive
the patent rights. So far, the

. compulsory licence provisions

have been used by the Patents
Office, which waived Bayer Cor-

poration’s patent’ rights over

..........................................................................................................................

wamﬁn arenal cancer drug,al-
lowing Natco Pharma to manu-
factureandsell it ata fraction of

the cost. Natco had offered to -
sell themedicineatRs8,800fora .

month’s therapy, compared to

. Bayer'sRs2.8lakh.
* * But unlike last time, this-

time the government will itself
have to issue the compulsory li-
cence, which is provided for in,
the World Trade Organization’s

Agreement on Trade-Related .

Aspects of Intellectual 5%9.

ty Rights (Trips). Even in this’

case, the sources said, the gov-
ernment will have to hear the
arguments put forward by BMS
to “follow the principles ofnatu-
ral justice”. Once the govern-
ment issues its order, the Pat-
ents Office will be required to
notify the availability of a com-
pulsory licence for thedrugand
will be required to go through
another round of hearing. -
Initially, the health minis-
try'was pushing for compulso-
ry licence for three cancer

drugs, buthad todropplansfor M

twoof them. °

Given the international :
scrutiny the government is
treading with caution and had :
earlier turned down health :

ministry’s plea that the govern-

‘ment issue a compulsory’ li-

cenceunder section 84 of theIn-

dian Patents Acton thegrounds
of affordability and had sug-
gested an application be made. < ;
with the Patents Office: DIPPis -
extra cautious over the issueas: &
- it willundergo the legal process . §
‘anditdoesnot wanttobecaught
doing sométhing which is :

against thelaw

Last October, the Patents '

Office had rejected an applica-

tionfromBDR Pharmatomake

a generic version of BMS’s Da-

- satinib, which issold underthe :
Sprycel brand. The proposal
was rejected on the grounds :
that the Indian company did
not make enough efforts toob:
tain a voluntary licence for the - :
anti- 858&&.@ . :
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