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Worklow of ElastiGate™ assay design and software training.
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CONCLUSION FUTURE

v’ Correct identification of major lymphocyte subpopulations. Application of BD ElastiGate™
v Reduced accuracy and imprecision for scarce cell populations on:

- Expert review remains necessary
v Sample efficiency gain due to reduction in operator corrections. - Clonality markers LST assay
v No significant time savings could be observed - Stem Cell Enumeration assay




F1-scores of TBNK lymphocyte subpopulations

F1-scores of LST lymphocyte subpopulations

1,00 1,00
3 T i —I
f\_f_/i T ? I
0,95 0,95
1
0,90 0,90
ES £

0,85 0,85
0,80 0,80
0,75 0,75

Lymphocytes CD19+ CD3+ CD3+CD4+ CD3+CD8+ Lymphocytes CcD19 cD3 NK TCRgd

Cell populations Cell populations
Precision * Recall precision = TP
F1 — * TP+ FP
Precision + Recall Recall = —

TP+ FN




% Difference (TBNK assay vs ElastiGate™)

50

40

30

20

10

-10

-20

30

-40

-50

Bland-Altman analysis - TBNK Lymphocyte subset

LvmpTcWes (Dlm]ﬂ-cells C03+l-ceHs CD3+(DI+ T-Cells CD3+CDI+ T-cells

Cell populations

% Difference (LST assay vs ElastiGate™)

50

40

30

20

-20

-30

-40

-50

Bland-Altman analysis - LST Lymphocyte subpopulations

Lvmp?{c:(ytes €D19+‘B(ells CD3+[r-cells CD16+CD5B+ NK cells

Cell populations




M CD19+TCR M CD19+TCR

:Lt 16| B cells >‘1o’— J B cells

S ] ' - | - TCRgamdelta
W TORgaA... a T

'10° o 1 >

= 10“ L e 10‘-;1

&) ] & 2

) 2

F + 4 S a

+ | !

© 105 3,10’2

£ g

i ol = oi

+ o + U3

o =

S-10" St
'D‘ T T‘Tﬁ_FoH"T_ﬁYTTT{T'O’—r—T'hTTM—r—Y' ﬁ“n‘r{[o—s ™ 'D! TIT 0 WW
e CD3 _APC-A . CD3 _APC-A

Manual analysis ElastiGate™ analysis




GATES ADJUSTED PER SAMPLE

9,00

8,00

7,00

6,00

5,00

3,00

2,00

0,00

Operator corrections
P value <0.0001

m Elastigate analysis @ Manual analysis

9,32

TBNK

SECONDS PER SAMPLE

80,00
70,00
60,00
50,00
40,00
30,00
20,00
10,00

0,00

Analysis time

o | ST em—TBNK

P value >0.05

Manual analysis

Elastigate analysis




RESULTS

F1-scores of TBNK lymphocyte subpopulations F1-scores of LST lymphocyte subpopulations M CD19+TCR M CD19+TCR
y Y < H
1,00 f_\f/f\f—i 1,00 ,ims B cells v e u B cells
o S | TCRgamm.. - ey n TCRgamdelta
a r e Yo T - I LK, .
) e o e - .4 o E
= - / ) ﬁ ] Sl 3 f o T
090 090 &2 [/ 5 ﬂ'
= = L.:’ (7 = A
085 085 210 '8,10! S
g &
= oo T a
+ +
o o
S 8¢
Lymphocyt D1 CD3+ CD3+CD4+ CD3+CD8+ Lymphocytes D19 03 NK TCRgd :D: -0- 10° 10t 10° ~D‘ 0 10 104 10%
Cell populations Cell populations CD3 _APC-A CD3 _APC-A
Manual analysis ElastiGate™ analysis
E Precision * Recall Prcison = —1F_
=20k
. Precision + Recall Rec= 10
Operator corrections ie ti
e P value <0.0007 Analysis time
. — — P value >0.05
Bland-Altman analysis - TBNK Lymphocyte subset Bland-Altman analysis - LST Lymphocyte subpopulations st TBNK value >
80,00
— 70,00
E 60,00
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, g
[ I < 50,00
&
k } - . & 4000
2 ' 2 30,00
[s]
””””””””””””””””””” . S 20,00 =
0 e
10,00
J om0
ll populations Manual analysis Elastigate analysis

CONCLUSION FUTURE

v’ Correct identification of major lymphocyte subpopulations. Application of BD ElastiGate™
v Reduced accuracy and imprecision for scarce cell populations on:

- Expert review remains necessary
v Sample efficiency gain due to reduction in operator corrections. - Clonality markers LST assay
v No significant time savings could be observed - Stem Cell Enumeration assay




v’ Correct identification of major lymphocyte subpopulations.

v Reduced accuracy and imprecision for scarce cell populations
- Expert review remains necessary

v' Sample efficiency gain due to reduction in operator corrections.

v’ No significant time savings could be observed




RESULTS

F1-scores of TBNK lymphocyte subpopulations F1-scores of LST lymphocyte subpopulations M CD19+TCR M CD19+TCR
y Y < H
1,00 f_\f/f\f—i 1,00 ,ims B cells v e u B cells
o S | TCRgamm.. - ey n TCRgamdelta
a r e Yo T - I LK, .
) e o e - .4 o E
= - / ) ﬁ ] Sl 3 f o T
090 090 &2 [/ 5 ﬂ'
= = L.:’ (7 = A
085 085 210 '8,10! S
g &
= oo T a
+ +
o o
S 8¢
Lymphocyt D1 CD3+ CD3+CD4+ CD3+CD8+ Lymphocytes D19 03 NK TCRgd :D: -0- 10° 10t 10° ~D‘ 0 10 104 10%
Cell populations Cell populations CD3 _APC-A CD3 _APC-A
Manual analysis ElastiGate™ analysis
E Precision * Recall Prcison = —1F_
=20k
. Precision + Recall Rec= 10
Operator corrections ie ti
e P value <0.0007 Analysis time
. — — P value >0.05
Bland-Altman analysis - TBNK Lymphocyte subset Bland-Altman analysis - LST Lymphocyte subpopulations st TBNK value >
80,00
— 70,00
E 60,00
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, g
[ I < 50,00
&
k } - . & 4000
2 ' 2 30,00
[s]
””””””””””””””””””” . S 20,00 =
0 e
10,00
J om0
ll populations Manual analysis Elastigate analysis

CONCLUSION FUTURE

v’ Correct identification of major lymphocyte subpopulations. Application of BD ElastiGate™
v Reduced accuracy and imprecision for scarce cell populations on:

- Expert review remains necessary
v Sample efficiency gain due to reduction in operator corrections. - Clonality markers LST assay
v No significant time savings could be observed - Stem Cell Enumeration assay




Application of BD ElastiGate™
on:
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