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Title: [EN] SESAME OIL BASED INJECTION FORMULATIONS

Abstract: Source: US2016271259A [EN] injectable formulations comprising gfhanel, sesame oil, and an lmmune Response Modifier compound are disclosed. Methods of making the formulations and methods of using the
formulations for treatment of a disease in a subject, e.g., neoplastic disease, comprising injecting the formulations into a subject hi need of treatment, are also provided.
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4. Citations snd explanations.
Claims 1.3 lack an inventive step under PCT Article 33{3) as being obvious over US 2013/0230878 A1 (Wightrarn) in view of Wi
2011/112668 A1 by Hill ot &l (hereinafter ‘Hill'),

Regarding claim 1, Wightrnan teaches a pharmaseutios! formuiation suitable for injection, comprising:

‘seuimi oif {pars [UNGEY, and an irvnuine fesponse Misdifier Sompuindof fermula (struciure shown in the cialind, wherein:

215 aliylene Having Lp i 8 cerbon slovs opticrssly Intermaptod or teravinated by -O- (pars G065 and tledrs 10 RY is hydragen (perg
(USROS wried sfgirny 13 Y 5 GO0 (par= J0O0S] end oldim 11 81 ks 2 Hnosr aliphatic group having 1123 carbow aturms {pars [U008] and siaim
13 and R ishydrogen pada 0051 ane clabm 1) o 3 pharmacouticaliy sixiapiable salt erss? Hany [O0DET ang sieim 1), I
Wightman does not leach sthand, bt dogs feash the Kimuiation containmg an immine respossn modilier (nara 0E0SEand daim 1).

Hili izaches an injectabie formulation {pg 23, In 21 to po 24, in 15) that uses sesame oil and ethanol as reduced viscosity vehicle tpg. 9in
2-8 and in 11-15] pg 18-20, Example 17 claims 1-3). it woud havs been cbvious to ane of ardinary skill in the art o combine the
compounds of Wightman and the excipiants of Hill to make a formuiation containing beth sesame oil and ethenol ss a reduced viscosity
}.'e'\m::..'@_ in order 1o increase tha bicavaiishility of the immune responss medifier composition and to reduce viscosity of the material during
injection, because both Wightman and Hill teach formulations that can be administered by injsction to a subject.

Regarding claim 2, Wightman teaches the formulation of claim 1 containing sesame oil and the immune response modifier, but does not
tgach the formulation of claim 1, wherein the sthano! is present in a concentration of from abaut 1 wi-% o about § wi-%. Hill teaches
forruiations wherein sesame ol and sthanoi are present in 2 congentration of from 1 wi-% to about § wi-% (pg. 13 In 6-8; pg. 18 In 12-14;
po. 19 In 30-33; pg. 20 Table §; ciaims 2-8). it woud have been obvious o one of ordinary skili in the art to combine the compoundgs of
Wightman and the excipients of Hill to make a formulation containing both sesame oil and athanol as & reduced viscosity vahicle, in order
to increase the bloavaliability of the immune response medifier composiion and to reducs viscosity of the material during injection,
because bath Wightman and Hili teach formulations that can be administared by injection to a subjast.

Ragarding claim 3, Wightman teaches the formulation of clalm 1 containing sesame oif and tha immune sesponse maodifier, but doss not
teach the formulation of claim 1, wherein the ethanal is present in a concentration of from about 1 wt-% to aboul § wi-%. Hill teaches
formulations wharsin the athano! is present in a concentration of from 1 wit-% to about 9 wi-% {pg. 18 In 12-14; pg. 12 In 306-33; pg. 21
Teble 4, claims 2-5}. It woud have been obvious to one of ordinary skifl in the art lo combine the compounds of Wightman and the
imachings of Hill to make a formulation containing both sesama oil and sthanai as a reduced viscosity vehicle, in order to increase the
bioavaiiability of the immune response madifier compasition and 1o reduce viscosity of the matarial during injection, bacause both
Wightman and Hill teach formulations that can be administered by injection to a subjent,
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