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FIGURE 3A

87 strains
51 strains
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FIGURE 3B

15 strains
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FIGURE 4A
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FIGURE 4B
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FIGURE 5A
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FIGURE 5B
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FIGURE 6A
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FIGURE 6B
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Formulation # Formulation
LP1 8% Maltodextrin + 0.5% Inulin
LP2 7% Trehalose + 8% Maltodextrin
LP3 3% Sucrose + 5% Maltodextrin + 0.5% Inulin
LP4 3% Mannitol + 6.5% Maltodextrin
LP5 3% Sucrose + 7% Maltodextrin
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Figure 7A
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FIGURE 14

FB—001 Drug Product
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Inputs

YCFAC agarplates —

Sml conical tizbes
Stertle YCFAC twoth —
medinmn

Sterile Prienmever flask or
bottle —

Sterile YCFAC broth

medusn

Sterile cenfrifuigation |
bottle

M¥%6 sterile glycerol —

2D barcode crvoviak

22/31

FIGURE

Process Step

PCT/US2022/051477

16

F-Process Controls

Thaw I RCE wal

i

Ieculate up to 2 piates with
RCE

Appearance of colenfes (uniform and See of
cotrtatmination }

i

Pick RCB colonies and
incculate MCB precultures|
containing 30— 43 ml of
mediumtube at 37 = 3°C

In-process tests: TOC, VO, sterility
monitoring {by incubating uninoculated
conical tube containing broth medium})

4

Expand MCE culture in
anacrobic fermendation at
3750

In-process tests. TCC, VCC, sterility
monstonng (by incubating wninoculated
flaskbottle containing broth medinm}

{

Optional centrifugation
concentration step at
17,568 » g 5t 4°C for NLT
10 mirnstes

d

Fornmlate with 50%
siveerol {Gyyopresaniative}
t0 2 final concentration of
25% glveernd

4

Aliguot 89 ml of MCB
culiure into each eryvovial
and fieere at « -83°C

!

=

| -

Release tosting

Abbreviations: MCB = master cell bank: NLT = not bess than: RCB = research coll bank: TCC =total cell counts;
WEL = viable cell counts; YCFAC = veast gasitone fatty acids with carbolyrdrates
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