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Principles of the Procedure

FLT3 Internal Tandem Duplications

* Duplication/insertion in JM region -

* Vary in location and length — R o e F

]
® e
"}

Wild Type = 327 bases

LeukoStrat® CDx FLT3 Mutation - _-
Assay uses primers in/qround ‘l'he Internal Tandem Duplicam327bases
JM region

*  Wildtype alleles = 327 =1 bp
*  Mutated dlleles > 327 =1 bp

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
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®
g InVlVOSC rl be For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Improving Lives with Precision Diagrostics® Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Principles of the Procedure

FLT3 Tyrosine Kinase Domain
Mutations

8

* Nucleic acid substitutions/deletions  — [ N T | ™ { v H o ff e |

* Disrupts a wild type EcoRV restriction mw{
site ‘

D835/1836

Assay primers target the activating Sp—
Ioop Of II.he kinqse domqin. Undigested = 145 bases or 147 bases

Wild Type digested = 79 bases
Mutant digested, point mutation = 127 bases

Am pliﬁed a "eles are dig eS'l'ed . Mirtant digestad, deletion = 124 boses

*  Wildtype alleles = ~79 bp
* Mutated dlleles = ~124, ~127 bp
* Undigested amplicon = ~145, ~147 bp

° * 'b © The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g InVlVOSC rl e For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Improving Lives with Precision Diagnostics Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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Summary of the Test

L eukoStrat’

Assay procedures include:

Included software provides simplified

Isolation of mononuclear cells
DNA extraction

PCR ampilification (ITD, TKD)
Enzymatic digestion (TKD)

Capillary electrophoresis

plate setup, transfer of data, and
interpretation of results

. . .
¢ invivoscribe’
Improving Lives with Precision Diagnostics®

PCR Amplification (TKD)

LeukoStrat CDx FLT3 Software - PlaleMapper Sefup

Capillary
Electrophoresis (TKD)

LeukoStrat CDx FLT3 Software — CDx Analysis

Results & Report

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Detailed Reference Guide

| eukoStrat”

Aononucleqr Cell (MNC) \

Isolation

IFU Section 10.4-10.5

1)Overlay PB or BM on 3 mL
Ficoll.

2)Centrifuge 30 min at 400 x g,
20°C.

3)Transfer MNC layer to tube with
6 mL RPMI.

4)Centrifuge 30 min at 355-364 x
g, 20°C.

5)Decant supernatant, tap to

>

suspend and add 1 mL RPMI.

QCounT MNCs and store on ice/

ﬂlAcube DNA Extraction \

IFU Section 10.6 - 10.8

1)Dilute samples as necessary to
< 5eé cells/mL.

2)Centrifuge 10 min at 355 — 364 x
g, 20°C.

3)Aspirate supernatant and
resuspend pelletin 200 uL DPBS.
Tap to resuspend and store on
ice.

4)Extract DNA using QlAcube.

\ /

DNA Quantification on NqnoDroh

IFU Section 10.9

1)Calibrate and blank NanoDrop
per user manual.

2)Vortex DNA and quantify 2 uL
DNA on NanoDrop.
Concentrations must be 2 9.4
ng/uL.

\ /

ﬁD and TKD PCR \

IFU Section 10.10

1)Prepare 0.2 uL of Tag and 45 uL
of master mix for every sample.
Calculate additional volume to
account for pipetting error.

2)Add 45uL master mix + Tag and
5 uL sample to plate wells and
seal with well cap strips.

3)Run on thermocycler using
appropriate settings.

\_ /

ﬂ(D Digest \

IFU Section 10.11

1)Thaw NEBuffer™ 3.1 and briefly
vortex.

2)Add 1.1 uL NEBuffer™ 3.1 to0 0.5
uL EcoRYV for every sample to
be tested. Calculate additional
volume to account for
pipetting error.

3)Add 1.5 pL EcoRV mix and 8.5
uL sample to plate wells and
seal with well strips.

4)Run on thermocycler using

Koppropriofe settings. /

ﬂqpillarv ElectrophoresiA

Setup
IFU Section 10.12-10.14

1)If needed, add 56 L
LIZ Size Standard to 1
mL HiDi Formamide.

2)Add 9.5 pL LIZ + HiDi
and 0.5 pyL sample to all
plate wells in an
injection.

3)Cover with foil seal
and run on
thermocycler using
appropriate settings.

4)Remove foil and

Kreploce with septa. /

¢ invivoscribe’

ves with Precision Diggnostics®

LeukoStrai® FLT3 CDXx Software

Setup

IFU Section 10.15

1)See LeukoStrat® CDX FLT3
Software Quick Reference
Guide, PlateMapper Setup
Tab.

ABI 3500 xL \

IFU Section 10.16 - 10.17

1)On Dashboard, click Create
New Plate and enter Plate
Name.

2)Sefttings: Plate Type =
Fragment, Capillary = 50 cm,
Polymer = POP7 .

3)Click Assign Plate Contents.

4)Click Import button and select
ABI file created by the
LeukoStrat® CDx FLT3 Software.

5)Program Assay parameters.

6)Assign Assay, Results Group,
and File Name Convention.

7)Load plate onto instrument.

8)Click "Link Plate for Run” and
follow the prompts. Check for
bubblesin POP-7 tubing, then
click Start Run. Discard plate

and septa after the run is
KcompIeTeA /

Data Analysis with
GeneMapper®
IFU Section 10.18

1)See GeneMapper® Quick
Reference Guide.

Data Analysis with LeukoStrai®

FLT3 CDx Software

IFU Section 10.19

1)See LeukoStrat® FLT3 CDx
Software Quick Reference
Guide, CDx Analysis Tab.

2)Software will indicate if any
retests are necessary. If
needed, refer to IFU Section
13.0.

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Detailed Reference Guide

| eukoStrat”

[ LeukoStrat® CDx FLT3 Software Quick Reference Guide ]

Plate Mapper Setup Tab

/Genercll Plate Setup \

IFU Section 10.15.2-10.15.4

1)Open LeukoStrat® CDx FLT3
Software.

2)In the PlateMapper Setup tab,
Enter Plate Name, Results Group,
and File Name Convention. Select
Assay Type (ITD or TKD) for each
injection.

ﬂell Setup \

IFU Section 10.15.5.1 = 10.15.5.10

1)Enter all controls first (PC, EC and
NTC).

2)For all wells that will have a
sample, click the corresponding
well and enter Sample Name,
Sample Type, Run Number, and
link fo EC then click Save Well.

3)When all wells have been entered,
click Save Plate and choose
location to save the ABI and LIVS
files generated by the software. Do
not modify these files.

4)Proceed to ABI 3500 xL Dx Setup.

GeneMapper Quick Reference Guide

m)aia Analysis Setu \

IFU Section 10.18.1 - 10.18.3

1)Open the GeneMapper®
software.

2)Under File, Choose New Project
and select Microsatellite. Click
Ok.

3)Under File, click Add Samples to
Project and select data files to
analyze.

\_ /

CDX Analysis Tab

See LeukoStrat® CDx FLT3 Mutation
Assay Quick Reference Guide.

Data Analysis
IFU Section 10.19.1-10.19.4

1)Select PlateMap File (*.livs) created during PlateMapper Setup.
2)Select Results Data File (*.csv) exported from GeneMapper®.

3)Select Report Output Directory.
4)Click Analyze.

5)Run Summary and Sample Summary Reports are located in the directory specified in

step 3.

% invivoscribe’

ives with Precision Diggnostics®

Improvin

Q)Click Add or Add & Analyze. /

m)aia Analysis \

IFU Section 10.18.4-10.18.6

1)Ensure Analysis Method =
Microsatellite and Size Standard
= GS600LIZ+Normalization.

9 2)Set Analysis Method to:

B,G=100

Y,R,P, O =50
Polynomial ITD = 3
Polynomial TKD = 5

3)Press the green play button to
K save the file and start analysis. /

m)aia Analysis \

IFU Section 10.19.1 - 10.19.4

1)Select PlateMap File (*.livs)
created during PlateMapper
Setup.

2)Select Results Data File (*.csv)
exported from GeneMapper®.

3)Select Report Output Directory.

4)Click Analyze.

5)Run Summary and Sample

Summary Reports are located in
K the directory specified in step 3.

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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Software Plate Setup

Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



End User License Agreement (EULA) LeukoStrat

End User License Agreement

U Ser m USII. q gree to th e E U LA i.o THIS END USER LICENSE AGREEMENT MUST BE ACCEPTED BY AN AUTHORIZED REPRESENTATIVE

OF THE END USER OF THIS PRCDUCT PRIOR TO USING THE LEUKOSTRAT® CDX FLT3 SOFTWARE

continue with use of the e “Sftre’,

LEUKOSTRAT® CDX FLT3 SCOFTWARE v1.1.1 is Labeled for In Vitro Diagnestic Use.

SOft q re BY LSING THE LEUKOSTRAT® CDX FLT3 SOFTWARE, YOU ASSERT THAT ¥YOU ARE AN

AUTHORIZED REPRESENTATIVE OF THE END USER WITH AUTHORITY TCO ENTER INTO THIS
AGREEMENT. PLEASE READ THIS AGREEMENT CAREFULLY. YOU ARE AGREEING TO BE BOUND BY
THE TERMS OF THIS AGREEMENT. IF ¥OU DO NOT AGREE TO THE TERMS OF THIS AGREEMENT,
PLEASE DISCONTINUE USAGE. IF ¥OU DO AGREE TC THE TERMS OF THIS AGREEMENT CON
BEHALF OF YOURSELF AND/OR THE ENTITY ¥YOU REPRESENT YOU MAY CONTINUE USAGE.

Do you agree to these
terms of service?

This End User License Agreement ("EULA") is made and entered into by and between
INVIVOSCRIBE TECHNOLOGIES, INC., a Califernia corporation (*Licensor®) and you as the user of
the Software (either you as an individual or a legal entity) ("Licensee”) for the licensing and usage
of the Licensor's Software. Licensee acknowledges and agrees that Licensee’s right to use the
Software in any manner shall be controlled by this EULA and that such use shall be strictly in
accordance with the terms and conditions of this ELILA.

leu kO ST CocEIE Salnare Versan il Decline

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.

L ] L] L]
®
g InVlVOSC rl be For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
i Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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Home Scree n LeukoStrat’

o LeukoStrat® CDx FLT3 Software

Help

Enter required fields such as: [ Pteappersetup | COxAnays

P Plo-l-e NOme LE‘UkOSt rat CDx PlateMapper
Import ABI Import LIVS
([ ]
R es U | TS Gro U p Plate Name” Results Group™ File Narme Convention™ Plate Barcode
° F”e NO me Con\/enﬂon EEI?EI-CH -EI'I-ZLTECD){ : Le:chtrat_I;LTE : LS_:LTE_ICI:}.'J(E : g 5 g

Al A0l | A0z | A03 AD4 | AO5 | AO6 A07 | Aos | A09 A0 | A1l | A12
These wi" be Used for imporﬁng B | BOT B0z | BO3 B04 | BOS | BO6 BO7 | BO8 | BO9 B1I0 | B11 B12
. c| co1 | coz | coz co4 | cos | coe co7 | cos | coo co | e | ciz
In'I'O fhe ABI SOfi‘WCI re o, po1 | poz | Doz D04 | DOS | DO6 D07 | DO | Do9 D10 | D11 | D12
E| EO1 E02 | E03 E04 | EOS E06 E07 | E08 | E09 E10 | EN E12
F | FO1 FO2 FO3 FO4 | FOS FO6 FO7 FO8 FOg F10 F11 Fi2

G| GO G02 G03 G4 G05 G06 G07 503 =09 510 G11 G12
H | HO HO2 HO3 HO4 HO5 HOB HOY HO3 HO9 H10 H11 H12

Assay 1 Assay 2 Assay 3 Aszay 4

Select which injections contain ™ -] [0 . - )
which assays o

* Indicates required field

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.

L ] . L]
®
g InVlVOSC rl be For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
I Li h Precision [ stics’ Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Enter Controls

Select plate wells that contain
each control and enter the
following information:

*  Sample Name

*  Sample Type

* Run (Press + to add a run)

*  Sample Notes (optional)
Note that controls do not have

an associated exiraction
control, leave this area blank

oo LeukoStrat® COx FLT3 Software

Help

| eukoStrat”

P

PlateMapper Setup | Claednabecic

Leukc

Plate Name”
2020-01-01-FU

; 2
A ao1 || acz
BT BO2
c| co1 | cod
p| poi | Do2
E| Eo1 | Eo2
F| ro1 | Fo2
G| co1 | coz
H| Ho1 | Ho2

Aszay 1
Clear Plate

I_e U kO St ratntﬂx Edit Well
sample Narne: Well ID: AO1

ITD-ExtractionControll

Sample Notes (optional):

Sample Type:
EC -
Run:
1 - +
EC:
Clear Well Save Well
= = =TT -

Save Plate

* Indicates required field

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.

Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Enter Samples Leukostrat

ofp LeukoStrat® CDx FLT3 Software —
Help

Select plate wells that contain | suevseeese | comm:
each sample and enter the leuld
following information: LeukoStrat wxeswen

Sample Name:
; g Well ID: DO1
*  Sample Name Py, Wi
p 2020 H-01-E5 Sample Notes (optional):
1 2 Sample Type:
¢ SOmple Type A A0l | A0z SAMPLE =
o N
i Run:
°* Run (Press + to add a run) < <« -
D Dol DEI-EI
*  Sample Notes (optional) el B1 | B2 g
F | FOT Fo2 ADT -
1 1 G| GO
* Associated Extraction o
H HO1 HOZ
C on Tro | S Clear Well Save Well
say _
« Each sample must have an EC
« Each EC must have one sample Clear Plate Save Plate
* Indicates required field
dinvivoscribe’ For frther inormaion refar fo fhe mest cubent verson of he IHU and aneurs e 17U  ollowed avery e e sy & ron.
Improving Lives with Precision Diagnostics® Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



save qu'l'e LeukoStrat’

o LeukoStrat® CDx FLT3 Software
Help

Select Save Plate to generate | recverrerseue | conmnaes
two files: el

. . . I_e' u kO St ratn(:{}x Completed Successfully
* *livs file is used when

During your last action: Save Plate

analyzing final data output s R —
. . . 3 C_:\Us ;;Kp;iTaii'ilﬁesktDpEUZU-EI'I -01-FLT3CD:2020-01-01-FLT3CEy:_20200419223218 1IVS
* *.csv fileis uploaded into . R o RN
- ChUsershpsitlanitDesktop2020-01-01-FLT3CDx\2020-01-01-FLT3CDx_20200419223218_AB
ABI3500 software run setup 3 Bl e
* csv file MUST be uploaded et
prior fo ABI run, otherwise the =
data output will have incorrect

sample names ™

Clear Plate Save Plate

* Indicates required field

° * 'b © The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g InVlVOSC rl e For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Improvir es with Precision Diagnostics® Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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ABI 3500 xL
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This is the instrument dashboard.

Before beginning a run, verify that all calibrations are up to date and consumables are still valid

2 3500 Data Collection Software

#invivoscribe:

Trmpr es with P 1 Digy

Common Operations

Quick View

¥ Gauges

POP7 Polymer

192

38 -
0 l 384

237 Samples Remaining
{8 Injections Remaining)

Instrument: 3500 Instrument
Laser: Off
EP: Off

~ Consumables Information

» ]

Quick Start
Run

New Plate

ABC - (Anode)

11 Days Remaining
(38 Injections Remaining)

State: Idle

Oven:  Off
Oven Door:  Close
Instrument Door:  Close

Create Create Plate

Edit bxisting
from Template

| v

View Maintain

Plate Run Results Instrument

CBC - (Cathode)

11 Days Remaining
(38 Injections Remaining)

View Instrument Sensor Details

Oven Temperature (*C): 25.3¢
Detection Cell Temperature (*C): 23.0-

(E=1EoR(Ex™)

Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out

50cm - 24 cap Array

237 Injections Performed

Pre-Heat the Oven

Set Temperature to:

wE o

~ Maintenance Notifications

°
Consumable Name Status Days onInstrument | Expiration Date | Lot Number Part Number
Polymer POP7 237 Samples Remaining 3 24-Mar-2020 05.., 1907186 4393708
Anade Buffer ABC 11 Days Remaining 3 01-May-20200... 1907548 4393927
Cathode Buffer  CBC 11 Days Remaining 3 18-Apr-2020 05... 1907603 4408256
Capillary Array ~ 50cm - 24 cap 0 Injections Remaining 107 28-Jan-202004... 25 4404689 - Serial = M519A2515

Name iPnority INot'rfication Date

Description

Action

Note: Invivoscribe validated 7 days for POP7, ABC and CBC to be on the ABI 3500xL but ThermoFisher updated their software to allow 14 days.

Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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Creating a New Assay

Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Select ‘Library’ to access saved ‘Plates’, ‘Assays’, and other settings

2 3500 Data Collection Software

-

#invivoscribe:

Improving

Lives with Pre

sion Diagnostics®

Common Operations

Quick View

¥ Gauges

POP7 Polymer

192
s B

38 -
0 l 384

237 Samples Remaining

{8 Injections Remaining)

Instrument: 3500 Instrument

»

Quick Start
Run

.
Create
New Plate

ABC - (Anode)

11 Days Remaining

(38 Injections Remaining)

Create Plate
from Template

- v

Edit bxisting
Plate

View
Run Results

| Maintain
Instrument

CBC - (Cathode)

11 Days Remaining
(38 Injections Remaining)

Library Maintenance Tools ¥ Manage ¥ Preferences

50cm - 24 cap Array

237 Injections Performed

(E=1EoR(Ex™)

Help ¥ Log Out

3 Pre-Heat the O
Starer e View Instrument Sensor Details re-rieatthe Gven
Laser: Off Oven: Off Set Temperature to:
£P: Off o b a Oven Temperature (*C): 25.3¢
. v H 5€ A o
e % Detection Cell Temperature (*C): 23.0- 60 5 Q)
Instrument Door:  Close
~ Consumables Information
(2}

Consumable Name Status Days onInstrument | Expiration Date | Lot Number Part Number

Polymer POP7 237 Samples Remaining 3 24-Mar-2020 05.., 1907186 4393708

Anade Buffer ABC 11 Days Remaining 3 01-May-20200... 1907548 4393927

Cathode Buffer  CBC 11 Days Remaining 3 18-Apr-2020 05... 1907603 4408256

Capillary Array ~ 50cm - 24 cap 0 Injections Remaining 107 28-Jan-202004... 25 4404689 - Serial = M519A2515

~ Maintenance Notifications

Name

l Priority | Notification Date

Description

Action

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.




Under Assays, select Create to add a new assay to the library

3500 Data Collection Software

Dashboard ‘ Edit ¥

File Name Conventions

Results Group

[I Analyze

Instrument Protocols

Dye Sets

Size Standards

Basecalling Protocols
Sizecalling Protocols

QC Protocols

Sequencing Analysis Protocols
MicroSeqID Protocols

Fragment Analysis Protocols

HID Analysis Protocols
WS -
Main Workfio
, 5

Y+

o lmEs

Library Maintenance Tools ¥ Manage ¥ Preferences Help v Log Out

BB Create A Edit Dup {1 Delete @ Import (& Export re e w E-Signature Hi

Filter: [All V] Search:
@ Assay Name JType |Instrument Protocol Primary Analysis Protocol |Secondary Analysis Protocoi Color | Date Modified Is Signed

1 MicroSEQID POPT ... Sequencing  MicroSEQ ID 50_POP7 MicroSEQ ID PA Protocol ® 19-May-2009 04:32:31PM  No
Z YF_POP4 X HID HID36_POP4x_G5 G5_LS(80-400) @ 19-May-2009 04:32:31PM  No
L CDxFLT3ITD Fragment CDxFLT3ITD Fragment_Analysis_PA_P... » 05-May-2015 09:06:53 AM No
4 | SEf+_+Norm_POP4 X HID HID36_POP4xi_G5 G5_LS(80-400) +Normaliz... @ 19-May-2009 04:32:31PM  No
L Short_Read_Seq_Ass... Sequencing ShortReadSeq50_POP7_1  BDTv3.1_PA_Protocol-PO.. 19-May-2009 04:32:31PM  No
6 BDx_Short_Read_Se... Sequencing BDxShortReadSeq50_PO... BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
1 Rapid_Seq_Assay xl... Sequencing RapidSeq50_POP7x_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
8 MF +Norm_POP4 HID HID36_POP4_G5 G5_3rd(80-400) +Normali... @ 19-May-2009 04:32:31PM  No
L MicroSEQ ID POP6 ... Sequencing MicroSEQ ID 50_POP6 MicroSEQ ID PA Protocol (O] 19-May-2009 04:32:31PM  No
10| YF_POP4 HID HID36_POP4_G5 G5_LS(80-400) @ 19-May-2009 04:32:31PM  No
11 | MF+Norm_POP4 X HID HID36_POP4x_G5 G5_3rd(80-400) +Normali... ® 19-May-2009 04:32:31PM  No
12 CO_POP4 x HID HID36_POP4x_F F_LS(75-400) 19-May-2009 04:32:31PM  No
13 Fragment_Analysis_.. F F Analysis50_POP... F _Analysis_PA_P.. (O] 19-May-2009 04:32:31PM  No
L PowerPlex16 Fragment PowerPlex16 Fragment_Analysis_Powe... ® 03-Jul-2013 02:52:30 PM No
15 | PP_POP4 xi HID HID36_POP4x_F F_LS(75-450) 19-May-2009 04:32:31PM  No
16 | YF+Norm_POP4 xi  HID HID36_POP4xi_G5 G5_LS(80-400) +Normaliz... O] 19-May-2009 04:3231PM  No
17 SGM+_POP4_x HID HID36_POP4x_F F_LS(75-450) @® 19-May-2009 04:32:31PM  No
l (i FLT3 Signal Ratio Ass Fragment FLT3 Signal Ratio Assay Fragment_Analysis_PA _P.. 29-Aug-2014 03:20:24 PM  No
i Fast_Seq_Assay_xL-... Sequencing FastSeq50_POP7x_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
20 | MF_POP4 HID HID36_POP4_GS5 G5_3rd(80-400) ® 19-May-2009 04:32:31PM  No
|21 | SEf+_POP4_x HID HID36_POP4x_G5 G5_LS(80-400) O] 19-May-2009 04:32:31PM  No
|22 | Fragment_Analysis_.. F F Analysis50_POP... F t_Analysis_PA_P.. 19-May-2009 04:32:31PM  No
‘23_ MicroSEQ ID xi POP... Sequencing  MicroSEQ ID 50_POP6xI MicroSEQ ID PA Protocol ® 19-May-2009 04:32:31PM  No
| 24| BDx_Fast_Seq_Assay... Sequencing BDxFastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ¢ 19-May-2009 04:32:31PM  No
[ 25| CO_POP4 HID HID36_POP4_F F_LS(75-400) 19-May-2009 04:32:31PM  No
126 | IF_POP4 HID HID36_POP4_G5 G5_LS(80-400) 19-May-2009 04:32:31PM  No
i Fragment_Analysis_.. F F Analysis50_POP.. F t_Analysis_PA_P.. 19-May-2009 04:32:31PM  No
28 | IF_POPT HID HID36_POP7_G5 G5_LS(80-400) ® 19-May-2009 04:32:31PM  No
| 29 | Qualitative-NPM1-FLT3-.. F Qualitative-NPM1-FLT3-.. Qualitative-NPMI-FLT3-.. O] 01-Jul-2014 02:12:25PM  No
i BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP6_1 BDTv1.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
[ 31] SNaPshot_Assay Fragment SNaPshot50_POP7_1 SNaPshot_PA_Protocol @ 19-May-2009 04:32:31PM  No
i BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
[33] PP_POP4 HID HID36_POP4_F F_LS(75-450) 19-May-2009 04:32:31PM  No
i ITD CDx Assay Fragment ITD CDx Assay Fragment_Analysis_PA _P.. 09-Sep-2013 12:21:45PM  No
i Fast_Seq_Assay-POP7 Sequencing FastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
136 | SGM+_POP4 HID HID36_POP4_F F_LS(75-450) (O] 19-May-2009 04:32:31PM  No
i Biomed Fragment Biomed Fragment_Analysis_PA_P... ® 19-Aug-2014 02:15:18 PM  No
|38 | F+Norm POPTx  HID HID36_POPTx_G5 G5_LS(80-400) +Normaliz... (O] 19-May-2009 04:32:31PM  No
| 39 | 60 NPM1 F F Analysis50_POP... F t_Analysis_PA_P.. @ 13-Nov-2014 10:19:39 AM  No

.
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Improving Lives with Precision Diggnostics®

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
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Add an Assay Name and change Application Type to ‘Fragment’. For Instrument Protocol, select ‘Create New’

B 3500 Data Collection Software (==
Dashboard ‘ Edit ¥ Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out
% Library Resources BB Create A Edit D [ Import 7 Eqport ew History ew E-Sigr
Filter: [AII VJ Search: All v||Go| | Clear| @
x Manage
Plates
| Assays| @ Assay Name JType |Instrument Protocol Primary Analysis Protocol |Secondary Analysis Proto(oi Color Date Modified Is Signed | |
FileName Corventions | 1| MicroSEQID POPT ... Sequencing  MicroSEQ ID 50_POP7 MicroSEQ ID PA Protocol 19-May-2009 04:32:31PM  No
2 | YF_POP4 X HID HID36_POP4x_G5 = —_—
Resuts Grow || 3| coxFLT3 I Fragment  CDxFLT3ITD S >
‘I Analyze | 4| SEf+_+Norm_POP4 xi HID HID36_POP4x_G5 Setup an Assay
TS 5 Short_Read_Seq_Ass... Sequenc?nq ShortReadSeq50_POP7_1 @ Sizecalling Protocol cannot be empty.
6 BDx_Short_Read_Se... Sequencing BDxShortReadSeq50_PO...
DyeSets || | 7 | ' Rapid_Seq Assayxl.. Sequencing RapidSeq50_POPTx_L @
Size Standards 8 MF +Norm_POP4 HID HID36_POP4_G5
A hs 9 | MicroSEQID POP6 ... Sequencing  MicroSEQ ID 50_PO)| * Assay Name: New Assay [Tl Locked Color:
10 YF_POP4 HID HID36,
Sizecaling Protocols BTH MF+Norm POP4 ¥ HID HID36 Application Type: |
QC Protocols I CO_POP4 X HID HID36_POP4xi_F Protacols 1
Sequencing Analysis Protocols RN Fragment Analysis_.. F F Analysis50_POP... Do you wish to assign multiple instrument protocols to this assay? @ No () Yes
14 |PowerPlex16 Fragment PowerPlex16 N
MicroSeqlD Protocols ? PP_POP4 HID HID36_POP4x_F Instrument Protocol: [ V} Edit [ Create New]
Fzonentndis botocals 1 YF+Norm_POP4 X HID HID36_POP44_G5 * Sizecalling Protocal: [ v] Edit [Create New]
HID Analysis Protocols L SGM+_POP4 4 HID HID36_POP4x_F
= - a L (i FLT3 Signal Ratio Ass Fragment FLT3 Signal Ratio Assay GeneMapper Protocol: Edit
Tﬁ:ﬂ ?Yorkﬂo i Fast_Seq_Assay_xL-... Sequencing FastSeq50_POP7x_1
78 20 | MF_POP4 HID HID36_POP4_GS5
£ 21| 0 SEf+_POPA X HID HID36_POP4x_G5 Save
22 | Fragment_Analysis_.. F it F Analysis50_POP...
A MicroSEQ ID xi POP... Sequencing MicroSEQ ID 50_POP6xI MicroSEQ ID PA Protocol [O] 19-May-2009 04:32:31PM  No B
24 BDx Fast_Seq_Assay... Sequencing BDxFastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ¢ 19-May-2009 04:32:31PM  No
E CO_POP4 HID HID36_POP4_F F_LS(75-400) 19-May-2009 04:32:31PM  No
[ | 26 | IF_POP4 HID HID36_POP4_G5 G5_LS(80-400) 19-May-2009 04:32:31PM  No
2_7 Fragment_Analysis_.. F F Analysis50_POP.. F t_Analysis_PA_P.. 19-May-2009 04:32:31PM  No
28 | IF_POP7 HID HID36_POP7_G5 G5_LS(80-400) ® 19-May-2009 04:32:31PM  No
29 | Qualitative-NPM1-FLT3-.. F Qualitative-NPM1-FLT3-.. Qualitative-NPM1-FLT3-.. ® 01-Jul-2014 02:12:25PM  No
i BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP6_1 BDTv1.1_PA_Protocol-PO.. ® 19-May-2009 04:32.31PM  No
31| SNaPshot_Assay Fragment SNaPshot50_POP7_1 SNaPshot_PA_Protocol @ 19-May-2009 04:32:31PM  No
i BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
33 | PP_POP4 HID HID36_POP4_F F_LS(75-450) 19-May-2009 04:32:31PM  No
l ITD CDx Assay Fragment ITD CDx Assay Fragment_Analysis_PA _P.. 09-Sep-2013 12:21:45PM  No
i Fast_Seq_Assay-POP7 Sequencing FastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. (O] 19-May-2009 04:32:31PM  No
36 | SGM+_POP4 HID HID36_POP4_F F_LS(75-450) ® 19-May-2009 04:32:31PM  No
i Biomed Fragment Biomed Fragment_Analysis_PA_P... ® 19-Aug-2014 02:15:18 PM  No
(38 | FF+Norm POPTx  HID HID36_POP7x_G5 G5_LS(80-400) +Normaliz... ® 19-May-2009 04:32:31PM  No
39 | (i NPML F F Analysis50_POP... F t_Analysis_PA_P.. @ 13-Nov-2014 10:19:39 AM  No 2z
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The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
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Enter the instrument protocol settings as described in the specific IFU provided with the LeukoStrat® CDx FLT3 Mutation Assay. Settings not listed
should be left at their default values

B 3500 Data Collection Software [SIE]E=]
Dashboard | Edit ¥ Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out
% Library Resources ® Create 4 Edit [ Duplicate (1 Delete (& Import & Export gy E-Sigrature  * View Audit History gnat
;E MNew Assay - Create New Instrument Protocol @
Filter: [AII v] Search: Setup an Instrument Protocol / All = lear| @
* Manage
Assay Name lType |Instrun -
File Name Conventions 10 YF.popy HID HID36] ()
oot & 11 MF +Norm_POP4 X HID HID36_|
esults Group el
— |12 | €O_POP4 HID HID36,_| Application Type: | Fragment Capillary Length: cam Polymer:
“_. Analyze 13 Fragment_Analysis_.. Fragment
14 |PowerPlex16 L
Instrument Protocols Dye Set:
15 PP_POP4_x
Dye Sets 16 YF +Norm_POP4_x
Instrument Protacol Properties
Size Standards 17 SGM +_POP4 X
Basscaling Protocols 18 | (i FLT3 Signal Ratio Ass Run Module: |FragmentAnalysis50_POP7x vl
: : |19 | Fast_Seq Assay xl.-... * Pratocol Name:  NewProtocol [[TLocked
Sizecalling Protocols 20 MF POP4
CProtocols || | 21 | ' SEfs_POPAM HID HID36, Description:
. . 22 Fragment_Analysis_.. Fragment
Eectencod Abalvais frolocols 23 MicroSEQID xi POP... Sequei Oven Temperature (*C): 60 Run Valtage (kVolts):  19.5 PreRun Voltage (kVolts): 15 Injection Voltage (kValts): L&
MicroSeqID Protocol o
Licsea0iotons 24 BDx_Fast_Seq_Assay... Sequel Run Time (sec.): 1330 PreRun Time (sec): 180 Injection Time (sec): 15 Data Delay (sec.): L
Fragment Analysis Protocols 25 CO_POP4 HID HIDPY 1
= » Advanced Options 15
HID Analysis Protocols 26 IF_POP4 HID HID36_
WS g 21 Fragment_Analysis_.. Fragment Fragm
Mejpiliondion, 2 IF_POP? HID HID36 |
V4" e [Appiyto Assay] [Save to Library ]
29 |Q NPMI-FLT3-.. F Qualital
‘ 30 BDx_Std_Seq_Assay-... Sequencing BDxStd — ~ T = 7
31 SNaPshot_Assay Fragment SNaPshot50_POP7_1 |
32 BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. [O] 19-May-2009 04:32:31PM  No
33 PP_POP4 HID HID36_POP4_F F_LS(75-450) 19-May-2009 04:32:31PM  No
- 34 |ITD CDxAssay Fragment ITD CDx Assay Fragment_Analysis_PA_P... 09-Sep-2013 12:21:45PM  No
@ 35 Fast_Seq_Assay-POP7 Sequencing FastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
36 SGM+_POP4 HID HID36_POP4_F F_LS(75-450) @® 19-May-2009 04:32:31PM  No
37 R Fragment Biomed Fragment_Analysis_PA_P.. ® 19-Aug-2014 02:15:18PM  No i
38 F+Norm_ POPTx  HID HID36_POP7x_G5 G5_LS(80-400) +Normaliz... ® 19-May-2009 04:32:31PM  No
39 | (i NPM1 Fragment FragmentAnalysis50_POP... Fragment_Analysis_PA _P.. ® 13-Nov-2014 10:19:39 AM  No
40 IF_POPT.d HID HID36_POP7x4_G5 G5_LS(80-400) O] 19-May-2009 04:32:31PM  No
41 BDx _Std_Seq_Assay... Sequencing BDxStdSeq50_POP6x_1 BDTv1.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
42 |CDxFLT3 TKD Fragment CDxFLT3 TKD Fragment_Analysis_PA_P.. 05-May-2015 09:03:58 AM  No
3 SEf+_POP4 HID HID36_POP4_G5 G5_LS(80-400) ® 19-May-2009 04:32:31PM  No
44 BDx _Std_Seq_Assay... Sequencing BDxStdSeq50_POP7x_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
45 | TKD CDx Assay Fragment TKD CDxAssay Fragment_Analysis_PA_P.. e 13-Nov-2014 10:21:02AM  No
46 Fragment_Analysis_... F F Analysis50_POP... F _Analysis_PA_P.. 19-May-2009 04:32:31PM  No
47 Std_Seq_Assay-POP6 Sequencing  StdSeq50_POP6_1 BDTv1.1_PA_Protocol-PO.. 19-May-2009 04:32:31PM  No
43 MicroSEQID xi POP... Sequencing MicroSEQ ID 50_POPTx MicroSEQ ID PA Protocol 19-May-2009 04:32:31PM  No -

° * 'b © The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g InVlVOSC rl e For further information refer o the most current version of the IFU and ensure the IFU is followed every time the assay is run.
I ith P ics* Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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For Sizecalling Protocol, select ‘Create New’

;! 3500 Data Collection Software

Dashboard‘ Edit ¥

% Library Resources

x Manage

Plates

File Name Conventions

Results Group

[I Analyze

Instrument Protocols

Dye Sets

Size Standards

Basecalling Protocols
Sizecalling Protocols

QC Protocols

Sequencing Analysis Protocols
MicroSeqID Protocols

Fragment Analysis Protocols

HID Analysis Protocols
s -
Main Workfio
, 5

(&=

Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out

=P Create |2 Edit {1 Delete @ Import (P E re ¢ w E-Signature History
Filter: [All | Search: Al ) [6o| [cler| @
T3] |Assay Name ‘Type |Instrument Protocol Primary Analysis Protocol | Secondary Analysis Protocoi Color Date Modified Is Signed | (|
1 MicroSEQID POPT ... Sequencing  MicroSEQ ID 50_POP7 MicroSEQ ID PA Protocol 19-May-2009 04:32:31PM  No
2 YF_POP4 X HID HID36_POP4x_G5 =
3 |coxm3m Fragment  CDxFLT3TTD S .
L4 | SEf+_+Norm_POP4 xi HID HID36_POP4x_G5 Setup an Assay
5 Short_Read_Seq_Ass... Sequencing  ShortReadSeq50_POP7_1 @ Sizecalling Protocol cannot be empty.
6 BDx_Short_Read_Se... Sequencing BDxShortReadSeq50_PO... f
1] Rapid_Seq_Assay xl... Sequencing RapidSeq50_POP7x_1 (7]
8 | MF +Norm_POP4 HID HID36_POP4_G5
9 | ' MicroSEQID POP6 ... Sequencing MicroSEQ ID 50_POP6 " Assay Name:  New Assay [Ctocked Color:
10 YF_POP4 HID HID36_POP4_G5
— Application Type:
|1 MF+Norm_POP4 X  HID HID36_POP4x_G5 =
12 | CO_POP4 X HID HID36_POP4x_F Protacals
RN Fragment Analysis_.. F F Analysis50_POP... Do you wish to assign multiple instrument protocols to this assay? @ No () Yes
14 |PowerPlex16 Fragment PowerPlex16
] * Instrument Protocol: [ V} Edit [Create New]
15 | PP_POP4_x HID HID36_POP4x_F
16 | YF+Norm POP4x  HID HID36_POP4x_G5 * Sizecalling Protocal: [ v] Edit [Create New]
17 | SGM+_POP4_x HID HID36_POP4x_F
L (i FLT3 Signal Ratio Ass Fragment FLT3 Signal Ratio Assay GeneMapper Protocol: Edit
i Fast_Seq_Assay_xL-... Sequencing FastSeq50_POP7x_1
20 | MF_POP4 HID HID36_POP4_GS5
21| 0 SEf+_POPA X HID HID36_POP4x_G5 Save
22 | Fragment_Analysis_.. F F Analysis50_POP...
A MicroSEQ ID xi POP... Sequencing MicroSEQ ID 50_POP6xI MicroSEQ ID PA Protocol @  19-May-2009 04:32:31PM  No B
il BDx_Fast_Seq_Assay... Sequencing BDxFastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. 19-May-2009 04:32:31PM  No
25 | CO_POP4 HID HID36_POP4_F F_LS(75-400) 19-May-2009 04:32:31PM  No
26 | IF_POP4 HID HID36_POP4_G5 G5_LS(80-400) 19-May-2009 04:32:31PM  No
i Fragment_Analysis_.. F F Analysis50_POP.. F t_Analysis_PA_P.. 19-May-2009 04:32:31PM  No
28 | IF_POP7 HID HID36_POP7_G5 G5_LS(80-400) 19-May-2009 04:3231PM  No
29 | Qualitative-NPM1-FLT3-.. F Qualitative-NPM1-FLT3-.. Qualitative-NPM1-FLT3-.. O] 01-Jul-2014 02:12:25PM  No
i BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP6_1 BDTv1.1_PA_Protocol-PO.. ® 19-May-2009 04:32.31PM  No
31| SNaPshot_Assay Fragment SNaPshot50_POP7_1 SNaPshot_PA_Protocol @ 19-May-2009 04:32:31PM  No
i BDx _Std_Seq_Assay-... Sequencing BDxStdSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. 19-May-2009 04:32:31PM  No
33 | PP_POP4 HID HID36_POP4_F F_LS(75-450) 19-May-2009 04:32:31PM  No
i ITD CDx Assay Fragment ITD CDx Assay Fragment_Analysis_PA _P.. 09-Sep-2013 12:21:45PM  No
i Fast_Seq_Assay-POP7 Sequencing FastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
36 | SGM+_POP4 HID HID36_POP4_F F_LS(75-450) ® 19-May-2009 04:32:31PM  No
i Biomed Fragment Biomed Fragment_Analysis_PA_P... ® 19-Aug-2014 02:15:18 PM  No
38 | F+Norm POPTX  HID HID36_POPTx_G5 G5_LS(80-400) +Normaliz... ® 19-May-2009 04:32:31PM  No
39 | (i NPML F F Analysis50_POP... F t_Analysis_PA_P.. @ 13-Nov-2014 10:19:39 AM  No 2z

#invivoscribe:

Improving Lives with Precision Diggnostics®

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
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Enter the size calling settings as described in the specific IFU provided with the LeukoStrat® CDx FLT3 Mutation Assay. Settings not listed should be
left at their default values
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Library Maintenance Tools ¥ Manage ¥ Preferences Help v Log Out

=8 Create /4 Edit @ Duplicate /1 Delete 2 Impol :_!j Mew Assay - Create New Primary Analysis Protocol ‘
Setup a Sizecalling Protocol 4
Filter: [All | Search: All v lear| @
" Protocol Name:  NewProtocol [T Locked
Assay Name ]Type |Instr el  Description: -~
10 VFPOP4 HID Size Standard: | GSG00LIZ N
11 MF +Norm_POP4 X HID ) -
0 Sizecaller:
12 | CO_POP4_x HID HID3
|13 | Fragment_Analysis_.. Fragment Fragmen yinalysls Seﬁm
14 |PowerPlex16 Fragment PowerPle| |
15 | PP_POP4_x HID HID36_P o
16 | YF+Norm_POP4 X HID HID36_P
17 SGM+_POP4_x HID HID36_P 2 “
IT 3 FLT3 Sianal Ratio Ass P FLT3 Siai Analysis Range: Sizing Range: Size Calling Method:
T Fast Seq Assay x-... Sequencing FastSeqS! Analysis Start Paint: | 0 | Sizing Start Size: | 0 Primer Peak:
L20 | MF_POP4 HID HID36_P Analysis Stop Paint: | 1000000 Sizing Stop Size: | 100000
21 | SEf+_POP4 HID HID36_P
il_ Fragment_Analysis_.. Fragment Fragmen{
23 | MicroSEQID xi POP... Sequencing  MicroSEQ V| Blue (V] Green [V] Yellow [v| Red [v| Purple Orange
24 BDx_Fast_Seq Assay... Sequencing BDxFastS . =
? C0_POP4 HID HID36.P Minimum Peak Height 175 175 175 175 175 175 |
26 IF_POP4 HID HID36_P Common Settings
21 Fragment_Analysis_.. Fragment Fragmen
7 F_POPT WD HID36_P: Use Smoothing | [None v
_29 | Qualitative-NPML-FLT3-.. F Q i Use Baselining {Baseline Window (Pts)) 51
30 BDx _Std_Seq_Assay-... Sequencing  BDxStdSe| y y
31 SNaPshot Assay Fragment SNaPshol Minimum Peak Half Width 2
i BDx _Std_Seq_Assay-... Sequencing  BDxStdSe| Peak Window Size 15
33 PRPOP4 HID HID36_P Polynomial Degree 3
_E‘ ITD CDx Assay Fragment ITD CDx
35 Fast_Seq_Assay-POPT Sequencing  FastSeq5 Slope Threshold Peak Start 0.0
36 | SGM+_POP4 HID HID36_P Slope Threshold Peak End 0.0 i
37 Fragment Biomed
38 | FF+Norm_ POPTx  HID HID36_P
i i NPM1 Fragment Fragmenf
40 | IFPOPIA HID HID36:p [Appiy to Assay] [ Save to Library ]
L BDx _Std_Seq_Assay... Sequencing  BDxStdSe|
42 | CDxFLT3 TKD Fragment CDx FLT34 o T ATy ST TR ~ T VLU UTUT T AT T
43 | SEf+_POP4 HID HID36_POP4_G5 G5_LS(80-400) ® 19-May-2009 04:32:31PM  No
i BDx _Std_Seq_Assay... Sequencing BDxStdSeq50_POP7x_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
i TKD CDxAssay Fragment TKD CDxAssay Fragment_Analysis_PA_P.. e 13-Nov-2014 10:21:02AM  No
i Fragment_Analysis_... F F Analysis50_POP.. F _Analysis_PA_P.. 19-May-2009 04:32:31PM  No
47 | Std_Seq_Assay-POP6 Sequencing  StdSeq50_POP6_1 BDTv1.1_PA_Protocol-PO.. 19-May-2009 04:32:31PM  No
i MicroSEQID xi POP... Sequencing MicroSEQ ID 50_POPTx MicroSEQ ID PA Protocol 19-May-2009 04:32:31PM  No

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
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Select Save and return to the Dashboard

;! 3500 Data Collection Software (==
Dashboard ‘ Edit ¥ Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out
% Library Resources ®P Create 4 Edit [ Duplicate ([ Delete & Import & Export gy E-Sigrature  * View Audit History * View E-Signature History
Filter: [All | Search: Al v|[Ga| [clear| @
x Manage
Plates
wﬁ 77| |Assay Name ‘Type |Instrument Protocol Primary Analysis Protocol |Secondary Analysis Protocoi Color | Date Modified Is Signed | -
File/Naing Corventions 10 | YF_POP4 HID HID36_POP4_G5 G5_LS(80-400) @ 19-May-2009 04:32:31PM  No
11 MF +Norm_POP4 X HID HID36_POP4x_G5 =
Resuts oo || |12 | 4% co_popax HID HID36_POP4_F & Create New Assay )
[I Analyze | 13 | Fragment_Analysis_.. F F Analysis50_POP..| Setup an Assay
14 |PowerPlex16 Fragment PowerPlex16 |
Instrument Protocols ==
15 | PP_POP4_x HID HID36_POP4x_F . 4
DyeSets || | 16 | ' YF+Norm POP4x  HID HID36_POP4xl_G5 @
Size Standards 17| SGM+_POP4_x HID HID36_POP4x_F
5 18 | (i FLT3 Signal Ratio Ass ~ Fragment FLT3 Signal Ratio Assay " Assay Name: New Assay [[tocked Color:
Basecalling Protocols ——
19 Fast_Seq_Assay xL-.. Sequencing FastSeq50_POP7x_1
Sizecaling Protocols 20 | MEF POP4 HID HID36 POP4 G5 Application Type:
QC Protocols 21| SEf+_POP4 HID HID36_POP4xi_G5 Protocols
Sequencing Analysis Protocols 2 | Fragment Analysis_.. F F Analysis50_POP... Do you wish to assign multiple instrument protocols to this assay? @ No () Yes
23 MicroSEQ ID xi POP... Sequencing  MicroSEQ ID 50_POP6x N
MicroSeqlD Protocols 7 BDx Fast_Seq Assay... Sequencing BDxFastSeqS0_POPT_1 Instrument Protocol: [NewProtocoI V} @ [Create New]
FragmentAnalysisbrotacols A C0_POP4 HID HID36_POP4_F * Sizecalling Protocal: [NevaotocoI v] [Create New] =
HID Analysis Protocols A IF_POP4 HID HID36_POP4_G5
wrs g 21 | Fragment_Analysis_.. F F Analysis50_POP.. GeneMapper Protocol: Edit
’/”f"" ‘:V,°’f‘”° 28 | FpoPT HID HID36_POP7_G5
= 29 | Qualitative-NPM1-FLT3-.. F Qualitative-NPM1-FLT3-..
£ ‘ 130 | /" BDx.Std_Seq_Assay-... Sequencing BDxStdSeq50_POP6_L Save
Sy e 31 | SNaPshot_Assay Fragment SNaPshot50_POPT_1
S AN ¥4 _12_ BDx Std_Seq_Assay-... Sequencing BDxStdSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. m 04:32:31PM  No
P\ \ 33 | PP_POP4 HID HID36_POP4_F F_LS(75-450) 19-May-2009 04:32:31PM  No
P = i ITD CDx Assay Fragment ITD CDx Assay Fragment_Analysis_PA _P.. 09-Sep-2013 12:21:45PM  No
[ 35| Fast_Seq_Assay-POP7 Sequencing FastSeq50_POP7_1 BDTv3.1_PA_Protocol-PO.. @ 19-May-2009 04:32:31PM  No
36 | SGM+_POP4 HID HID36_POP4_F F_LS(75-450) @® 19-May-2009 04:32:31PM  No
37 med Fragment Biomed Fragment_Analysis_PA_P.. ® 19-Aug-2014 02:15:18 PM  No B
38 | F+Norm POP7x  HID HID36_POP7x_GS5 G5_LS(80-400) +Normaliz... ® 19-May-2009 04:32:31PM  No
39 | (i NPML F F Analysis50_POP... F t_Analysis_PA_P.. O] 13-Nov-2014 10:19:39 AM  No
4o | IF_POPT HID HID36_POP7x4_G5 G5_LS(80-400) O] 19-May-2009 04:32:31PM  No
L BDx _Std_Seq_Assay... Sequencing BDxStdSeq50_POP6x_1 BDTv1.1_PA_Protocol-PO.. ® 19-May-2009 04:32.31PM  No
42 | CDxFLT3 TKD Fragment CDxFLT3 TKD Fragment_Analysis_PA_P.. @® 05-May-2015 09:03:58 AM  No
43 | SEf+_POP4 HID HID36_POP4_G5 G5_LS(80-400) O] 19-May-2009 04:3231PM  No
i BDx_Std_Seq_Assay... Sequencing BDxStdSeq50_POP7x_1 BDTv3.1_PA_Protocol-PO.. ® 19-May-2009 04:32:31PM  No
i TKD CDxAssay Fragment TKD CDxAssay Fragment_Analysis_PA P.. 13-Nov-2014 10:21:02AM  No
i Fragment_Analysis_... F F Analysis50_POP.. F _Analysis_PA_P.. 19-May-2009 04:32:31PM  No
47 | Std_Seq_Assay-POP6 Sequencing  StdSeq50_POP6_1 BDTv1.1_PA_Protocol-PO.. 19-May-2009 04:32:31PM  No
i MicroSEQID xi POP... Sequencing MicroSEQ ID 50_POPTx MicroSEQ ID PA Protocol 19-May-2009 04:32:31PM  No e
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From the instrument dashboard, select ‘Create New Plate’

2 3500 Data Collection Software

== fon )
-

Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out
Common Operations

»

T

Create
New Plate

- v
Quick Start
Run

Create Plate Edit Bxisting View Maintain
from Template Plate

Run Results Instrument

Quick View

¥ Gauges

POP7 Polymer ABC - (Anode) CBC - (Cathode) 50cm - 24 cap Array

192

38 A I
0 l <384 0

237 Samples Remaining

11 Days Remaining 11 Days Remaining 237 Injections Perfarmed
{8 Injections Remaining) (38 Injections Remaining) (38 Injections Remaining)

Instrument: 3500 Instrument State: Idle

Pre-Heat the Oven
View Instrument Sensor Details
Laser: Off Oven:  Off

Set Temperature to:
Oven Temperature (*C): 25.3¢
EP: Off Oven Door:  Close

Detection Cell Temperature {*C): 23.0- 60 5 Q)
Instrument Door:  Close

~ Consumables Information

°
Consumable Name Status Days onInstrument | Expiration Date | Lot Number Part Number
Polymer POP7 237 Samples Remaining 3 24-Mar-2020 05.., 1907186 4393708
Anade Buffer ABC 11 Days Remaining 3 01-May-20200... 1907548 4393927
Cathode Buffer  CBC 11 Days Remaining 3 18-Apr-2020 05... 1907603 4408256
Capillary Array ~ 50cm - 24 cap 0 Injections Remaining 107 28-Jan-202004... 25 4404689 - Serial = M519A2515
¥ Maintenance Notifications Q
Name |Pnority |Notification Date Description Action

q!o . M 'b ® The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
InVlVOSC rl e For further information refer o the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Improving L tics®

Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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Enter plate name, select 96 for number of wells, set plate type to Fragment, Capillary Length to 50cm, and Polymer to POP7. Enter optional settings
(Owner/Barcode/Description) if desired.

3500 Data Collection Software [=lfer==

Dashboard | Edit v

Library Maintenance Tools ¥ Manage ~ Preferences Help ¥ Log Out

L Plgte Name: lewPlate v [E OpenPlate v Save Plate v [E4 Close Plate | (5] Start R

9,) Start

Plate Details

Q
‘: Setup
*Name: TestPlate Owner:  G.Khitrov
Assign Plate Contents * Number of Wells: @ 96 () 96-FastTube () 384

Barcode:

‘i Run Instrument * Plate Type: =
Load Plates for Run * Capillary Length: o Description:
Preview Run
*“Palymer: |POPT ~ -

Monitor Run

‘T Review Results LSRR P [T Perform Auto-Analysis @
ills

Yiew Sequencing Results

Wiew Fragment/HID Results

Assign Plate Contents

"R Create New Platejp.. || W& 3500 Data Collectio... ) 9:11 AM

° * 'b © The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g InVlVOSC rl e For further information refer o the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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Use the import feature to import the .csv file generated from the Plate Map setup of the LeukoStrat® CDx FLT3 Software. Verify that the correct Assay
is selected and colored for each sample. File Name Conventions and Results Groups should match the values entered in the LeukoStrat® software.

#invi

Lives with Precision Di

:.E 3500 Data Collection Software

Dashboard| Edit ~

Flate Name:

-\j’ Setup

Define Plate Properties

A
= Run Instrument

Load Plates for Run
Preview Run

konitor Run

!I Review Results

Vieww Sequencing Resutts

Wiew FragmentHID Resutts

[=&]=
Library Maintenance Tools = hanage = Preferences Help = Log Out
[#E New Plate = OpenPlate v Bl Save Plate v [ Close Plate | (12 Import (& Export | 47 Find/Replace [ Wiew Plate Grid Report (2 Print v
173 Plate View | B Table view, =
B ShowInWells - ‘ [=] SelectWells  ~ | (2] Array Selection | = Column | [ ZoomIn Zoom Out EEFit @
i : 3 5 § 7 9 [10 1 [12 |
R F
ExctractionControll TKD
B F i
PositiveCantrol_TKD_PC_
F
C =
NTC_TKD_MTC_C04_RIDE
F i F
o] : 2
Samplel_'ITﬁé_Sﬁ\MPLE_D Sarnplel TED_S8MPLE_L
E
F 7
L :_E Irport Plate Record
G .
| i ‘-‘ File <ZAABIINTest_20200709,2020-07-09_20200709134419_ABLcsws has been
. successfully imported,
H -
Fragmant
Narne: 2020-07-09 Barcode:
4
(7]
Assays File Name Conventions Results Groups o
Actioha Actionspr Actions = 'f:
@ [ TKD CDx Assay I x| @ [ CDxABI Sample Name % X | @ W COxFLTIResuts Group |4 E
e e e <
@ v ImD Chx Assay /j‘ m ‘:_'
e E
E
£
:
=i
Link Plate for Run

)0 Data Collectio...

<

1151 AM

voscribg‘

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.

Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



If Assay, File Name Conventions, and Results Groups created on the ABI instrument do not match the values entered in the LeukoStrat® software,
they will need to be ‘Added from Library” and then assigned correctly to each sample.

t!j 3500 Data Collection Saftware =a | e 5
Dashboard | Edit ~ Library Maintenance Tools = Manage ¥ Preferences Help ¥ |
Flale Name: Mew Plate v [ Open Plate Save Plate v [ Close Plate | (B2 Import (8 Export | S0 Find/Replace [ View Plate Grid Report (g Print +
B Table View =
; Setup
| B ShowInWells - ‘ [=] ZelectWells ~ ‘ [ ] Array Selection |E Column | Bl ZoomIn B ZoomOut B Fit @
Define Plate Properties
1 : 3 4 5 § 7 [ E [10 11 [12 |
—— ExtractionControl1_ITD_E ExtractionControll_TKD_
!’ Run Instrument A
Load Plates for Run B_ PaositiveControl_ITD_PC_| PositiveControl_TKD_PC_
Preview Run — -
NTC_ITD_NTC_CO1_RIDY MNTC_TKD_NTC_C04_RID:
konitor Run £
|I Review Resuls o Samplel _TTD_S&rPLE_D Sarmplel_TKD_S&MPLE_C
Vieww Sequencing Resutts [
E
Wiew FragmentHID Resutts e
F
G
H
Fragmant
Narne: 2020-07-08-2 Barcode:
4
(7]
Assays File Name Conventions | Results Groups o
Actiohs ¥ Actions = Actions = 'f:
-
Add from Library Add frorn Library Add frorn Library £
i
Create Mew &ssay Create Mew File Mame Convention Create Mew Results Group .é
s
o
=
Link Plate for Run

Administrato ™ Je-nel\“'!a[ip-er- Pro

° * 'b © The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g InVlVOSC rl e For further information refer o the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Tmpro es with Precision Diagnostics® Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.




Link the plate to Position A or Position B, review all settings and consumables, and select Start Run

2 3500 Data Collection Software

Dashboar(l‘ Edit ¥

== fon )

Tools ¥ Manage ¥ Preferences Help ¥ Log Out

Library Maintenance
Fiate Name:

Run Information
— You can edit the Run Name by entering text.
- Setup
* Run Name:  Run 2020-01-10-09-07-34-290 Connection Status: Connected User Name: RD RD Last Login Time: 10-Jan-2020 08:58:54 AM
Define Plate Properties
Assign Plate Contents Plates on Instrument Q
Run instrunient Plate A {96 wells) Link Plate Plate B Unlink Recent Plates | Recent Runs
Name Date Modified]
Load Piates for R
S | |
Preview Run Type: Fragment
Monitor Run Barcode:
: Review Results
View Sequencing Resutts
View FragmentHID Results
” ¥ Consumables Information

Consumable Name Status Days on Instrument | Expiration Date | Lot Number Part Number

Palymer POP7 237 Samples Remaining 3 24-Mar-2020 05... 1907186 4393708

Anade Buffer ABC 11 Days Remaining 3 01-May-20200... 1907548 4393927

Cathode Buffer  CBC L1 Days Remaining 3 18-Apr-2020 05... 1907603 4408256

Capillary Array ~ 50cm - 24 cap 0 Injections Remaining 107 28-Jan-2020 04... 25 4404689 - Serial = M519A2515

v Calibration Information - Capillary Array: M519A2515

(2]
Spatial
ID: Spatial_Run 2019-09-25-09-01-22 Calibration Date: 25-Sep-2019 09:07:48 AM
Spectral
Dye Set Chemistry Standard Calibration Date RunID
F Matrix Standard 09-Oct-2019 08:10:14 AM Run 2019-10-09-07-24-17-303
G5 Matrix Standard

25-Sep-2019 10:25:15 AM Run 2019-09-25-09-42-22-755

[ Create Injection Llst] [ Start Run

o invivoscribe’
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Create GeneMapper* Settings

*GeneMapper® v4.1 .x Software
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Within the GeneMapper* application, select ‘Tools’, then ‘GeneMapper Manager'. In the ‘Analysis Methods’ tab, create one analysis method for
FLT3 ITD and one analysis method for FLT3 TKD following the settings provided in the IFU. Note the difference between the Polynomial Degree.

Analysis Method Editor - Microsatellite

Analysis Method Editor - Microsatellite PS__<|

ceneral | allele | Peak Detector |F‘eakQuaIity Quality Flags

Peak Detection Algorithnn: | Advanced w | IT D Peak Detection Algorithm: | Advanced w | T K D
Ranges Peak Detection Ranges Peak Detection
Analysis Sizing Peak Amplitude Threshalds: Analysis Sizing Peak Amplitude Thresholds:
i W i "
Full R.ange w |.ﬁ.II Sizes W B: |1|:||:| | R: |5|:| | Full R.ange |.ﬁ.|| Sizes B: |1|:||:| | R: |5I:| |
G: 100 | p: |50 | G: |100 | p: 50 |
y: |50 | 0: 50 | y: |50 | 0: 50 |
—Smoothing and Baselining —Smookhing and Baselining
_ Min. Peak Half Width: |2 pEs _ Min, Peak Half width: |2 ps
Smoothing () Mone Sraathing (%) Mone
i 3 3 . i B 5
O Light Polynomial Degree O Light Polynomial Degree
O Heavy Peak Window Size: 15 pts () Heawy Peak Window Size: 15 pls
Baseline wWindow: pts Slope Tl Baseline wWindow: pts SRl
Peak Start: 0.0 Peak Stark: 0.0
—Size Calling Method Peak End: 0.0 —Size Calling Method Peak End: 00
(73 2nd Order Least Squares

() 3rd Order Least Squares

—Size Standard Mormalization

() 2nd Order Least Squares
(1 3rd Order Least Squares

—Size Standard Mormalization

{73 Cubic Spline Interpolation
(%) Local Sauthern Method
(") Global Southern Methad

{7 Cubic Spline Interpalation
(%) Local Southern Method
(") Global Sauthern Method

[] Enable Marmalization [] Enable Marmalization

Moke: For 352X series
data collection
normalization only,

Mote: For 35X series
data collection
normalization only.

Fackary Defaulks Factary Defaulks

[ [ ool |

(o [ e |

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.

*GeneMapper® v4.1.x Software
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Within the GeneMapper* application, select ‘Tools’, then ‘GeneMapper Manager'. In the ‘Plot Settings’ tab, create a Plot Setting for FLT3 assays. In
the ‘Sizing Table’ tab, only checkmark ‘Dye/Sample Peak’, ‘Sample File Name’, ‘Size’, ‘Height’, ‘Ared’. In the ‘Display Settings’ tab, select ‘Sizing
Table’ and only the Blue, Green, and Red dyes.

Plot Settings Editor,

izeneral | Sample Header | Genokype Heau:ler| Sizing Table | Labels | Display Settings

X

f5_<| Plot Settings Editor

izeneral | Sample Header | Genobype Header || Sizing Table Lal:nels| Display Settings |

—Sizing Table Settings:

—Calumn Sektings:

Show | Calurmn

Cvelsample Peak

Sample File Mame

rihen opening the Plot Windaw:

Font Setkings:

Font: | Arial W |

Size: |11 |

i) Use the display settings last used for this plot
(%) Use these display settings:

~For both Sample and Genobype ploks;

Parnes: 1 w

Marker

Allele

Size

Height

Area

Daka Poink

oo

()]
EIIIDD!!

[ Show H Hide ]

CofE) o=l

hl | -fuis: |5u:a|e ko maximum ¥ W |

[ ] Shaws OFf-scale

(B ) (aa ) (L

xn-Axis | Basepairs

Taclbar

all-Crye Range (bp):

Skart Range
End Range

For Sample plot anly:
‘ EFEEE
EL2E0E0Ea

—Far Fwpe plok only:

Mar argin: bp

[ (a4 H Cancel ][ Help ]

[ QK ” Zancel ][ Help ]
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sion Diag

*GeneMapper® v4.1.x Software

The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.
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GeneMapper Data Export

*GeneMapper® v4.1 .x Software
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Within the GeneMapper* application, select ‘File’, then ‘New Project’, and in the pop-up menu, select ‘Microsatellite’. Select ‘OK’.

o GeneMapper - Untitled [Generic] - gm Is Logged In Database 10.10.32.10

File Edit Analysis Wiew Tools Help

G . E ' . . . 1 . [ 3 . Table Setting: Microsatelite Default . ’ ‘ B o
ahaProject Samples | Genotypes |
Status |Sample File Sample Hame Sample 1D Comments  |Sample Type  |SFM | Analysis Method Panel Size Standard IMatrix SHP Set Run Mame Instrument Type  |Instrument ID |Run Date & Time REF [SGI |SFNF |MNF |SWF OS5 |50 WELLG

1

2

3

4

S

&

7

S

9

10

< >
o New Project
Project Typs
() Generic
cli
() SNaPshot®
() OLA Analysis
() SMPlex™
() AFLP
Progress Status .., Stap
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‘Add’.

Select ‘File’ and ‘Add Samples to Project’. Navigate to the ABI injection folders, highlight the *.fsa files and select ‘Add to List>>’ and then select

i GeneMapper - Untitled [Microsatellite] - gm Is Logged In Database 10.10.32.10

File Edit Analysis Wiew Tools Help

i . E ' . . 1 . [ 3 . Table Setting: | |Microsatelits Defaul: . ,. ‘ B e
ahaProject Samples | Genobypes |
Status |Sample File Sample Hame Sample 1D Comments  |Sample Type  |SFM | Analysis Method Panel Size Standard IMatrix Run Name Instrument Type | Instrument I |Run Date & Time REF |SQI |SFNF MNWF |SNF |05 [5G upt  |UDz  |UD3  |Plate La

1

2

3

4

S

&

o o Add Samples to Project

S

9

10 lles | GM Database | Samples To Add: -

My Computer
My Documents
Vo My Nebwork Places
Add To List »»
Clear Add Add & Analyze
Options...
Stop

Importing. ..

EneMapper -

uUntitle...
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The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
Confidential and Proprietary Information. Unauthorized use, replication or dissemination is prohibited.



Assign the correct ‘Analysis Method’ and ‘Size Standard’ (GSé00LIZ+Normalization) for each sample. To simplify the selection of “Analysis Method’,
select one injection at a time in the left menu to identify all samples that belong to a single assay. Select ‘Analyze’ and save the project. Once
analysis is complete, select all of the samples and select ‘Display Plots’.

GeneMapper - 2020-07-30 PSS FLT3 screenshots [Microsatellite] - gm Is Lopped In Database 10.10.32.
File Edit Analysis VWiew Tools Help

|l | H % @ IZ‘ 1 @ »> w Table Setting:
= Project]
- [CHInil 2014-1

Microsatellite Default

-@Ian 2014-1 Satnple Mate Analysis Method Panel Size Standard Run Matne Instrument ID | Run Date & Time SGI SNF i 56 Lai Wil
1 0021_E0000026_261452_E01 [01_01_ITD CDx Assay fea E4120021_EQOOO|FLT3 ITD Analysis Meth |Mone GEE00LIZ+Mormalizatior Inf1 2014-11-2|3500 Instrumerr | 2014-11-21 15:00:02 1
2 0021_E0000026_261452_E01 H_04_|TD Chx Assay fsa E4120021_EQOOO|FLT3 ITD Analysis Meth |Mone GEE00LIZ+Mormalizatior |Inj1 2014-11-2|3500 Instrumerr | 2014-11-21 15:00:02 4
3 0021 _E0000026_ROSE0050_E _C01_07_ITD CDx Assay.tsa B4120021_EQODO |FLT3 ITD Analysis Meth |Mone GSE00LIZ+Mormalizatior Inj1 2014-11-2| 3500 Instrumerr | 2014-11-21 15:00:02 ¥ e 7 co
4 B4120021_F0000026_R0330010_E00001 37_D01_10_ITD COx Assay 1sa B4120021_F0000 |FLT3 ITD Analysis Meth |None GSE00LIZ+Mormalizatior Inf1 2014-11-2|3500 Instrumerr | 2014-11-21 15:00:02 10 D01
g B4120041 _EQO0O023_261453_E0M:51 _1_A04_01_TKD CDx Aszay fsa E4120041_EQOOO|FLT3 THD Analysis Mett |Mone GEE00LIZ+Mormalization |Inj2 2014-11-2| 3500 Instrumerr| 2014-11-21 15:45:52 1 A0d
3 E120041 _EQO0O023_261453_E0M51_2_B04_04_THD CDx Assay.fsa E4120041_EQOOO|FLT3 THD Analysis Mett |Mone GEE00LIZ+Mormalizatior |Inj2 2014-11-2| 3500 Instrumerr | 2014-11-21 15:45.52 E04
7 B4120041_E0O0O023_ROSE0050_E0DO0M 24_CO4_07_THD CDx Azsay.fza B4120041_EQODD |FLTI THD &nabysis Mett |Mone GSE00LIZ+Mormalizatior Inj2 2014-11-2| 3500 Instrumerr | 2014-11-21 15:45:52 04
g B4120041_FOO00023_R0S30010_E00001 37_D04_10_TKD CDx Azsay fza B4120041_F00O00 |FLT3 THD Analysis Mett |None GSE00LIZ+Mormalization Inj2 2014-11-2| 3500 Instrumerr | 2014-11-21 15:45:52 10 D04

< | e

Analysis Completed, |

e ——
is start

Stop

M * 'b & . . The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g INVIVOSCripe GeneMapper® v4.1.x Software For further information refer to the most current version of the IFU and ensure the IFU is followed every time the assay is run.
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Verify the correct Plot Setting is selected, including the Sizing Table setting and only the Blue, Green, and Red dyes. Select ‘File’ and then ‘Export
Table’. Change ‘Export File As’ to ‘Comma-separated values (.csv)'. Export the file and transition to the LeukoStrat CDx FLT3 Software.

amples Plot

MBS

File Edit Wiew Toolks Alleles Help
Plot Setting: |FLT3-Plotsettings VB | panes: [ [ s | (0]
m el | e
ki | ik [ [l |
Sample File ‘Sample Name |F’ane| ‘SGI ‘DS |su
|34120041_Ennnnnzs_zm453_50151_2_304_04_ ‘ B4120041_E00NONZ3_ZR 1452 | None ‘ | A
0 100 200 300 400 500 500 700 500 900
32000
26000
24000
20000
Export Table
16000 Look in: ‘@ Desktop v| k4 ’_ﬁ‘lg
Y |5 My Documents Export File As—|
12000 Lﬁ 3 My Computer “Comma—separated values {.csv) (v ”
My Recent g My Metwork Places
Dacuments
3000
4000 Deskiop
“—J“ ‘ ®
< My Documents | 3|
< &
DyedSample Pesk  Sample File Matme Size Height g\'
[ Bl E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDx Assay fsa 128 -~ -
- — Iy Computer
[ B2 E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDx Assay fsa 328
N [ B3 E4120041 _E0000023_261453_E0151_2_B04_04_TKD CDux Assay.fza 111 ™
e B4120041_EODO0NZ3_267453_E0M51_2_B04_04_THD CDw Assay fsa 446 - File: name: [ | =
- [y Metwork,
| m B5 B4120041_E0000023_261453_E0151_2_B04_04_THD CDx Assay fsa 284 Places Rles e |Cnmma-de||m\ted Text (o) 3 | [ pam— ]
WEE B4120041_E000D0023_261453_E0151_2_B04_04_THD CDx Assay fsa 347
N [ BT E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDx Assay fsa 21
N [ B& E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDx Assay fsa 222
N [ B3 E4120041 _E0000023_261453_E0151_2_B04_04_TKD CDux Assay.fza 17a
BEEE B4120041_EODO0NZ3_267453_E0M51_2_B04_04_THD CDw Assay fsa 282
B mE B4120041_E0000023_261453_E0151_2_B04_04_THD CDx Assay fsa 171 L
N 1EEE B4120041_E000D0023_261453_E0151_2_B04_04_THD CDx Assay fsa 242
N [ B13 E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDx Assay fsa 193
N [ B4 E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDx Assay fsa 188
N [ B15 E4120041 _E0000023_261453_E0151_2_B04_04_TKD CDux Assay.fza 100
BEEE B4120041_EODO0NZ3_267453_E0M51_2_B04_04_THD CDw Assay fsa 207
B mET B4120041_E00DD023_261453_E0151_2_B04_04_THD CDx Assay fsa 071 108
N MEE B4120041_E000D0023_261453_E0151_2_B04_04_THD COx Assay fsa  |584 338
N [ BE19 E4120041 _E00O0023_261453_E0151_2_B04_04_TKD CDwx Assay fsa 131 960 v
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In the ‘CDx Analysis’ tab, select ‘Select Platemap File (*.livs)’ and navigate to the .livs file generated during setup. Select ‘Select Results Data File
(*.csv)’ and navigate to the .csv output exported from GeneMapper. Select ‘Select Report Output Directory’ to select a location to save results and
then click ‘Analyze’.

oo LeukoStrat® CDx FLT3 Software — p4
Help

PlateMapper Setup | CDx Analysis

[_e u kO St rat F:CDJ( Analysis

Select Platemap File {*.livs)
Select Results Data File (*.csv)

Select Report Output Directory

Report Comments:

Clear

° * 'b © The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
g InVlvosc rl e For further information refer o the most current version of the IFU and ensure the IFU is followed every time the assay is run.
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The LeukoStrat CDx FLT3 Software produces PDF reports to simplify the final interpretation. Separate folders are created for both ITD and TKD results.
Each folder contains a Run Summary Report for that assay and a sample report for each sample within that assay. Signal Ratio results are reported

along with a final call of Positive, Negative, or Fail.

LeukoStrat”CDx FLT3 Software

L eukoStrat”CDx FLT3 Software

Sample Report

Run Report

le and Run Information
Samplef01 1ITD SAMPLE a01
21c1ad15-6fad-4f69-affe-535ad2 12c275
SddiTedf-dGdD-40 18-b72c-I7 17 Scaacizd
01234

UnifTestPlate

Run Information
flod TDDEZ-096c-4859-00c7-000000000001
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The LeukoStrat CDx FLT3 Mutation Assay (K4120291) is an in vitro diagnostic product. Available outside of North America.
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For further information refer to the most

current version of the IFU

Ensure that the current IFU is followed every
time the assay is run.
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