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Spiral Remover OMNITO Cell3iMager duos2 Cell3iMager NX

/

CROSSORTER CMOS-MEAPixeeMo

Spiral Remover OMNITO Cell3iMager NX

CROSSORTER CMOS-MEAPixeeMo PixeeMo
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PixeeMo

PixeeMo

10

100cells/mL
10¹cells/mL
102cells/g

( )

5 15min

/ 20min / 10³cells/g 8min/
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AOAC

ISO 16140* FDA
*
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Matrix Inoculation Target Contamination Level Replicate Test Portions per 
Method

Reference Method

Drinking water
Naturally 

contaminated

50 CFU/mL 5

SMEWW 9215B500 CFU/mL 5

5,000 CFU/mL 5
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Matrix : 

Lot

AOAC-PTM
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CO
AFI ATP NAT PCR

(
)

MF MF MF

MF MF MF
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/

CHO 12 15 µm CD-CHO/EX-CELL/ActiPro 5 30%

HEK293
11 15 µm FreeStyle293/CD293 HEPES 10 40%

Sf9/Sf21 15 20 µm Sf-900II/ESF921 pH 10 40%

CAR-T
8 12 µm

CAR-T X-VIVO/TexMACS 10 50%

PBMC/NK
7 12 µm

NK RPMI+ 20 60%

iPS/ES
10 15 µm

mTeSR/Essential8 DNA/ 20 50%

HeLa 20 30 µm DMEM+HEPES HEPES 40 80%

A549 20 25 µm RPMI+HEPES 40 70%

HepG2 20 30 µm DMEM+FBS 50 80%

MCF-7 15 25 µm RPMI+FBS HEPES 40 70%

HCT116 15 20 µm RPMI+FBS 40 70%

ADSC
15 25 µm DMEM-LG+FBS 50 80%

MSC
/ ) 15 25 µm MEM+FBS 50 80%
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LOD 

spectrum
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LOD

USP 71 1 CFU 

pH

LOD 1 CFU 

1 CFU 
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CAR-T 
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Growth-based method
Discover Pharmaceutical Sciences (2025) Review on Sterility Assurance

TSB/FTM 
Rapid Sterility Medium (RSM) Comparative Study 2024
TSB/FTM 

TSB/FTM 
Legionella pneumophila growth requirements CDC, WHO L- TSB/FTM 
Haemophilus influenzae growth requirements CDC X V NAD TSB/FTM 
Mycoplasma growth requirements ATCC

Psychrotrophic bacteria growth studies
4 15

20 35 or 



SCREEN Holdings Co., Ltd. 

CAR-T 

1 mL 1 CFU/
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10 10 cells/mL
CAR-T CHO

10
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CAR-T

CO AFI AFI ATP NAT PCR

TSB/FTM
20-35 20-35 DEP 48h AFI 48h

ATP

48h

ATP

14 5 32min
( 15+ 17) 48h 32min 48h 3h 48h 4h

1CFU/ L 1CFU/mL 10CFU/ L 1CFU/mL 1CFU/mL 1CFU/mL

9

32min
12

12 12

1

ATP
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CAR-T

CO AFI AFI ATP NAT PCR

1 TSB/FTM
2 2 1 2 4 8

1
2 2 1000 2 4 8

10CFU/ L
48h 48h 48h
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14 1 3

3 1CFU/ L
or

10CFU/ L

High Proportions of Bacteria Are Culturable Across Major Biomes ISME
Challenges of Unculturable Bacteria: Environmental Perspectives Springer
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LOD

( 3%) 1 CFU/mL 3%

100% 10 CFU/mL 100%

3 1%
99% 3%
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3% LOD 1 CFU

A

97% 

P(coverage)=0.97

B 3%

LOD = 1 CFU =1 P(0)=e =0.3679
3% 36.79% 

0.03 0.3679=0.0110

C

P(total)=0.97+0.0110=0.981

= 98.1%

100% LOD 10 CFU

A

Pcoverage=0

B

LOD=10CFU =10

P(0)=e =0.000045

C

P(total)=0+0.000045=0.000045

= 0.0045%
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LOD 1CFU/ L LOD 10CFU/ L

A. 97 0

B.
0

1.1 0.0045%

A B 98.1% 0.0045%

21,800 
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LOD

LOD 1 CFU/mL LOD 10 CFU/mL

1mL 1 1mL 10

0

63% 99.995%

0 36.8% 0.005%
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VNC

Culture-negative sepsis is common in children, accounting 
for up to 35% of pediatric sepsis episodes.

The Diagnostic and Therapeutic Challenges of Culture Negative Sepsis
Kelsey Wehrenberg, Michelle Mitchell, Nathan Thompson
Current Treatment Options in Pediatrics
2024 3 Springer Nature

35

fastidious bacteria
VNC/VBNC
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TSB/FTM 14 

Quality by Design   

TSB/FTM 14 

Quality by Design
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ATMPs

h

CynosBio 55

27

(J-TEC) 80

(J-TEC) 60

60

60

MSC 72

14
CO 5 PixeeMo

32min
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UF RO

UV
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CCP Critical Control Point
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TAMC

Staphylococcus aureus 32min 10¹cells/g 90% AFI

Bacillus subtilis 32min 10¹cells/g 90% AFI

Pseudomonas aeruginosa 32min 10¹cells/g 90% AFI

Candida albicans 32min 10¹cells/g 90%

Aspergillus brasiliensis 32min 10¹cells/g 90%

Clostridium sporogenes 32min 10¹cells/g 90%

Propionibacterium acnes 32min 10¹cells/g 90% AFI

CPC

2027
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CFU/mL 1 mL

cells/mL
(DEP )

1 mL

cells/mL
(DEP ) 1 mL VBNC

cells/mL(DEP ) CFU/ L

cells/mL(DEP ) CFU/ L

DEP
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PixeeMo-nX

55

AI
2026 2
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AI

Deep Learning /
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AI OP
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AI

Escherichia coli Pseudomonas aeruginosa Staphylococcus aureus Lactococcus lactis
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AI

Bacillus subtilis Bacillus cereus Candida albicans Aspergillus brasiliensis
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E.coli
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[ATCC 25922]
Escherichia
coli

[ATCC 27853]
Pseudomonas
aeruginosa

[ATCC 43300]
Staphylococcus
aureus(MRSA)

[ATCC 29213]
Staphylococcus
aureus(MSSA)

[ATCC 12228]
Staphylococcus
epiderimidis(MSSE)

[ATCC 15305]
Staphylococcus
saprophyticus(CNS)

[ATCC 29970]
Staphylococcus
haemolyticus(CNS)

[ATCC 7004]
Bacillus
cereus

[ATCC 10231]
Candida
albicans

[ATCC 23355]
Enterobacter
cloacae

[ATCC 19434]
Enterococcus
faecium

[ATCC 29212]
Enterococcus
faecalis



SCREEN Holdings Co., Ltd. 

AI



SCREEN Holdings Co., Ltd. 

AI

E.coli_image
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PixeeMo-nX 1 3

AI

TOF-MS qPCR

PixeeMo-nX 1

TOF-MS qPCR

AFI
HP
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