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Objections

Formal Requirement(s)
1. Fees for 2 newly added claims (Rs 3,200) has to be paid.
Invention u/s 2(1)(ja)

1. The submissions in your letter dated 14/03/2023 have been considered carefully.However, following objections have been
raised.

Newly added claims 3-4 are not allowable u/s 59 of the Patents Act, 1970.As no amendment of an application for a patent
or a complete specification or any document relating thereto shall be made except by way of disclaimer, correction or
explanation, and in not in way of addition.

Para 1 of FER is maintained as the applicant’s reply is not satisfactory. The applicant in his correspondence argues that D1
teaches that ISIS 681257 was subcutaneously administered to 8-week-old female mice at 0.3, 1, 3, or 10mg/kg, but fails to
provide any teaching or suggestion regarding an amount suitable for humans is not satisfactory.As, para [0175 and 0201-
0202] of D1 talks about that administered of a said compound is not limited to mice, but it also includes humans.

Applicant’s arguing that in examples 1 and 2 of the present application, a = 30-fold improvement in potency in humans was
observed for oligomeric compound ISIS 681257 in sterile saline solution is not satisfactory.As, the said examples does not
clearly defined the said improvement in the specification.

Hence, by routine experimentation, the typical dose for humans can be arrived by a person skilled in the art in view of the
cited documents.

Hence there is no technical advancement over the cited documents and the inventive feature of the current invention is

obvious to a person skilled in the art in view of the cited documents D1 to D2. Therefore, amended claims 1-2 and 5-13 do
not involve inventive steps as required u/s 2[1(j)(a)] of the Patents Act, 1970.

Non-Patentability u/s 3

1. Para 2 of FER is maintained, As, the amended claims 1-2 and 5-13 are not patentable under section 3(e) as the
composition claimed is is just an admixture of various ingredients without any demonstrated synergistic effect.

Sufficiency of Disclosure u/s 10 (4)
1. Para 3(I) of FER is maintained as the applicant’s reply is not satisfactory for the amended claims 1-2 and 5-13 pertaining

to a pharmaceutical composition are not enabled in the specification via working example.Hence, these claims do not meet
the requirement of 10(4) (b) of the Patents Act, 1970.
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