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1. This opinion contains indications relating to the following items:

Box No. | Basis of the opinion

Box No. IV Lack of unity of invention

Box No. VI Certain documents cited
Box No. VIl Certain defects in the international application
Box No. VIII  Certain observations on the international application
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Box No. Il Non-establishment of opinion with regard to novelty, inventive step and industrial applicability

Box No. V Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step and industrial
applicability; citations and explanations supporting such statement
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Box No.| Basis of the opinion

1. With regard to the language, this opinion has been established on the basis of:

X
(]

4. 0

the international application in the language in which it was filed.

a translation of the international application into , which is the language of a translation furnished for the
purposes of international search (Rules 12.3(a) and 23.1 (b)).

This opinion has been established taking into account the rectification of an obvious mistake authorized
by or notified to this Authority under Rule 91 (Rule 43bis.1(a))

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this
opinion has been established on the basis of a sequence listing:

a. O forming part of the international application as filed:
Ll in the form of an Annex C/ST.25 text file.
L1 on paper or in the form of an image file.

b. O furnished together with the international application under PCT Rule 13ter.1(a) for the purposes of
international search only in the form of an Annex C/ST.25 text file.

c. U furnished subsequent to the international filing date for the purposes of international
search only:

LI in the form of an Annex C/ST.25 text file (Rule 13ter.1(a)).

O on paper or in the form of an image file (Rule 13ter.1(b) and Administrative Instructions, Section
713).

In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished,
the required statements that the information in the subsequent or additional copies is identical to that
forming part of the application as filed or does not go beyond the application as filed, as appropriate, were
furnished.

5. Additional comments:
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Box No.V  Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step or
industrial applicability; citations and explanations supporting such statement

1. Statement

Novelty (N)

Inventive step (IS)

Industrial applicability (1A)

2. Citations and explanations

see separate sheet
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Re ltem V

Reasoned statement with regard to novelty, inventive step or industrial applicabil-
ity; citations and explanations supporting such statement

1. Reference is made to the following documents; the numbering will be adhered to in
the rest of the procedure.

D1 WO 2017/005725 A1 (BAYER PHARMA AG [DE]) 12 January 2017
(2017-01-12)

D2 WO 2020/210629 A1 (SQUIBB BRISTOL MYERS CO [US]) 15 October
2020 (2020-10-15)

2. Novelty Article 33(2) PCT:

The subject-matter of the claim 1 is novel:

The document D1 discloses (4 S)-2 4-chloro-4-ethyl-7 3 -fluoro-3'-methoxy-3 2 ,5-
dioxo-1 4-(trifluoromethyl)-3 2 H -6-aza-3(4,1)-pyridina-1(1)-[1,2,3]triazola-2(1,2),
7(1)- dibenzenaheptaphane-74 carboxamide.

D1 does not discloses a solid pharmaceutical dosage form for oral administration com-
prising an amorphous solid dispersion (ASD) for the above compound in a pharmaceuti-
cally acceptable matrix.

3. Inventive step Article 33(3) EPC:
3.1 Claim 1

The document D1 is considered to be the closest prior art.
The difference is described above.

The effect of this difference can be detected from the description of the present applica-
tion:

A solid pharmaceutical dosage form comprising an amorphous solid dispersion (ASD) in
which the active ingredient (1) is present in an amorphous form shows a superior disso-
lution behaviour and a good bioavailability.

The problem to be solved is to how achieve a higher dissolution behaviour and a good
bioavailability.

Form PCT/ISA/237 (Separate Sheet) (Sheet 1) (EPO-April 2005)



WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/EP2022/055519

The solution is a solid pharmaceutical dosage form comprising an amorphous solid dis-
persion (ASD) in which the active ingredient is present.

The document D2 discloses a very similar active product in a ASD (see claim 11 of D2).

The ASD form is used in order to improve dissolution behaviour and a good bioavailabil-
ity (see example 3 and 4).

It seems obvious to the person skilled in the art to use the ASD of the present active
compound. He knows that ASD form from similar active products give an improvement
in dissolution behaviour and bioavailability.

The solution is obvious and the subject-matter of claim 1 is not inventive.
The same applies to the subject-matter of related claims 6-7.

3.2 Claims 2-5

Claims 2-3

The release data is of the same order as in D2 (see §126).

Lubricating agent and disintegrating agent are present in D2 (see §64).
Claims 4 and 5

The pharmaceutical dosage form in D2 is a tablet. Film coated table is not expressly dis-
closed, but well know in the art (see §65).

3.3 Claims 8-10

PVP solid dispersion base and carriers like colorant, lubricant, etc, are mentioned in D2
(see claim 8 and 9).

3.4 Claims 11-14
Granulation is proposed in D2 § 66.

The initially preparation of the ASD comprising the active compound and the matrix and
later bringing in a form are already discussed above.

The subject-matter of claims 1-14 is not inventive.

4. The attention of the applicant is drawn to the fact that the application may not be
amended in such a way that it contains subject-matter which extends beyond the con-
tent of the application as filed (Article 123(2) EPC). The application is requested the in-
dicate the basis of the amendments and to adopt where necessary the description to
eventual newly filed claims. He is requested to demonstrate novelty and inventive step
of eventually newly filed claims by using the problem solution approach.
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