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IPC{8) - A61K 31/4196, AB1K 0/20, AB1K 9/28, AB1K 9/50 {2016.01)
CPC - A61K9/2077, AB1K 9/2031, AG1K 9/2054, AG1K 9/2883, AB1K 8/5089
According to International Patent Classification (IPC} or to both national classification and [PC
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CPC - AB1K 98/2077, AG1K /2031, AB1K 9]2054 ABTK 9/2893, ABTK 9/5089
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abstract, para [0001], [0002), [0031], [0034], [0035], [0041}, [0044], [D046], [0051], [0057],
|0059], [0D063], [00T4), [06773, [0099]

Y US 2014/0033031 A1 {(Brough et al.) § Fabruary 2014 (06.02.2014), entire document, especially | 1-91, 108-119, and 128-
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Y Chang et al. "Improved Efficacy and Tolerability of Oral Deferasirox by Twice-Daily Dosing for 115and 128-134

Patients With Transfusion-Dependent b-Thalassemia.” Pediatr. Blood Cancer, 2011, 56:420-
424, antire document, especially abstract, py 420 col 1 para 1, pg 420 col 1 para 2, pg 423 ool 2
para 2, pg 424 col 1 para 3.

Y US 2015/0017241 A1 (Ghosh et al.} 15 January 2015 {15.01.2015), entire document, especially | 47-49, 76-78, 116-118,
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Y US 2011/0087413 A1 (Neela et al.) 28 April 2011 (28.04.2011), entire document, especially 2, 24, 35, 46, 60, and 63
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abstract, para [0025], [0082]
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INTERNATIONAL SEARCH REPORT International apptication No.
PCTIUS 16/38089

Box No. 11 Qbservations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This international search report hag not been established in respect of certain claims under Article 17(2)(a) for the following reasons:

1. D Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

2. D Claims Nes.:

because they relate to parts of the international application that do not comply with the prescribed requirements to such an
extent that no meaningful international search can be carried out, specifically:

3. IZI Claims os.: 92-107 and 120-127
because they are dependent claims and are not drafted in accordance with the d and third es of Rule 6.4(a).

Box No. III  Observations where unity of invention ig lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international ap‘:iication, a5 follows:
This application contains the following inventions or groups of inventions which are not sa linked as to farm a single general inventive
concapt under PCT Rule 13.1. In order for all invertions to be examined, the appropriale additional examination fees must be paid.

Group |: Claims 1-25, 56-65 and 108-110, directed to a method of making a pharmacautical composition comprising: (a) providing
arystalling deferasirox {DFX) and one or more pharmaceutically acceptable excipients; (b} compounding the materials of step (a)in a
tharmakinetic mixer

Group II: Claims 26-55, 66-81, ¥19 and 135-138 directed to a pharmaceutical composition comprising an amorphous dispersion of
deferasirgx {DFX) and one or more pharmaceutically acceptable excipients

Graup |I; Claims 111-118 and 128-134 directed to a methed of treating a subjact for chrenic iron overload in a subject who exparisnces
a suboptimal or inadequate responsa to non-amorphous dispersions of crystalline forms of deferasirox (DFX}
---See Supplemental Box-—

N
1. M As all required adiitional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

2. D As all searchable glaims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees.

3. D As only some of the required additional search fees were timely paid by the applicant, this international search repori covers
only those claims for which fees were paid, specifically claims Nos.:

4. I:‘ Ne required additional search fees were timely paid by the applicant. Consequently, this intemational search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest D The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

I:I The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

N
N N protest accompanicd the payment of additional scarch fees.

Form PCT/ISA/210 (continuation of first sheet (2)) (January 2015)
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Continuation of Box lIl: Observations where unity of invention is lacking

The inventions listed as Group I-111 do not relate to @ single spacial technical feature under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or carresponding special technical features for tha following reasons:

Special Technical Feature:

Group I do not require 2 method of treating a subject fer chronlc lron overload in a subject who experiences a subeptimal ar
inadequate rasponse to non-amorphous dispersions or crystaline forms of deferasirox (DFX) , as required by group [l

Groups Il and 11l do not require method of making & pharmaceutical composition comprising: (a) providing crystalline deferasirox (DFX)
and ona or maore pharmaceutically acceptable excipients, as required by Group 1.

Commen Technical Features;

Group |-l share the technical featura of pharmaceutical compasition comprising an dispersion of deferasirox {DFX) and one or more
pharmaceutically acceptable excipients. However,

However, this shared technical feature does not reprasent a contribution aver prior art, because the shared lechnical featura is being
anticipated by US 2013/0142871 A1 to Paetz et al. {herainafter 'Paetz’). Paelz discloses a pharmaceutical composition (para [0001];
[0051], method of producing; pharmaceutical composition of the present invention) comprising: providing crystslline deferasirox (DFX)
(para [0074], deferasirox is praferably used in this context in erystalline form) and one or mare pharmaceutically acceptable excipients
(para [0034], further pharmaceutical excipients); wherein the compounding of DFX and the one or more pharmaceutically accaptable
exciplants forms a malt blended pharmaceutical composite (para [0074], in tha course of malt pry Ing, defarasirox is prc d...In
such a way that deferasirox is embedded in the excipients).

As the shared technical features were known in the art at the time of tha invention, they cannot be considered common technical
features that would otherwise unify the groups. Therefore, Groups |- [ack unity under PCT Rule 13.

Note: Claims 92-107 and 120-127 are determined unsearchable because they are dependent daims and are not drafted in accordance
with the second and third sentences of Rule 6.4{a}. Therefors, these claims have bean excluded from the search

Form PCT/1SA/210 {extra sheet) (January 2015)
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