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Table 2.7.2.5.1-1 Purpose and Description of Simulations

Simulation Purpose Number Simnulation Scenario

To compare the exishing imtiation gl ‘ 1&@%{&«&%}*%%&%&3&{9@ 5

regimens (gl & 22 or d1 &4 with 2 *&m@&mﬁ{i#é@s}«@é&m&ﬁﬁmﬂ{é}aﬁ}

other initiation regimens where 20 mg o 20 sog Oral (Day 1) + 23400 mg Glueal (Day 1)

Oral + 25300, 300+400, or 25400 mg di 10 mg Oral (14 days) + 400 mg Deltoid (Day 1)

IM Depot were administered & 20 myg Oral (14 days) + 400 mg Deltoid (Day 1)
43 20 e Oral (Day 1) + 23400 mg Deltoid (Day 1
gl 10 mg Oral (14 davs) + 400 o Gluteal (Day 1)

20 mg Oral (14 days) - 400 mg Gluteal (Day 1)

gllsimdn 70 mg Oral (Day Z%Em%i}illmgmﬂ)w&mm
_{Day 1) + 400 mg IM (D

al 10 g Oral (14 davs) + 400 mg Delioid (Day 1]
42 "3%} mg Oral (14 days) + 400 mg Deltoid {Day 1)
2l 10:me Oral (14 days) + 400 me Glieal €

) iﬁmg%@ayi}@m%% m f'{ﬁyﬂ
g 20 mg Oral (Day 1) =400 + 300 mg Gluteal (Day 1)
' 20 me Oral (Da 1}%%%&%&&%5‘_
4l 10 mz Ol (] éﬁaw}é«m“; toid (Day »
42 ; mgﬁfmg ; ) mg ‘ N
a3 20 g Ogal (Day 1) mm& %Qﬁk&ﬁi{&h EL
&4 %m@%{%ih%vﬁﬁﬂ:ﬁi@@&{ﬁwh
43 20 mg Oral (Day 13+ 2x400 mg Deltoid (Day 1)
=
g

| To compare the existing mitation 10 mg Oral (14 days) 300 mg Gloteal {(Day 1)
segimens (g1 & g2 or 41 & ) with 20 mg Oral (14 davs) + 400 mg Gluteal (Day 1)
other initistion regimens where 10, 20, | 10 mg Oral (Day 1) + 2x400 mg Gluteal (Day
or 30 mg Oral + 2x400 mg IM Depot | o3 20 mg Oral (Day 1 Mxé%%ﬁﬁmwm}
were adidnistered gg wv%m{mg}@ i’i %M%i}
41 10mg Omal (14 {3&3&)*%@%3&% Deltoid (Dav 13
& <0 mg Orai (14 days) « 400 mg Deltoid (Day 1)
448 10 mg Oral (Day 13 + 22400 mg Deltoid (Day 1}
45 20 mg Oral (Day 1) + 23400 mg Deltoid (Day 13
- - a7 Eﬁm@meﬁaﬁ + 22400 mg Deltord (Day 1)
To show separate contribution fom g8 , 20mg Oral (Day 1)
oral aud IM Depot foromilation (one or 210 :&Qﬁﬂg : Gluteal (Day 1)
fwe injections) to the initiation aw 400 mg Deltoid {Day 1)
reghnens g 1 ; . 20mg Omal {lav 1)
8 o 2xA00 me Glurea! (Day 1)
28 20 mg Oral (Day 1)
***** RO NOL. AN SRR L £ T 2 )
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Table 272511  Pwpose and Mﬁa&; of Simulations
 Simulation ?w@m 1 Nuombwer &m&kﬁﬁfm Seemaric .
“To show Cosxe dishibution 2nd PR =3 2&&3%%%3}*2&#@%3%@2{3%%}
pmﬁ&a i’e%ﬁwmg abernate inftistion fEAM
e %mg&ﬁiﬁ}wﬁ}*}ﬁ%mg&ﬁmﬁfﬁwi}
%ﬁ%&gx@iéﬂ@&smpm&m [Fuy
the poor and extensive CYP2D6 e 20 mg Oral (Day 1) + 22300 mg Ghateal (Day 1)
wetabolizers ]
as 20 mug Oral (Day 1)+ Fx400 my Deltoid (Day 13
{EM1
dip 20 me Ordl Doy E}*éz;}%mﬁﬂmﬁmxy 1
il wmgmé’mmé%&smm@mﬁwﬁ
g2 10 mg Ol fs5) » 10 g Ol {iﬂémﬁm}* 400 yop
Ghateal (Day 1§
gid iﬁ mg {kafi{@} + 30w Orsl @ay 1)+ 20400 mp
Tocompare PE profile betorsen the Ghuteal oy 1)
existing initiation regimen and the i3 30 mg Oral (55} ~ 20 mg Oral (14 days) = 300 mg
iratistion mganes with 20wy oval + Ginteal (Day 1)
a&wmm&mm gls mm&{@a}& mg{}xﬁ(&gyz}mm&mg
sdministerad in subjects who were Day 1)
mim*:is stabilized om axal aripiprazole ex 30 mg Oral {sx) + 20 mg Oval (14 days) + 400 mg
{ifz} <30 g} before imibating trextment Gloteal (Day 13
with he IM Depot formulstion gl8x | 30mg Oral (s5) + 20 mg Oral (Day 1) + 2n400 mag
Glateal (Dav 1)
412 ‘ iﬁmgfﬁml@%}*wmg&aﬁ{i%&&s@%w%w@
_ Deltoid sy 13
ETE] 10 g Oral (s5) + 20 sog Oral (Day 1) + 2%400 mg
Deltosd Day 13
di3 Eﬁmﬂm%{@}%‘?ﬁ!mﬁwﬁ{% gavsd= 40 wme
Deltodd Day 1}
413 Sheng Oral (35) + 20 mog Omal (Day 1) + 20400 mg
" Deltoid (Duy 1)
&5 3391@:&3%{@*%%%{34&3}&}*@%%
Deltodd D 13
dl3x Mgwiﬁa}%ﬁﬁmwgﬁw by mﬁﬁmg
_— , , Dedoid (Day 1)
compare PR profile batween the 2l 3@@@!&%&}*%&@%& mg*iiﬁﬁmg
initistion reghmen with 20 mg oral + gipd §§mg§}mm§w§mmﬁm§}ww@mg
25300 o 26400 mg DA Dapot dose in Gluteal (Day 13 [PM] \
pabiects who were abeady stabilized gilzd T3 tog Dral (53) + 30 mg Oral (Day 1) = 22350 me
on aral aripiprazole (30 mp EMJor | Glateal (Dav 1) PN
13 sy [PM]) before initiating 5% 30 mg Cral (533 + 20 mg Ol 1 day) + 400 mg
treatssent with the I Depot Deltoid (Day 13 [EM]
formulation apnd | 15 g Oral (35} + 26 mg Oral (Day 1) + 7400 mg
Treltodd Ty 13
dllzd i"mg@m%{%}*“@w@mi{}hy%}* ’ﬁﬁ@ang
USROS RIS S Deloid @av DIPM]
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Table .7.2.8.1-1  Purpose and Description of Simulations
Simulation Puwrpose Number Simulation Scenarie
To compare PK profile between | g15 20 mg Oral %jég ‘;é? g;i Qg ggf?} +albmg
the existing mitiation regimen . u Yol
and the initiation regimen with | &PC | 10mgOn %&iﬁf}{%g%{g%ﬂ * IO mwg
20 mg oral -+ 2x300 or 2x400 iTx8 | 10 mg Oral (63) + 20 mg Oral (Day 1) + 3300 mg
mg IM Depot dose m m;wm * Gluteal (Day 13 [PM]
who were already stabilizes ais 20 mg Oral (55} + 20 mg Oral {1 day) + 400 mg
oral aripiprazole (20 oy Eﬁf _ Deltoid May 1) [EM]
anip N éf g{ ﬁ dipn3 E&m%if&a}v?&mﬁ}fﬁ{%ﬁf&*&mmg
or 10 mg [PM]) before R hioid e 1
initiating treatment with the M |t DM D DM
for tion ] mg {s8) # 20 mg Oral Cay D+ 130 ng
 Depot formula | Deltoid (Day 1) [PM]
To compare PX following futiation gi% Missed Ind Dose- Re-iitiation With 10 mg oral
and re-initiation with 20 mg oral + (Day 1)+ 2x400 mg IM (Day 1) [Gluteal)
ﬁm%%ﬁmtm&ﬁ 210 | Missed 2nd Dose. Be.imitiation with 20 mg oral {19
alterative initiation regimen) vs the _ dayey -+ 400 me B (Day 1) [Gluten])
existing initiation regimen when the g1 Missed 3rd Dose- Fe-intiation with 20 mg oral
second ot third IM Depot dose was Day 1)+ 22400 mg TM (Day 1) {Gluteal]
missed, and ithas been 5 weeks since £22 | Missed 3rd Dose- Re-untiation with 20 mg oral (19
the Last IM Depot dose days) + 400 mg I (Day 1) [Gluteal]
ai¥ Wiissed nd Dose- Re-imaation with 20 wg oral
(Day 1)+ 12400 mg M (Day 1) [Deltoad]
420 Missed 2nd Dose- Re-nitiation with 20 mg oval (14
, days) + 400 mg IM Day 13 Delmid]
421 Mssed 3rd Dose. Remitation with 20 rog oral
(Day 1)+ 2x400 g IV (Day 1) [Deltoid]
422 Missed 3rd Diose- Reanitistion with 20 mg oral (14
» days) + 400 mg IM [Day 1) [Deltoid]
To congare PE following intistion gl3 Hissed 4th Dose- Be-inttiation with 20 mg oral
and reingtiation with 20 mg {Day 1) + 22400 me IM (Day 1) [Ghiteal]
oral + 2 x 400 mg IM depot dose (an 214 Missed 4¢h Dose- Re-imitiation with 20 rog onal (14
altemative iniBation regimen) vs the days) + 400 mp IM (Day 1) [Gluteal]
exfeting initiation regimeen when the 215 Missed ss Dose. Re-mitiation with 20 mg oral Day
fomrthora madj, state IV depot dose , 1)+ 25400 mp IM May 1) [Gluteal]
was mussed, and it has been 6 weeks g6 Missed ss Dose- Re-duitiation with 20 mg oral (14
since the last IM depotdose days)+ 400 me DM (Day 1) [Gluteal)
’%@mﬁgﬁ fﬁ%@%% ndistion a3 Missed 4th Dose- Re-initiation with 20 mg oral
ad re-utiation with 2U mg oral + (Day 1)+ 25400 mg M Day 1) [Deltord]
2xA00 g IM Depot dose am. @F | Missed 4th Dose. Re initiation with 20 mg oral (i3
aliemative injtiation regimen) vs the days) + 400 mg M (Dsy 1) [Deltoid]
existing injfiation regimen whea the 435 Missed ss Dose- Re-initiztion with 20 mg orsl (Day
fourth or a steady state IM Depot dose 1) + 22400 mg IM (Day 1) m%@i*ﬁ
was 5;‘;%2; &g’ég has mﬁ weeks 438 Missed ss Dose- Re-imtiation wath 20 tag oral (14
sice t IM Drpot dos days) -+ 400 mg DM (Day 1) [Deltoid]

FIG. 3C
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[Fig. 8D]
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[Fig. 9A]
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[Fig. 9B]
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[Fig. 9C]
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[Fig. 9D]
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[Fig. 11]
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[Fig. 13]
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