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METHOD

SENSITIVITY

Run time (min/injection)

Gradient

INSTRUMENT CONDITIONS




AMGS- Analytical assessment tool _supplemental_datal.xlsxSummary

Company Code
A B c D E F G H
34.7% 35.4% 29.9% Type  HPLC
10.3% 62.1% 27.6% AMGS 4443 4517 863 1921 1527 6412 2330 1182
10.4% 56.5% 33.2%
13.1% 57.4% 29.6% Type  UPLC
18.3% 13.0% 33.7% AMGS 3709 3213 2860 1336 1125 3577 1378 1471
21.3% 68.6% 10.1%
16.7% 56.4% 26.9% Type SFC
32.1% 41.9% 26.1% AMGS 1053 881 1476 1390 476 335 84 281
33.9% 57.6% 8.5%
14.7% 59.3% 26.0%
7.5% 63.7% 28.8%
20.8% 59.0% T02% B HPLC mUPLC mSFC
63.7% 31.7% 47% 7000
31.8% 46.3% 21.9% g
318% 325% 35.7% g oo
25.8% 47.5% 26.7% g _ so00
3.2% 82.5% 14.3% (o]
3.8% 83.8% 12.3% g £
16.9% 56.8% 26.4% < < 3000 -
18.1% 56.5% 25.4% 2 20
14.0% 14.8% 11.2% =38
14.3% 55.3% 30.4% é 1000 -
15.7% 54.3% 30.1% 5 o
e — e < ooe e 0 E o F
T e Tor Roundtable Consortium Companies
69.2% 21.4% 9.5%
72.9% 17.8% 9.3%
70.3% 20.3% 9.4%
71.2% 19.4% 9.4%
72.9% 17.8% 93%
18.6% 56.0% 25.4%
21.4% 52.7% 25.9%
7.8% 63.9% 28.4%
18.1% 56.5% 25.4%
63.9% 31.5% 4.6%
7.3% 79.7% 13.0%
26.1% 64.4% 9.5%
Average 23.5% 53.8% 22.6%
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A-N_U15-1MH

METHOD

sample diluent

SENSITIVITY

Flow rate (mL/min) Run time (min/injection)
1€

0.7 6

Gradient

INSTRUMENT CONDITIONS

Based on actual AR&D LC Purity/Assay method UPLC method using Waters Cortexs C18, 100 mm x 2.1 mm

0.786.



A-N_U15-2MH

METHOD

sample diluent

SENSITIVITY

Flow rate (mL/min) Run time (min/injection)
08 25

Gradient

INSTRUMENT CONDITIONS

Based on intnernally used AR&D LC Purity/Assay method UPLC method using Core Shell Halo phenyl hexyl, 100 mm x 3.0 mm L.D., 2.7 micron particle and shorter retention time (20-25 min)




A-N_LCI5-IMH

METHOD

Sensitivity Soln diluent

E
=
=
@
F4
w
7]

Run time (min/injection)
44

Gradient

INSTRUMENT CONDITIONS

Actual Release Method Validated Agilent Zorbax Eclipse Plus C8, 150 mm x 4.6 mm ID, 3.5 micron particle column (longer time, core shell type-not UPLC)




A-15-1MH

Method Number:
Polar 1

METHOD

sample diluent

E
=
=
@
F4
w
7]

Run time (min/injection)
35

Gradient

INSTRUMENT CONDITIONS

[Typical methods vary by analyte. Recently we had a few very very non-polar intermediates using a lot of %B but on average the amounts are provided. We also had very very polar final that needed a mostly water separation at most40% acetonitrile




A-15-2 MH

Method Number:
Polar 1

METHOD

sample diluent

E
=
=
@
F4
w
7]

Gradient

INSTRUMENT CONDITIONS

[Typical methods vary by analyte. Recently we had a few very very non-polar intermediates using a lot of %B but on average the amounts are provided. We also had very very polar final that needed a mostly water separation at most40% acetonitrile




A-U15-1 MH

Method Number:
Polar 1

METHOD

sample diluent

E
=
=
@
F4
w
7]

Flow rate (mL/min) Run time (min,
0.5 25

Gradient

INSTRUMENT CONDITIONS

[Typical methods vary by analyte. Recently we had a few very very non-polar intermediates using a lot of %B but on average the amounts are provided. We also had very very polar final that needed a mostly water separation at most40% acetonitrile




A-SFC-published method

Method Number:
MH-SFC-published method

METHOD

sample diluent

E
=
=
@
F4
w
7]

Methanol

Run time (min/injection)
15

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:
Mobile phase additive is 0.05% TFA
(AZ also run a low level linearity standard which isn't captured specifically in the
prepared in a 1 x 200 ml volumetric flask. To account for this | have added 4 (x50 ml) additional SST preparations. Please remove if this causes issues.
ted.




B-15-11L

Method Number:

METHOD

sample diluent

E
=
=
@
F4
w
7]

Methanol

Run time (min/injection)
a5

Gradient

INSTRUMENT CONDITIONS

Sensitivity assumptions:

ion 1 prepared by diluting 1 mL of standard into 100 mL
Sensitivity Check solution 2 prepared by diluting 5 mL of solution 1into 50 mL
Total: 150 mL

Injections assumptions: Blank x 2, Sensitiviy x 2, Blank x 1, SSTx 1, Std 1x 6, Std 2 x 1, Sample wtl x 1, Sample wt2 x 1, Std 1x 1, ST x 1; Total: 17




B-UIS-1LL

Method Number:

METHOD

sample diluent

E
=
=
@
F4
w
7]

Methanol

Flow rate (mL/min) Run time (min/injection)
08 2

Gradient

INSTRUMENT CONDITIONS

Sensitivity assumptions:
ing 1 mL of standard into 100 mL
ing 5 mL of solution 1 into 50 mL

Injections assumptions: Blank x 2, Sensitiviy x 2, Blank x 1, SSTx 1, Std 1x 6, Std 2 x 1, Sample wtl x 1, Sample wt2 x 1, Std 1x 1, ST x 1; Total: 17




B-SFC-published method

Method Number:
LLSFC-published method

METHOD

sample diluent

E
=
=
@
F4
w
7]

Methanol

Flow rate (mL/min) Run time (min/injection)
25 20

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:
Mobile phase additive is 0.05% TFA
(AZ also run a low level linearity standard which isn't captured specifically in the
prepared in a 1 x 200 ml volumetric flask. To account for this | have added 4 (x50 ml) additional SST preparations. Please remove if this causes issues.
ted.




C-YH-UPLC

Method Number:
[Achiral UPLC

METHOD

sample diluent

Sensitivity Soln diluent

E
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@
F4
w
7]

[ Water
|Acidic/Basic additives

Flow rate (mL/mi Run time (min,
0.5 10

Gradient

INSTRUMENT CONDITIONS




C Achiral SFCMS

Method Number:
Achiral

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Flow rate (mL/min): Run time (min/injection)
45 4

Gradient

INSTRUMENT CONDITIONS

[Achiral QC method




C Achiral LCMS

Method Number:
Achiral

METHOD

sample diluent

SENSITIVITY

Flow rate (mL/min): Run time (min,
225 6

Gradient

INSTRUMENT CONDITIONS

[Achiral QC method




C-YH-SFC

Method Number:
SFC

METHOD

sample diluent

ity Soln diluent
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Flow rate (mL/min):
2.5

Gradient

INSTRUMENT CONDITIONS




D-HPLC-1

Method Number:
Genetech-published HPLC

METHOD

sample diluent

E
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@
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w
7]

Run time (min/injection)
29

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:

ly in the above table. It is prepared in the same volumes as the sensitivity standard, so | have added an extra preparation there to account for this.




D-HPLC-2

Method Number:
Genentech-HPLC

METHOD

sample diluent

E
=
=
@
F4
w
7]

Run time (min/injection)
15

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:

ly in the above table. It is prepared in the same volumes as the sensitivity standard, so | have added an extra preparation there to account for this.




D-UPLC-3

METHOD

82.5%

sample diluent

Sensitivity Soln diluent

E
=
=
@
F4
w
7]

Flow rate (mL/mi Run time (min/injection)
08 2

Gradient

INSTRUMENT CONDITIONS

both low and high ic acid and ammonium hydroxide)




D-UPC2-4

METHOD

sample diluent

ity Soln diluent

E
=
=
@
F4
w
7]

Gradient

INSTRUMENT CONDITIONS

Screen chiral compounds w/ additive 0.1% NHA4OH




E RP Chiral HPLC

METHOD

sample diluent

ity Soln diluent

SENSITIVITY

ethanesulfonic acid

Run time (min/injection)
10

Gradient

INSTRUMENT CONDITIONS




E Achiral UPLC

METHOD

sample diluent

ity Soln diluent

SENSITIVITY

[ Water
Formic acide

Flow rate (mL/min): Run time (min,
9.5

Gradient

INSTRUMENT CONDITIONS




E-Chiral-SFC-pub

METHOD

[Methanol

Sample diluent

10
Methanol 60
Water I M
B 0

Sensitivity Soln diluent

SENSITIVITY

-
15 7

Gradient

INSTRUMENT CONDITIONS




F-UPLC-1

METHOD

sample diluent

ity Soln diluent

SENSITIVITY

Run time (min/injection)
28

Flow rate (mL/min):

0.6

Gradient

BB E S

ol

INSTRUMENT CONDITIONS




F-HPLC-2

METHOD

sample diluent

SAMPLE

ity Soln diluent

SENSITIVITY

Run time (min/injection)
39

Gradient

R[E|o|o|R|D|B|2|”

ol

INSTRUMENT CONDITIONS




F-UPLC-3

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Flow rate (mL/min): Run time (min/injection)
06 20

Gradient

INSTRUMENT CONDITIONS




F-UPLC-4

METHOD

sample diluent

E
=
=
@
F4
w
7]

Methanol

Flow rate (mL/min): Run time (min/injection)
0.4

Gradient

INSTRUMENT CONDITIONS




F-SFC-published method

Method Number:
|AZ-SFC-published method

METHOD

sample diluent

E
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=
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w
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Methanol

Run time (min/injection)
5

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:
Mobile phase additive is 0.05% TFA
(AZ also run a low level linearity standard which isn't captured specifically in the
prepared in a 1 x 200 ml volumetric flask. To account for this | have added 4 (x50 ml) additional SST preparations. Please remove if this causes issues.
ted.




G-HPLC-HILIC-1

Method Number:
|Amgen-HPLC-HILIC

METHOD

sample diluent

ity Soln diluent

E
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w
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Flow rate (mL/min): Run time (min/injection)
15 25

Gradient

INSTRUMENT CONDITIONS




SAMPLE

SENSITIVITY

INSTRUMENT CONDITIONS

GHPLC

Sample diluent

Sensitivity Soln diluent

o

[Acetonitrile

B
1 10

Gradient




G-UPLC-1

Method Number:
Amgen-published UPLC

METHOD

sample diluent

E
=
=
@
F4
w
7]

Flow rate (mL/min) Run time (min/injection)
06 5

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:

have added an extra preparation there to account for this.
Phase 3 validated.




G-UPLC2

Sample diluent

SAMPLE

[Acetonitrile

Sensitivity Soln diluent

SENSITIVITY

Flow rate (mL/min): Run time (min/injection)
04 95

Gradient

INSTRUMENT CONDITIONS




G-ChiralSFC (AD)

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Gradient

INSTRUMENT CONDITIONS




G-ChiralSFC (AS)

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Run time (min/injection)

Gradient

INSTRUMENT CONDITIONS




G-ChiralSFC (OD)

METHOD

sample diluent

SENSITIVITY

Gradient

INSTRUMENT CONDITIONS




G-ChiralSFC (0J)

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Gradient

INSTRUMENT CONDITIONS




G-ChiralSFC (IC)

Method Number:
IC System Check

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Run time (min/injection)

Gradient

INSTRUMENT CONDITIONS




H-achiral HPLC

METHOD

sample diluent

ity Soln diluent

SENSITIVITY

Flow rate (mL/min): Run time (min/injection)
12 12

Gradient

INSTRUMENT CONDITIONS




H-UPLC-published method

Method Number:
BI-UPLC-published method

METHOD

sample diluent

E
=
=
@
F4
w
7]

Flow rate (mL/min) Run time (min/injection)
03 5

Gradient

INSTRUMENT CONDITIONS

Method is assay and degradation products method (analyte:

have added an extra preparation there to account for this.
Phase 3 validated.




H-ChiralSFC

METHOD

sample diluent

Sensitivity Soln diluent

SENSITIVITY

Run time (min/injection)
12

Gradient

INSTRUMENT CONDITIONS




