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Development of liposome cancer drug FF-10832 (PEGylated Gemcitabine liposome)

NEVER
STOP

and FF-10850 (PEGylated Topotecan liposome), application of the CMC technologies
for liposome CDMO services
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Transmission
electron micrograph

Liposomal shell:
- Hydrogenerated Soy Phosphatidylcholine (HSPC)
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'f Inoculation (s.c.) to mice (female, 6 weeks)

A GEM or FF-10832 (i.v.)

\_ A 1C1; 10 mg/kg of oCTLA-4 mAb )

Treatment period

CR: Complete remission
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Liposomal shell:

-Dihydrosphingomyelin (DHSM)

Transmission
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- Cholesterol - Cholesterol
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FF-10832 Drug Product Vial
®~ tealth coating: Over2 yearsugtab?e o Stealth function: FF-10850 Drug Product Vials
> Polyethylene glycol (PEG) Unlform morphology < Polyethylene glycol (PEG) Over 2 years stable
80 nm by proprietary method 100 nm
IICRDENTZIESIR(YIR) - KEPhaselERKAEERT. XL IVHIRaN A ClEEfE/ \DFhE
hase2aiaiRZz KETHIA NEMNAKTU X IV T IVHIRENAICIRY . & 578 S5 2 E0LTULVS

with o.CTLA-4 mAb GEM FF-10832
Vehicle (240mg/kg) (4 mg/kg)
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Matulonis UA et al. JCO 2022; 40 (16 Suppl): Abstract #3101
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Cycle 1 Day 1 — Mean Total Topotecan Pharmacokinetics
Doxil (n=239) Subjects  Cmax AUCO-inf T1/2 Vss
50 mg/m2 Q4W

Gr 4 Gr 3
not shown | not shown
4% 8%
0% 5%
0% 1%

Hycamtin (n=112)
1.5 mg/m2 x 5d
Gr 4
34%

cl

2.0 mg/m?(RP2D)
Gr4 Gr3
0% 0%
0% 0%
0% 67%
0% 17%
0% 0%
0% 0%
0% 0%
0% 0%
0%
0%
0%
0%
0%
0%
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Dose
(mg/m?)
1.0
2.0
2.5
3.0
35
5.0

Gr3
40%
15%
4% 37%
25% 24%
not shown
10%
10%
1%
8%
6%
5%
5%
6%
5%

(n)
1

(hr)
10.2
27.6
27.7
27.1
23.8
24.2

(ml/m2)  (ml/hr/m?)
1960 136
1440 37.7
1350 344
1200 29.5
1360 37.0
1180 30.7

(ng/ml) _ (hr*ng/ml)
606 7340
1320 60700
1670 88700
2270 107000
2190 108000

164000

nemia

24%
5%
8%
1%
8%
3%

N OO OO O

3860

0%
0%
0%
0%
0%
0%

not shown

not shown
4%
7%

Baseline Week 8 (PR, -48%)
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*HSPC (Hydrogenated Soy Phosphatidylcholine):

Conventional liposomal lipid used in DOXIL® (FDA approved doxorubicin liposome)
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S HSPC-based 0.
) Topotecan liposome ) Tu MOI  FF-10850 (1Y, single) |
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E § 1000 Topotecan liposome - 1 5. B FFEh L 104 nm 103 nm 104 nm 101 nm 102nm 103 nm 102 nm
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Liposomal Drug Product Development and
Quality: Current US Experience and Perspective
Mamta Kapoor, Sau L. Lee & Katherine M. Tyner
The AAPS Journal volume 19, pages 632—-641
(2017)Cite this article
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Based on the data analysis, 47% of overall quality issues
identified in liposomal submissions were specific to liposome
products. Based on their nature, these have been classified
into the following categories: product characterization/speci-
fication, control of drug products and excipients, manufactur-

ing, and product stability (see Fig. 5a for details).
Y — L CBEE

SHHYUED

i) —LCDMODEBAC K DN

URY—-LARFEEDIIE

CMCN\—-RID'E
(CHRHS

<.CMO

CMO®Diits
wmoo)ﬁmﬁzﬁ \%

15

1-HEUF—RIEIEIL 7 5N3

1)
BEARESHIARE — RUERT/(TS5140
A TTED
SA{LTIEDTS L \%
FRBERCRS BORHATOERFISIt>
x,um‘a

y

< EWHIE FSTWICHIET kb ?ffﬁzjg}l,\

URY—-AhDZFEZPDES

N

UIRY—AIGEULREENHS

FFMURY —ASAEDIIIE

NEBMERY—ER

O : £EFETESLIICTD

UiRY — LA DgRE Enitg%?}ﬁ_m\

F#J%#iib‘i
ﬁﬁ%%ﬁﬂb"}(ué

AlRzL lJ'C(DI*FHb‘“iE%‘

<IDHSMURY — L1 D%FEE>
-&50)%&%%35%:éészHSMT“API@szW@é%E
mtﬁ”ﬁl I, Eﬂﬂﬁf" WREIME ZZER

GLP Phase
5 R

FUJIiFILM FUJFILM FUJFILM

ELX71IVLDIIRY—LCDMODZE

FEAXT—IL(350L)D)
R —LERRENT R
c—=ILENIEERTE

Pivotalj4E&

C inf . COI:

ontact intormation; EFE IR CORRIELIMIVAT I —TOHE BRI
mikinaga.mori@fujifilm.com & *9,

090-2669-4668 [=] EBIXIARTEL MV ALMASHORESTY,


mailto:Mikinaga.mori@fujifilm.com

	スライド番号 1

