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Abbott unit’s divisional
patent application for
drug rejected in India

Salan C Kurnar

Chennal, Dec 25: The coun-
try's patent office has rejected

i alelslonalpatentapphcatlon

by AbbVieBiote chnology Litd,
thebiopharmaceuticalarm of
UShased Abbott Laborato-
ries, for multiple-variablé
dose regimen for a tumor
hecrosis factor alpha (TNITa)
dirug, treating disorders in-
cluding Crohn's and Psoriasis
diseases. Accordingto docu-
ments filed with the '-lggl_.fﬂ
patent office; the claimed in-
veition is related to Adali-
mumab, amedication market-
edunderthe Humira brand

" Inasetbacktothecompany,

the Chinese patent office too
had in September this yearre-

jectedthe samepatentapphca—’

tion, titled ‘multiple ‘variable
dose regimen for. treating TN-
Fa related disorders', cltmg
‘thelack of novelty and inven-
tive steps.

Backinlndia, AbbViefaced
faced arather Stiff opposition,
Opposing the application, the
Indian Pharmaceutical Al-
liance (IPA), whichrepresents
research-based nationalphar-
‘maceutical companies, had
filed a pre-grant opposition

" againsttheapplication.

While AbbVie argued for
thepatent initially, thecompa-
ny later informed the patent
office thatitlostinterestinthe
application and would not
pursue it further
Anita Jatav, assistant con-
troller of patentsand designs,
Delhi, while. rejecting the
patent application, said that
theclaimed composition wasa
mere admixfure of known in-

" gredientsresultingonly inthe

aggregation of the properties
of the components.

The patent office further
saiditwasnotclearif thecom-
bined agents act together {o
provide a teclinical effect that
wasgreater than just the sum
of the two or more agents
alone, or whether the combi-
nation was in fact a mere jux-
taposition withnointéraction
of theagents.

“The cited documents and
the documents in the filed pre-
grant replesentatlon show
that the antibody is known in
the priorart withits usein the

w The patent office has
rejected a divisional patent
application by AbbVie
Biotechnolagy; the
bigpharmaceutical arm of Us-
based Abbott Laboratories; .
for multiple-variable dose
regimen for a tumot necrosis
factoraipha (TNFa).drug;’

. treating disordersincluding

Crohn’s and Psor|a515
diseases

" Accordmg to documents
filed with the Delhii patent

. office, the claimed invention
Jdsrelated to: Adalimumab, a
medication markétedunder
the Humira brand

disordelb as disclosed. Thus,

the present- invention lacks '

novelty and inventive step in
view of of -the cited docu-
merits,” . the ass1stant con
troliersaid.

The P4, in its opposnmn
sajd ‘that the presently
claimed fnventionisalsorelat-
ed to phatmacetitical compo-
sition comprising the claimed
antibody, also referred to as
Humira and Adalimumab,
and that the present applica-
tion was not tit for divisional
under Section 16(1)(3) of the
Patents Act, 1970.

The claitns of the present
invention falls under Section
3(d) of the Patents Act, as the
present invention was the
mere useof analready known
antibody TNEa antibody in
the form of ‘composition for
the treatent purpo%e in the
given dosage amount. “Thus,
the invention is the mere use
of ah already known sub-
stance .in different dosage
amount, with no increased ef-”
ficacy over the known sub-
stances,” i tS'ild

However, AbbVie, in its de-
tailed description of the
claims, hadsubmitiedthatthe
invention pertains to isolated
humanantibodies,or antigen:
bindihg portions with high
affinity, low off rate and high
neutralisingcapacity. Various
aspectsof the inventionrelate
10 antibodies, antibody frag-
ments, and pharmaceutical
compositions, among others,
it claimed.



