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/N b st 51 Lia PCR alasl ol ool sais sulital tBioDx™ HPV ExtendScreen™ Kit

camlai suliii) o Kis (B VY 59, 5 gl (olie
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gl lal GialeyT salel s Ky 1wl 5K

ol 53 Tsd ;ele I, tBioDx™ HPV ExtendScreen™ Kit c.< PCR slalos g La oLy (g9ls (5 4elipm
o S, ol el 31 (run-file template) saloi Jo S 5 g o<1 oygn oy an iy 5ty i <
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idbs (www.tbiodx.com) e i ol cule 31 (analysis template) salei Jus 51 o< &g 4wl
Jandlgicns ags wialon byl bl @l sJleel 5 Susa &ygum 4 5alUT slajialsly o wlS cdla ol o anla

el sl sals T mlis I BT Gaas o S el 5l saldil

Rotor-Gene Q olSicun (i VY 55859 (5 9y s2 LA dagad loaan

Sl JS S Gtaley] (sin J S S g e S o LS 5o 1) iged T B 5 oen ysins 0l 51 saliial L

P )
1 9 17 25 33 41 49 57 65
2 10 18 26 34 42 50 58 66
3 11 19 27 35 43 51 59 67
qPCR Mix 1 . Positive Control

IS
)
]
=)
)
>3
)
=N
=
=)

. qPCR Mix 2 NTC
. qPCR Mix 3 . Empty Tube

w
—_
w
[
—_
[ o3
=)
w2
3
~
w
w
@
(=)
—_
D
Nl

()}
=
)
(i8]
(%)
=}
1%
o]
~ IS
=) IS
i wn
i )
=N
S}
~
S

w2
N=
S
~
w
W
(=)
@
~
—_

5
[=)
B~
o
93
[=))
=)
B

~3
[

[=2)
oo

tBioDx™ HPV ExtendScreen™ Kit 13


http://www.tbiodx.com
http://www.tbiodx.com

tBioDx™ HPV ExtendScreen™ Kit cus s/, PCR <ol

Rotor-Gene Q s Kiwus 555 » tBioDx™ HPV ExtendScreen™ Kit coS PCR (5 by auliis gl
1S dae 55 e )y Oy 93 4 (RGQ)

1y3) &y 9o da (run-file template) ssloi Jad 3 (s o3l ) ouldicul -4l

I8l Ay (g iy 5o g il Tuyd pendisS oy oS 8 51 1 (run-file template) salel s 51 (<1 -

ranla 8030 5y pual ¢ RGQ

(Y = | Templates - O X
Home Share View v o
« v ?I > This PC > Local Disk (C:) > Program Files (x86) > Rotor-Gene Q Software > Templates I v O P Search Templates
Name Date modified Type Size
>t Quick access
B Desktop » HRM(TM) 11/24/2022 7:50 PM File folder
B Downloads » Instrument Maintenance 11/24/2022 7:50 PM File folder
o Other Runs 11/24/2022 7:50 PM File folder
[ Documents * Quick Start Templates 11/24/2022 7:50 PM File folder
&= Pictures » ! Empty Run 1/15/2020 1:05 PM Rotor-Gene Template 1C
QlAscreen (‘ Instrument Maintenance 1/15/2020 1:01 PM Icon 4
Quantiplex Pro RGQ " normal 12/30/2022 6:59 PM Rotor-Gene Template 23
BIeBXHPY Screening I %! :l;idoeDrx HPV ExtenScreen I 1/01?/12/(2)3211 .1021'2P6N:’M ;Z‘o?;’:?i:n late 22
{BIODICSARS. CoV-2 AnalysisT ~‘£ Three Step with Melt 1/15/2020 1-05 PM Rotor-Gene T F}I t 11
] p wi e E otor-Gene Template
@ OneDrive  Two Step 1/15/2020 1:05 PM Rotor-Gene Template 11
= This PC
93D Objects Select a file to preview.
I Desktop
5 Documents
& Downloads
) Music
&= Pictures
8 Videos

% Local Disk (C:)

tagad 3k delin B i SIS L o Rotor-Gene Q o K 51580 a5 cuodle (595 52 =Y

Recycle Bin

Rotor-Gene
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anlel SIKNew (g5, 9 ol 1, tBioDx™ HPV ExtendScreen™ «.liys -Y

File Analysis Run Gain View Security Window Help

|
Ze€d >N ver & @ @ B W B EF B . ‘éﬁi

New Open Save | Start Pause Siop Settings Proores: Profile Temp. Samples Analysis Reports Amange
| Channels ‘

7 New Run

Quick Start Advanced

£ % perform Lastrun
At

§08
= “3Empty Run
]

©. "3 Three Step with Melt
SN
s

o iTwostep

T

@ Other Runs. /
n

New

Cancel

Hep |

¥ Show This Screen When Software Opens

695 » s <laiil Iy Locking Ring Attached .ass g sala Ginlad (A58 (ng &ygum 4 a5 VY Lgtg, -F
:anlas UK Next

New Run Wizard

Welcome to the Advanced Run Wizard!

— Rotor Type

skipwizard | <<Back [ Hew>> |
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Next g5, s el sadd aalais Sl 95K Yo (555 5o ol 51 GiaSTs ana  aiS )1y | Gigle)l el S ali -0

New Run Wizard

This screen displays mizcellaneous options for the run. Complete the fields,
clicking Mexst when you are ready to move to the next page.

Operator : n

| —

Motes :

¥

Reaction
Yolume [pL]:

Sample Layout : |1, 2,3..

AV

sl U

X

This box displays
help on elements in
the wizard. For help
on an item, howver
your mouze over the
item for help. ou
can also click on a
combo box to display
help about its
available settings.

Skip Wizard |

<¢ Back II Mext > I

el sud et el S 5 Jas 51 Gain Optimization s iole)yl gabes Julgym 45 aladi 51 -#

New Run Wizard

Temperature Profile :

I

Edit Profile ... |

Channel Setup

I

M ame I Source | Detector | Gain I

Create Mew... |

470nm
530nm
585nm
E28nm
E80nm
460nm

Green
ellow
Orange
Red
Crimzon
HRM

510nm
B55nm
E10nm
BEQnm
710hp
510nm

533 :

10 Edit... |
933 Edit Gain... |
10

10 [ Fonave |
! Rezet Defaults |

Gain Optimization... I

A

tauled SIS Next (s,

X

Thiz bow displays

help on elements in
the wizard. For help
on an item, hover
wour mouse over the
item for help. vou
can alzo click on a
combo box to display
help about its
available settings.

skipwizad | <cBack [ New»> |

tBioDx™ HPV ExtendScreen™ Kit
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aed 58T GinleyT B awles SIS Start Run g 50 -V

New Run Wizard

Summary :

Setting | Y alue |
Green Gain 533

Orange Gain 9.33

Red Gain 10

Yellow Gain 10

Auto-Gain Optimization Before First Acquisition
Fotar F2well Rotor

Sample Layout 1.2.3...

Reaction Yolume [in micraliters] 20

N
St

Once you've confirmed that your run settings are comect, click Start Run to Save Template
begin the run. Click Save Template to zave settings for future runs.

Skip Wizard << Back

2 subel Jad 3 (s osdl Hf ouldicul (993 RGQ olSicus Hl38) ays 3l suldicul L PCR (5 doliys Ol -
) Cuse

tagd 5l 4elins B S SIS 1 g0 Rotor-Gene Q o Sius 51380 a5 cadle (95 5 1l

=

RecycleBin

Rotor-Gene
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tanlas SIKNeW (595 52 5 olasl IJEmpty Run s waliy-Y

File Analysis Run Gasin View Security Window Help |
ZEHAPNE| . ® & # B & & & 5. EE

New Open Save | Start Pause Stop Settings Proois Profile Temp. Samples Analysis Reports Ammange
| Channels

/An empty profile

allowing the user to

define a run profile
m scrat

$:78

& Fruosten
@ HR™
i{j Other Runs

m Instrument Maintenance

@ Open A Template In Another Folder...

[V Show Tis Screen When Softwar

<
Bark On Bank Off
Named On | AllOn | &l Off

Edit Samples...

tanled UK Next g5, s 5 il 1, Locking Ring Attached (g .aniS G (aB VY gl -

New Run Wizard

Welcome to the Advanced Run Wizard!

— Rotor Type

skipwizard | <<Back [ Hew>> |
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New Run Wizard

Thiz screen displays miscellaneous options for the run. Complete the fields,
clicking Mext when vou are ready to move to the next page.

Operator : n | €<—

Motes :

¥

Reaction
Walume [pL):

Sample Layout : |1, 2,3..

A

X

This box displays

help on elements in
the wizard. Faor help
on an item, howver
your mouse over the
item for help. 'ou
can also click on a
combo box to display
help about its
available settings.

Skipwizard | <<Back [[T New>> |

New Run Wizard

Temperature Profile :

saula SIS Edit Profile... g, 52 -0

Edit Profile ...

Channel Setup :

Mame | Source | Detector l Gain |

Create Mew. .. I

Green 470nm  510nm
Yellow B30nm  555nm
Orange  585nm  B10nm
Red E28nm  BEOnm
Crimzon  B80nm  710hp
HRM 460nm  510nm

Gain Optimization... |

Edit... I

Edit Gain... |
Remaove I
Reset Defaults |

X

This box displays
help on elements in
the wizard. For help
on an item, hover
your mouse over the
item for help. You
can alzo click on a
combo box to display
help about its
available zettings.

Skipwizard | << Back

tBioDx™ HPV ExtendScreen™ Kit
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K UK Insert after... o) s dias syniy Hu-0

i Edit Profile

@, 8 =" =]
New Open SaveAs | Help
The run will take approximately 0 secondz] to complete. The graph below represents the run to be performed :

Click on a cycle below to modify it : K

I Inzert after...
.

Insert before...

Femove |

;i€ olasil [, New Hold at Temperature 5-$

i Edit Profile

@ , & H @
New Open SaveAs | Help
The run will take approximately 0 second|z] to complete. The graph below represents the run to be performed :

Click on a cycle below to modify it :

Insett after... |

Inzert before.| New Cycling K
New Melt

Remove
I New Hold atTemperatureI
MNew HRM Step

Copy of Current Step

tBioDx™ HPV ExtendScreen™ Kit 20



1S alaT 4B B0 T 5 oSl a0 A0 (595 5 52) JSd Bk | (ledg Les -V

i/ Edit Profile
o, € | @
New Open SaveAs | Help

The run will take approsimately 4 minute(s) to complete. The graph below represents the run to be performed :

Click on a cycle belaw to modify it :
Insert after. |

Ingert befare... |
Remove |

Hold Temperature : | g5 |5C 4—

Hold Time :

3 | mins

T

1K K Insert after... g9y s loass -A

¥ Edit Profile
7, 8 H| @

New Open SaveAs | Help

The run will take appraximately 4 minute(s] to complete. The graph below represents the run to be performed :

Click on a cycle belaw to modify it - ’

.
I Instt ater..
.

Insert befare...

Remaove I

Hold Temperature : g5 |op

Haold Time : 3 Imins 0 |secs

tBioDx™ HPV ExtendScreen™ Kit 21



S el 1, New Cycling -4

i Edit Profile

@ . 8 | @
New Open SaveAs | Help

The run will take approximately 4 minute(s) to complete. The graph below represents the run to be performed :

Click on a cycle below to madify it :

Haold nzert 3

New Cycling

Insert bef
—_— New Melt

Remo:

— New Hold at Temperature
Hold Temperature : g5 | 'S New HRM Step

Hold Time : 3 |mns O | 3eCs Copy of Current Step

P SIS (63515 ol 51 ases JAs (555 o2 cdan s oy 3N

¥/ Edit Profile

@ . 8 |H | e

MNew Open SaveAs | Help

The run will take approximately 89 minute(s) to complete. The graph below represents the run ta be performed :

Click on a cycle below ta madify it :
Hold

et after

Insert before... |
Remove |

This cycle repeats 45 |time[s].

Click on one of the steps below to modify it, or press + or - to add and remove steps for this cycle.

Timed St 1
e Tl stemes * ny

20 seconds

Nat Acquiing

725 for 20 secs
|~ LongRange

BO°C for 20 secs
[~ Touchdown

tBioDx™ HPV ExtendScreen™ Kit 22
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i Edit Profile

@ , & d @
MNew Open SaveAs | Help
The run will take approximately 83 minute(s) to complete. The graph below represents the run to be performed

Click on a cycle below to madify it :

Hold Insert after... |
Insert before... |
Remove |

This cycle repeats il time(s].

Click on one of the steps belaw to madify it, or press + of - to add and remove steps for this cycle.

Timed Step ;‘ D

790 95°C for 20 secs

20 seconds
Acquiting to Cycling 4 72°C for 20 secs
on Green

E0°C for 20 secs

[~ LongRange
[~ Touchdown

..\*.t.\Sa:\Ja.ﬁF~ d4e (69 b‘LALUJ‘_;LAJbS alaad -\Y

& Edit Profile

Z ., € H @
New Open SaveAs | Help

The run will take approximately 61 minute(s) to complete. The graph below represents the run ta be performed :

Click on a cycle below to modify it :

Hold Insert after... I
Insert before. . |
/ Remove |

This cycle repeats time[s].

Click on one of the steps below ta modify it, or press + or - to add and remove steps for this cycle.

Timed Step LI
o
g5ic 95°C for 20 secs

20 seconds

Mot Acquiing

I~ Long Range BO°C for 20 secs
I~ Touchdown
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raiS BT il N (g5 5 1 Ol g8 S S denaturation < bag ye (b 555 2 -\

i Edit Profile

2,8 WH| e

MNew Open SaveAs | Help

The run will take approximately 54 minute(s] to complete. The graph below represents the run to be performed :

Click on a cycle below to modify it
Hald

Insert after...
Insert before...

Remaove
This cycle repeats 40 | times).

Click on one of the steps below to modify it or press + or - to add and r

=l

ve steps for this cycle.

95°C for 10 secs
i

[~ Long Range B0°C for 20 secs
I~ Touchdown

Yo g bhob seaS KU el lajan extention s annealing Jolis 4K Jalig s ags Gid 595 52 - \F

:.\:..'S?.Ja.‘.'* 2 qslh

& Edit Profile

@ _ 8 H|H @

New Open SaveAs | Help

The run will take approximately 61 minute(s) to complete. The graph below represents the run to be performed :

Click on a cycle below ta madify it :

Hold Insert after...
Insert before...
Remove

Thiz cycle repeats 40 |tirne[s].

Click on one of the steps below to modify it, or press + or - to add and remove steps for this cycle.

=
95°C for 10 secs
A secands 3
[~ Long Range

BO°C for 30 secs
[~ Touchdown
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taiS et 1 daliys GrileA 4 aga ye wlenlats B 0K UK Not Aquiring g, 52 -0

i Edit Profile

o ., 8 H @
New Open SaveAs | Help

The run will take approzimately 51 minute(s) to complete. The graph belaw represents the run to be perfarmed :

Click on a cycle belaw to modify it -

Haold Insert after... |
Insert befare... |
Remaove |

This cycle repeats il time(s).

Click on one of the steps below to modify it, or press + or - to add and remove steps for this cycle.

Timed Step ;I
s I 95°C for 10 secs

Alze
¥
Not Acquiring
[~ Long Range BO°C for 30 secs

I~ Touchdown

> cadle g9, 0 S L g ol Available Channels syaiy 5a 1y 555 5 308 coayl sla JLIS caiyi 0 - V8
;S ilal Acquiring Chennels « ;s S3JLIK

# Edit Profile

@ . H | @
New Of Acquisition
The run will take

Same as Previous : I[New Acquisition] LI

r~ Acquisition Configuration :
Available Channels :

Name |
Crimson

Click on a cycle H EEM
Hald fange

<
Red <4 i

“ellow

Acquiring Channels

Name I
Green

To acquire from a channel, select it from the list in the left and click ». To stop acquiring from a

X channel, select it in the right-hand list and click <. Ta remove all acquisitions, click <<.
This cycle repeat:

Click on one of H

Timed Step Dye Chart »> Don't Acquire | Help |

E0¢ Dye Channel Selection Chart
30 sec

Nat Acg

FAMY, SYBR Green 17, Fluorescein, EvaGreen'”, Alexa Fluor 4880

[ Long Rangd JOE, vic, HEX, TET, CAL Fluor Gold 5407, Yakima Yellow-
I~ Touchdown ROX, CAL Flucr Red 810'%, Cy3.5, Texas Red -, Alexa Fluor 588

Cy5, Quasar 670, Alexa Fluor 6334

QuasarT05 ¥, Alexa Flucr 830

5YT0 97, EvaGreen?
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# Edit Profile

@, H | @
New 91 Acquisition
The run will take

Same as Previous : I[New Acquisition]

— Acquisition Configuration :
Available Channels : Acquiring Channels :

Name |

Crimson
Click onacycle b | | HRM

Haold

To acquire from a channel, select it from the list in the left and click >. To stop acquiring from a
channel, select it in the right-hand list and click <. Tao remave aII?Aisilinns, click <<.

This cycle repeat
Click on one of t

Timed Step Dye Chart >> Don't Acquire | Help |
60® Dye Channel Selection Chart
30 seci

Mot Acg

FAMY, SYBR Green 1'¥, Fluorescein, EvaGreen'”, Alexa Fluor 438"
m J0EY, vic, HEX, TET'Y, CAL Fluor Gold 540, Yakima Yellow”
[~ Touchdown ROX, CAL Flucr Red 810, Cy3.5, Texas Red"”, Alexa Fluor 568"
cy5, Quasar 670, Alexa Fluor 633

Qussarf05'Y, Alexa Fluor 880

570 97, EvaGreen’

LUK SUIKOK oy ol goluwlis B sad jadnde gla JulS 5o 5y s woadi Jlael &l ymas - A
110958 5 L JUIS w5 (530 s 5 Lasksis dmiom

i Edit Profile

@ . € H| @
New Open SaveAs | Help
The run will take approximately 82 minute(s] to complete. The araph below represents the run to be performed :

Click on a cycle below to modify it :

Hold Insert after... |
Insert before... |
Remove |

This cycle repeats 40 |lime[s].

Click on one of the steps below to modify it, or press + or - to add and remove steps for this cycle.

Timed Step ;I
E0°C

30 seconds
Acainng o Thelng A
on Green, Orange, Fed., Yellow)
BO°C for 30 secs

[~ Long Range
[~ Touchdown

95°C for 10 secs

tBioDx™ HPV ExtendScreen™ Kit 26



el 3yl Gain clabtl dads ¢ B 0iS UK Gain Optimisation... s, s, -\4

New Run Wizard X

Temperature Profile : Click. thiz button to
edit the profile
shown in the box

““ h

Channel Setup :

Mame | Source | Detector | Gain | Create Mew.. |
Green 470nm  510nm Edit |
Yellow  530nm  555nm —
Orange  585nm  E10nm Edit Gain... |

Red E25nm  BEOnm

Crimzon  680nm  710hp Remove |

HRM  460nm  510nm Rieset Defaults |

Gain Optimisation... I 4—

Skipwizard | <cBack | New>>

1K UK Optimise Acquiring s, » Auto-Gain Optimisation Setup s,aiy ;8-Y-

Auto-Gain Optimisation Setup

— Optimisation :

Auto-Gain Optimization will read the fuoresence on the inserted sample at
different gain levels until it finds one at which the fluorescence levels are
acceptable. The range of fluorescence you are looking for depends on the
chemistry you are performing.

Set temperature to IEU j degrees.

Optimize Al l Optimize Acquiing I ‘—

™ Perform Optimisation Before 13t Acquisition

™ Perform Optimisation At B0 Degrees At Beginning OF Run

— Channel Settings :

[ ~| add. |
Mame | Tube Position | Min Reading | Max Reading | Min Gain I Max Gain Edi... |
Bemove I
Remave Al |

Start I Manual...
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e anls Linleyi

Auto-Gain Optimisation Setup

— Optimization :
Auto-Gain Dptimisation will read the fluoresence on the inserted sample at
different gain levels until it finds one at which the fluorescence levels are
acceptable. The range of fluorescence you are looking for depends on the
chemistry you are performing.

Set temperature to |60 ﬂdegrees.

Auto-Gain Optimisation Channel Settings

Channel Settings :
Channel : Green Tube Position : |1 ::II

— Channel 5
Target Sample Range:  |B %' Flupto |10 %l Fl.
I[Acquiling —~l —~

add... I
Mame | Acceptable Gain Range: |-10 ﬂ ta |1U j E it |

—>I 0K I Cancel | Help | i
move Al |

Manual... Cloze

L U< U< Close g5, s 5 Jlasi |, Perform Optimisation Before 1st Acquisition <5 -YY
S plal s o,y

Auto-Gain Optimisation Setup

— Optimization :

Auto-Gain Optimization will read the fluorezence on the inzerted sample at
different gain levels until it finds one at which the fluorescence levels are
acceptable. The range of fluorescence you are looking for depends on the
chemiztry you are performing.

Set temperature to IEU ill degrees.

Optimize All I Optimize Acqguiing |

I Perform Optimisation At 60 Degrees At Beginning OF Fun

— Channel Settings :

| =l e |

Mame | Tube Position | Min Reading | Max Reading | Min Gain | Max Gain Edit... |

Green 1 BFI 10F1 -0 10

Orange 1 EFl 10FI A0 10 _ Bemove |

Fed 1 BFI 10FI -10 10 Remave 4l |
1 BFI 10FI -10 10

Yellow

b anual... | I Cloze I Help
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New Run Wizard

Temperature Profile :

Edit Prafile ... |

Channel Setup :

Mame | Source I Detector I Gain |

[

Create Mew... |

Green 470nm
Yellow 530nm
Orange  585nm
Red E25nm
Crimson  680nm
HRM 4E0nm

510nm
B55hm
E10nm
EEOnm
710hp
510nm

HEETRIE T e

A

Edi... |
Edit Gain... |
Bemaove I
Feset Defaultz |

;S UK Next g, 5 -YY

X

This box dizplays

help on elements in
the wizard. For help
on an item, hover
wour mouse over the
itern for help. 'ou
can also click on a
combo box to display
help about itz
available zettings.

Skip Wizard |

¢ Back

|I Mext »» I

J:\.\S bﬁ'aj (&4 GLA suldil le‘)g bbda.ﬁ‘a:\.lé.ﬂd.ala‘).a (i J:\.\S‘S:\JS Save Template LSJ)J:"VF
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5
5
]
]
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\ Start Run |
Once you've confirmed that your rn settings are comect, click Start Run to Save Template

beqin the run. Click Save Template to zave settings for future rung.

Sl Wizard
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File name: [| tBioDx HPV ExtendScreen|

Save as type: | Template (*.ret)

~ Hide Folders —l || Save || Cancel

Start Run |
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qPCR Mix 1 qPCR Mix 2 qPCR Mix 3
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Green HPV 16 HPV 31 HPV 52
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IC IC IC
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* In some cases enabling the noise slope correction is needed.
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liminate Cycles [5 =
{3 Quant. Results - Cycling A.Green (Page 1) [e=]=] dard Curve - Cycling A.Green (Page o (@& fosfore E
No.|C[Name [Twee  [ot | Ct Comment | Given Conc (Cop[ Cale Conc (Copie[ %¥ar___|Rep.Ct__| Rep. CtSte[F AutoFind Thieshold |
Tube1-128  Urknown NTC) e
2 Tube1-129  Urknown o
3 Tube1-130  Urknown 238 2% e
4 Tube1-131  Urknown NEG NTC) Type : Fosting
5 MTwe2-128  Urknown NEG NTC) .
6  [Tube2-129 Unknown Import Curve..., Reset
7 MITube2-130  Urknown NEG NTC) i 8
8 131 Unknown "'::’B“‘;:)'x";;,';"é:g’ =
9 128 Urknown z s
10 we3-123  Unknown NEG (NTC) ot | Esport. |
11 M Tube3-130  Urknown NEG NTC)
12 W Tube3-131  Urknown NEG INTC)
13 FC Fositive C 289 2389 =
R e G e i

105 B a3 Ui o (8 s 5 La LIS alew slys 1,5 5 8 Janlya -5

Channels Green Yellow
qPCR Master Mixes Tube 1,2 &3 Tube 1,2 &3 Tube 1,2 &3 Tube 1 Tube 3

’
BETCE AL HPV 16,31,52  HPV 18, 33, 45 HPV Ot:ll;\r’s* O:‘:‘ZYS*

Normalization Dynamic tube Enable Enable Enable Enable Enable Enable
Use noise slope correction No Yes No No No** No**
Ignore first cycles 5 5 Non 5 5 5
Adjust take-off points Enable Enable No Enable Enable Enable
If take-off point 7 8 - 10 7 7
Use take-off cycle 20 20 - 25 25 20

Filter data “Remove non-

amplified curves” fluorescence change 0% 0% <5% <5% <7% <7%
reaction efficiency Non Non Non Non Non Non
O
Cq calculation Threshold 0.05 0.05 0.1 0.07 0.05 0.04
Threshold start cycle 5 5 5 6 6 7

*HPV Others comprises the HPV types 35, 39, 51, 56, 59, 66 & 68

** In some cases enabling the noise slope correction is needed.
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b gl el gl S el sud alasl gl 4 4 tBioDx™ HPV ExtendScreen™ Kit .S o)/ K dan

a9 Sl sl Hasy (odie by e sl ) w150

5(<30) ¥+ i b el JiK gl oms b 5 0y s sla JLIS o (threshold Cycle) Gl J<e -

ca5a 830 (<40) £+ USaa 51 S 3y 5 ol ) San LA JUIS 5a gNTC (g gl Ha aals (IS aa -¥
faigadi (oo yaeudl 5y (sla Jsan Bab Lo dsai gl -V

Jbe

CaR Glwiba 51 YF U 51 S gl digad G JBIK 5o s QPCR MiX 1 g5la wsat Ha ST scaafio daais
ciia HPV 16 (gl digal ol el RaiK Gl b 51 e U0 51 a8 508 gat Glaa la s J K g wisil
o

VF JSaws 51 s b g ause JUSa g s sl S JUIS 5u s QPCR MiX 1 g5l s o S iodin daiia
Gigad ol casb s Glic ba 3 ¥ Y 51 JaS 508 digad Slaa IA TS S g sl s Gl b )
ol odie HPV 16 ()

JESas G (5] igad G JUIS 50 s QPCR MIX T g5l gt 50 580 2(0 g 1S5 aaly) piacalls dadia
Gl ba 5 ¥ Y ) s a8 digad Glea AT JAK g 0dl Gai Gliwl ba 51V Yo 51 aas Ligsas

e 5SS Wb g el el et sl s

Vol ln i s

Tube 1 Ct value of HPV target | All Tubes Ct value of IC Result
HPV 16 <34
HPV 18 <35 IC <30 HPV Positive

HPV 58
Ct value of HPV target | All Tubes Ct value of IC m

HPV 16
HPV 18 >35 IC <30 HPV Negative

HPV 58

Ct value of HPV target | All Tubes Ct value of IC m
HPV 16
HPV 18 >35 IC >30 Invalid

HPV 58 >32
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Y s ln mll sl

Tube 2 Ct value of HPV target All Tubes Ct value of IC Result

HPV 31
HPV 33 <32 IC <30 HPV Positive

Ct value of HPV target All Tubes Ct value of IC m

HPV 31
HPV 33 >32 IC <30 HPV Negative

Ct value of HPV target All Tubes Ct value of IC m

HPV 31
HPV 33 >32 IC >30 Invalid

Vs sl ml s

Tube 3 Ct value of HPV target All Tubes Ct value of IC Result

HPV 52
HPV 45 <33 IC <30 HPV Positive

=
o5 Guuauoorhiv gt | Alibes | Guuaisotle | rosut
HPV 52
HPV 45 >33 IC <30 HPV Negative
| otners |
I e g N T
HPV 52
HPV 45 >33 IC >30 Invalid
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CaS yySlas

ol oy slalaial,y 51 tBioDx™ HPV ExtendScreen™ Kit oS JIKulS ¢ JIKS BT g,li< daa gl
A Lgoleyen job o ol daa Jalye s 4l ool sud suliil Meijer Guideline s FDA ¢y sa s 1ias
oIS aa Jalye aled 5o 5T 1S 8 Loyl cnS ol sudalasl 5oy LA Wl cnS 50 5 508 Uisad iy 5
<<, QIAscreen HPV PCR Test (HPV-Risk Assay by Self-screen BV.) c.uS ool sad suldin.l

ol any las Gl yes o SIL 2 Gagais € il o QIAGEN

s LBC (5,28 digat (g, 5a 51 tBioDx™ HPV ExtendScreen™ Kit cuS o, /iK dan (5] 3558 4 gan
COPAN &.<,.5 FLOQSwab 3l salii ol L (Self-Sample Collection) 4,8 aea by s 552 < igas
S sl Gl 95 b b Oleyad jska o JISEILT (653 dain 4 baga yo sl JisledT aled ol s suldil
5150 3I(FLOQSWab < 5 LBC ) disat 53 Slodan sk 4 JISulS (o)l dan (gl ol s alas]

el st bl JISS (Sg g cucnloon € lagaye gla Ll Tyo 543 £ 5 Y8 oy

e © ALl gy 90 51 tBioDx™ HPV ExtendScreen™ Kit oS o,liK dain 510 :DNA z Akl
L <ok oolyd g gitie e &< g (QIAGEN o< 5 QIlAamp MinElute Media Kit «u<) &g
- oyl pand it cvny oS tBioCare™ HPV DNA Extraction Kit coS) GuSas g5lw alla 5561655
alasI DNA ¢ Latal iy 99 >4 LFLOQSWab 5 LBC (sla disas alad 51 sl s suliiaal (tBioDX™
QIAscreen HPV PCR Test (HPV-Risk Assay by Self- < g5 ;o L lojas jobodo Guyrs goas

il sadd GileyT tBioDx™ HPV ExtendScreen™ Kit 5 screen BV.)

s & iy 3l tBioDx™ HPV ExtendScreen™ Kit ¢ < ¢,/if dan g/, :real-time PCR ol cus
sla s Kis il b)) conwl suisulsiwl Rotor-Gene Q Splex s Rotor-Gene Q Splex HRM

(ool aalea

sal&inl 2.3.5 (Build 1) s aws L Rotor-Gene Q oylwilicsl 51580 oy 51 malis 5007 gly 15T 380 ayh

ool s

QIAscreen «.< 51 .tBioDx™ HPV ExtendScreen™ Kit «.S (Sl o Slae (uls,) gl 18 Loyl cas
ool sassalin 1l QIAGEN o<, 5 HPV PCR Test (HPV-Risk Assay by Self-screen B.V.)
VY 5 iS L CINT 5 4503 AYP) LBC (sla digai (s lS sDNA (coul sndisula 5 8F dadn ;o «S< jshilens
Ehaial oygliie oo g L (CIN2+ g gai VY 5 53aS L CIN 5 Gisa3 AYS) FLOQSwab 5 (CIN2+ (5 digas
S S iy T ey S € 3 2 L (g3 lse pork g (el st o)Ll 3T 45 YL 4 45)

A8 K518 ialeyi oy900 QIAGEN
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JISaill] o Slac

(Limit of Detection - LoD) asaii g 4iliwi aa - (Analytical Sensitivity) JIKad Gl cocoliaa
(Analytical Specificity) JIKuauGi (K3

@S ool

(Interfering Substances) < dalas alss

(Hook Effect) <sa i

(Intra & Inter Assay Reproducibility) - LBC s/, JISSIBT Galeyi-com 5 =Csm8 gonds 5SS

8 95 b g S S ula st 50 FLOQSWAD (51, YIS LT Giabaicnn 5 -0gos o LSS
(Intra & Inter Assay Reproducibility) - xl su 45 < (SelfCollected)

g & @ @ da a @

(Analitical Sensitivity) Jsaialli Cascoleaa
(Limit of Detection - LOD) (eadd (s dalicyl aa

$E6 &5 ssla slawayly 5l (tBioDx™ HPV ExtendScreen™ Kit cuS JISLIGT caulua oulsy)l gl

1 GO SEA GialedT S5 50 5 465 L ulied] 51 S5 5 51 (ol s @8 Sy 51 jeliie Cpl (gl ol s saliin]
i sulio) el ya

25 Tb 4 tBioDx™ HPV ExtendScreen™ Kit cuS HPV Giline la aissh (s panidd dlid aa

(el

HPV 16 & 18 150-160
HPV 31, 33, 35, 39, 45, 52, 56, 58, 59, 66 1500-1600
HPV 51, 68 3800-4000
GAPDH 780
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(Analytical Specificity) Jlsaiallii oS54 9

89S sla aruilS,l9 <ae DNA 31 c£BioDx™ HPV ExtendScreen™ Kit .S JIKSIGT (K59 gubiny) gl
in Cujm@\ng\g;GLb‘xuengJbJS#a)ﬂLmjmbdulwl PCR(_;lJ.\ &DNACI)AlMIJIug&JJJJjJAJJS—J
L saaline gablEie (miSlgmaa ged K 418 uliy,l ayse silico

Group 1

Bacteria

Viruses

Protozoa

Lactobacillus acidophilus
Streptococcus agalactiae
Neisseria gonorrhoeae
Gardnerella vaginalis

Lactobacillus jensenii

Group 2

Human Papillomaviruses

Cytomegalovirus

Epstein Barr virus

Herpes simplex virus 1

Bacteria

Candida albicans

Viruses

Protozoa

All non-targeted alpha-HPV genotypes

Alpha HPV genotypes include the
following: HPV 16, 18, 26, 30, 31, 33,
34, 35, 39, 45, 51, 52, 53, 56, 58, 59,
66, 67, 68, 69, 70, 73, 82, 85

HPV 6, 11, 42, 43, 44

Peptostreptococcus spp.
Klebsiella spp.
Enterobacter spp.
Proteus spp.
Pseudomonas spp.
Bacteroides spp.
Bifidobacterium spp.
Fusobacterium spp.

Treponema pallidum

Staphylococcus epidermidis

Staphylococcus aureus
Streptococcus faecalis
Streptococcus pyogenes
Corynebacterium spp.
Escherichia coli
Enterococcus spp.
Clostridium spp.

Chlamydia trachomatis

tBioDx™ HPV ExtendScreen™ Kit

Adenovirus

Herpes simplex virus 2

Trichomonas vaginalis
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(Stability) cas (s laaly

3log> LoD L& s LoD 4 a3 jualie gsla cnfia (sl digal 51 GsSUES by 50 oS (g5 hly oy 2 512

L soldil

 OhaledT (IS baglas a3 5d0 5 3058 S50 (mlunyl sl 1S 3 ddlygy oulicel Ly S pda- ué &
iy 5333108 > LoD L& s LoD € Sau3i yalie gsla cnlie sla 4isad (595 12 9 ool 510 0p5um
oialedl Gy (Ct value) wilind ua Y 50 CV% (Coefficient of Variation) gl .o alasl cugs
O 33580 9 5058 5L 8 (Clnliy Lag oS 5l el saaline 38 55 Jsan 50 S jshilen Gioleyl G
Wlu e s Slae o odie i Ginle)yi Lalglas

In Use Stability - gPCR Mix Tube 1,2 & 3

Target Intra Assay Reproducibility - Inter Assay Reproducibility

HPYV Type Tested

Concentration
Variance Variance
HPV 16 1log > LoD 0.15 0.50 0.03 0.28 0.96 0.08
HPV 18 1log > LoD
qPCR Mix 1
IC 3 log > LoD
HPV 31 1log > LoD 0.19 0.65 0.04 0.48 1.62 0.23
HPV 33 3log > LoD
qPCR Mix 2
IC 3log> LoD
HPV 35 1log > LoD
HPV 52 1log > LoD 0.87 3.00 0.87 0.96 3.37 0.93
HPV 45 3log> LoD
qPCR Mix 3
IC 3 log > LoD
HPV 51 1log > LoD
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S euily hglae 595 s (wola CO2) St gy LcnS Jan S byl ghn e aal i ya 5yl &
s G ledl  line S L dnlie Hjacae L YF 51 g 9 S 518 Said o (595 2 doa bl jo e

3log > LoD L& s LoD 4 Sy suulie gsla culle (sl disal (555 5 5 o2l 4w 5180 &psum 0 Gl

5 Uinbeyi fygya (ct value) Gl aa J<eww 50 CV% (Coefficient of Variation) glye .o alasl
(SA G ) S dea (Calnl ass oS L el saaline LS 5o Jsaa 50 S jshiles Gigledl o

Wlu eSS s Slae o bl i

Shipment Stability - gPCR Mix Tube 1,2 & 3

HPYV Type Tested

HPV 16

HPV 18
qPCR Mix 1

IC

HPV 58

HPV 31

HPV 33
qPCR Mix 2

IC

HPV 35

HPV 52

HPV 45
qPCR Mix 3

IC

HPV 51

Target

Concentration

= LoD
=~ LoD
3log>LoD

= LoD

1log > LoD
3 log > LoD
3 log > LoD

1log > LoD

1log > LoD
3 log>LoD
3 log > LoD

1 log > LoD

tBioDx™ HPV ExtendScreen™ Kit

Intra Assay Reproducibility - Inter Assay Reproducibility

Variance Variance

0.10 0.34 0.01 0.13 0.46 0.02

0.25 0.83 0.07 0.25 0.83 0.06

0.19 0.65 0.04 0.21 0.72 0.04

0.03 0.14 0.00 0.12 0.51 0.01
CICIE
oo
0.59 2.28 0.39 0.71 2.74 0.51
0.18 0.75 0.03 0.18 0.72 0.03
I

w
n
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(Hook Effect) <ga y

83501 uisdl o 51 Gl L 4S (gl igad 5o (HPV e G g e Gl 59 (oSS Hles 531 (ulnyl e
lla 5345 4108> LOD € Suyi 1 50 (s Ko (oS wlanl € 288 5158 Jialedl 350 (sl (sLa dsad conns
FY XN N gla s (gl GinleyT ol wiass LOD 0 Shuy disad laa o S sl g’ (oo slaal oS
LS i) 52 48 b alail ) 66 4 il 5 i sl bl e Lo GlSTan sl s DA 5 Y (FD
e S5l i€ g dandle a5 Jglan 53 S jshilea . 0ab LOD 4 a5 g9 5 (4log> LoD) e o5

sl o Lo el sles (695 2 s 51 oS alaad ol 0

tBioDx™ HPV ExtendScreen™ - gPCR Mix 1

Intra Assay R ducibility Inter Assay R ducibility
PR Mix HPY Tune Tested HPV 16 HPV 18 HPV 58 Ic ntra Assay Reproducibility nter Assay Reproducibility
q - Yp Concentration | Concentration | Concentration | Concentration N ) N
Variance § Variance
HPV 16, 18, 58 4 log > LoD ~ LoD = LoD 1xlog> LoD 0.04 0.26 0.00 0.07 0.42 0.00
HPV 16, 18, 58 4 log > LoD =~ LoD =~ LoD Ixlog> LoD 0.31 1.09 0.11
qPCR Mix 1
HPV 16, 18, 58 4 log > LoD ~ LoD = LoD 1xlog> LoD m 0.03
HPV 16, 18, 58 4 log > LoD ~ LoD = LoD 1xlog> LoD 0.41 m
HPV 16, 18, 58 ~ LoD 4 log > LoD =~ LoD 1xlog> LoD 0.19 0.66 0.04 0.19 0.67 0.04
HPV 16, 18, 58 =~ LoD 4 log > LoD = LoD Ixlog> LoD 0.05 0.28 0.00 0.17 0.96 0.03
qPCR Mix 1
HPY 16, 18, 58 ~LoD 41og > LoD ~LoD o> Lon [N RRRROTES s
HPV 16, 18, 58 = LoD 4 log > LoD = LoD 1xlog> LoD 0.35 1.12 0.13 0.40 1.29 0.16
HPV 16, 18, 58 = LoD = LoD 3log> LoD 1xlog> LoD 0.20 0.72 0.04 0.24 0.86 0.06
HPV 16, 18, 58 =~ LoD =~ LoD 3log > LoD 1xlog> LoD 0.19 0.64 0.04 0.27 0.92 0.07
qPCR Mix 1
HPV 16, 18, 58 ~LoD ~LoD 3log>LoD  Ixlog> LoD mmm 0.22 m
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tBioDx™ HPV ExtendScreen™ - gPCR Mix 2

e P HPV 31 HPV 33 HPV 35 IC
RGNS LELE 11y el Concentration | Concentration | Concentration ncentration

31,33,35 4 log > LoD ~ LoD =~ LoD Ixlog> LoD 0.22 1.33 0.05 0.30 1.85 0.09

31,33,35 4 log > LoD = LoD = LoD Ixlog> LoD
qPCR Mix 2

31,33,35 41log > LoD =~ LoD =~ LoD Ixlog> LoD

31,33,35 4 log > LoD ~ LoD = LoD Ixlog> LoD

31,33,35 =~ LoD 41log > LoD =~ LoD Ixlog> LoD

31,33,35 = LoD 4 log > LoD = LoD 1xlog> LoD
qPCR Mix 2

31,33,35 = LoD 4 log > LoD = LoD 1xlog> LoD

31,33,35 =~ LoD 4log > LoD =~ LoD Ixlog> LoD

31,33,35 = LoD = LoD 4 log > LoD 1xlog> LoD

31,33,35 ~ LoD ~ LoD 4 log > LoD Ixlog> LoD
qPCR Mix 2

31,33,35 = LoD = LoD 4log> LoD 1xlog> LoD

31,33,35 =~ LoD =~ LoD 4 log > LoD Ixlog> LoD

tBioDx™ HPV ExtendScreen™ - gPCR Mix 3

HPV 45 HPV 52 HPV 51 IC
Concentration | Concentration | Concentration | Concentration

qPCR Mix HPYV Type Tested

45,52, 51 4 log > LoD = LoD = LoD 1xlog> LoD 0.17 0.88 0.03 0.44 221 0.19
45,52,51 41log > LoD ~ LoD =~ LoD Ixlog> LoD
qPCR Mix 3
45,52, 51 4 log > LoD =~ LoD = LoD 1xlog> LoD
45,52, 51 4 log > LoD =~ LoD = LoD Ixlog> LoD
45,52, 51 = LoD 4 log > LoD = LoD 1xlog> LoD
45,52, 51 = LoD 4log > LoD = LoD 1xlog> LoD
qPCR Mix 3
45,52,51 =~ LoD 4log > LoD ~ LoD Ixlog> LoD
45,52, 51 = LoD 4 log > LoD = LoD 1xlog> LoD
45,52, 51 =~ LoD ~ LoD 4log > LoD 1xlog> LoD 0.51 1.99 0.29 0.55 2.14 0.31
45,52, 51 = LoD = LoD 4log> LoD 1xlog> LoD
qPCR Mix 3
45,52,51 = LoD =~ LoD 4 log > LoD Ixlog> LoD
45,52, 51 =~ LoD =~ LoD 4 log > LoD Ixlog> LoD
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(Interfering Substances) S 4lafss ol g0

350 23S 5l 5 PCR (Sl aiileh (oo 05810 <K (guls0 jgeda 50 oS uSlae (bl sl sy S Ui lie alse
(a5 oo oad S5 sl i L) oo sk 4 goud S5 gl i 44 ) alge Jiuledl Gl o .d S 5158 suliin|
35s HPV Gilias sla s 51 2log > LoD Lu,ds s LoD 4 Suuys jolie s9la <SS FLOQSwab 5 LBC «

e aladl s bglia (7) coad 58 51 (b i s lay LS om0 Ginled] 5 il

7N+ 5877\ e L Clotrimazol 1% a <

7\« 507 /N e L Clotrimazol 2% a <

7N+ 5877/ e L Clindamazol 2% s Clotrimazol 2% hslas o <
7Ne 907 /N ey L Progestron JLshly yseysa
CoaeasSol Jsbos (ysalae S5

VARIY-VAVA SN PN P

7S 570 s LUK g e S sa

TN g 87 N e L el St

TN+ 5 87 N o s s s

I\ 5 07 SN s b JUls (i J

7o 587 /N s b (dsers Lubricant J3

7N 9 07 /N s b (S oolialae jasuldil g5 Lubricant J3

@ @ @ @ @ @ @ @ daaaag

tBioCare™ HPV DNA =.< 3 QIAGEN c< .5 QIAamp MinElute Media Kit c.S g ya LG8 Sule)i
o daadle ) sladgan ju € jshilea . adalasl (EBIODX™) 1458 janass ey oS i Extraction Kit

il el o Slac (g9 g edie S0 s S5 gla e 50 368 alge 5 gt (S

tBioDx™ HPV ExtendScreen™ Kit
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Interfering Substances Results - Tested with QlAamp MinElute Media Kit - QIAGEN

Concentration COPAN Vaginal FLOQSwab

Potential Interfering Substances LBC Samples

Tested Self-Collected Samples

1% Non Non
Anti-bacterial and Anti-Fungal - Clotrimazol 1% 5% Non Non
10% Non Non
1% Non Non
Anti-bacterial and Anti-Fungal - Clotrimazol 2% 5% Non Non
10% Non Non
1% Non Non
Anti-bacterial and Anti-Fungal - Clindimazol 2% + Clotrimazol 2% 5% Non Non
10% Non Non
1% Non Non
Hormons - Fertigest Progestron 5% Non Non
10% Non Non
Leukocytes ! Mislzr(;r;g ells/ Non Non
2% Non Non
‘Whole Blood 5% Non Non
10% Non Non
0.5% Non Non

Cervical Mucosa
5% Non Non
1% Non Non
Acetic Acid 5% Non Non
10% Non Non
1% Non Non
Backing Soda 5% Non Non
10% Non Non
1% Non Non
Fresheners (Feminine Intimate Cleansing Gel) 5% Non Non
10% Non Non
1% Non Non
Lubricants - Water Gel 5% Non Non
10% Non Non
1% Non Non
Clinician Sampling Gel 5% Non Non
10% Non Non
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Interfering Substances Results Tested with tBioCare™ HPV DNA Extraction Kit - tBioDx™

Concentration COPAN Vaginal FLOQSwab

Potential Interfering Substances LBC Samples

Tested Self-Collected Samples

1% Non Non
Anti-bacterial and Anti-Fungal - Clotrimazol 1% 5% Non Non
10% Non Non
1% Non Non
Anti-bacterial and Anti-Fungal - Clotrimazol 2% 5% Non Non
10% Non Non
1% Non Non
Anti-bacterial and Anti-Fungal - Clindimazol 2% + Clotrimazol 2% 5% Non Non
10% Non Non
1% Non Non
Hormons - Fertigest Progestron 5% Non Non
10% Non Non
Leukocytes ! Mislzr(;r;g ells/ Non Non
2% Non Non
‘Whole Blood 5% Non Non
10% Non Non
0.5% Non Non

Cervical Mucosa
5% Non Non
1% Non Non
Acetic Acid 5% Non Non
10% Non Non
1% Non Non
Backing Soda 5% Non Non
10% Non Non
1% Non Non
Fresheners (Feminine Intimate Cleansing Gel) 5% Non Non
10% Non Non
1% Non Non
Lubricants - Water Gel 5% Non Non
10% Non Non
1% Non Non
Clinician Sampling Gel 5% Non Non
10% Non Non
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Intra & Inter Assay) - LBC 5L i ga (51 JISaia ILAT hiala)i Gt § (1900 (Sumid ylySi
(Reproducibility

tBioDx™ HPV cu 51 (LOt) et b (g s 53 pimaladl s 50503 (s 0mdm 5185 sl =
Koy tags oisd) a5l Hlate gu gsla Giule)T 3y5e sl disad (i K 5158 Jiale)T oyse ExtendScreen™ Kit
wesiio Hulie o Sinleyi mulis guudy 1SS Gglog>LoD s2log> LoD gysiaea s2log> LoD s LoD «
rme o Siias 90 (595 52 5 sliie Jisledl Ve 5a 9 ool duw (Lo S0 oy gum 4 sl 580K 5158 (b)) ayse

il sl 5 Jgan 59 GinleyI CV9% 0Silis ai alasl ygilhl 98 bags

Inter Assay Reproducibility

Intra Assay Reproducibility

CV% CV% CV% CV%

Device 1 Device 2 Device 1 Device 2
Tube 1 (QPCR Mix 1) 0.55 0.55 1.77 1.55
Tube 2 (QPCR Mix 2) 0.35 0.38 1.84 1.29
Tube 3 (QPCR Mix 3) 0.99 0.73 2.50 1.99

38 49 Jacu g 4S (oald di gad yu FLOQSWab (g5 JISaiadlai (hiaba)i G 9 =098 Sumda HlysS
(Intra & Inter Assay Reproducibility) - s/ suii 4id < (SelfCollected)

tBioDx™ HPV cu< 51 (LOt) ea b (g s 53 cpimaladl s 50503 (s 0mdm 585 sl =
Sy tags oisdh a5l Hlate gu gsla Giule)T uyse sl disad (i K 5158 Liale)T oyse ExtendScreen™ Kit
wesiio Hulie o Sinleyi malis gy 41,5 Gglog>LoD s2log> LoD gyuisea s2log> LoD s LoD
e s Shis 53 555 2 5 Sliie GEaledl Ve Ho 5 (ol o (5L, S0 oy 4o digal 58 0S5 518 (b)) ayse

il sl 5 Jgan 59 GinleyT CV9% Silis ai alasl jgilhl 98 bags

Inter Assay Reproducibility

Intra Assay Reproducibility

CV% CV% CV% CV%

Device 1

Device 2

Device 1

Device 2

Tube 1 (qPCR Mix 1) 0.58 0.50 1.29 0.99
Tube 2 (QPCR Mix 2) 0.44 0.44 1.07 1.05
Tube 3 (qPCR Mix 3) 0.44 0.88 1.05 1.51
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Jisaals g slac
LBC sla 44 ga3 s/, (Clinical Sensitivity & Specificity) Jlsauls oS519 § Cawleaa

S0 sLdlysis sl tBioDx™ HPV ExtendScreen™ Kit cuS L (ioley 1 JIKulS (K59 g cowwliaa
ouiaas g (Cervical Intraepithelial Neoplasia Grade 2 - CIN 2+4) ;i b Y an )8 (S g o oI Ll
Cervical) S LV 1 S (eSg s oIl G958 305t ol (illayus iy laalis L L Jle s sl dises
QIAscreen HPV PCR Test (HPV-Risk Assay Self- «.< L «ewslis s (Intraepithelial Neoplasia
. alassl (Meijer Guideline) aa; ilas oLy (o SIL 2 (ol (o s sleaial; 32k screen BV.)
AYS (555 5 Oinledl b oSl (K505 5 7A8/Y L julbn CIN 2+ (5 43503 VY (595 2 Glaleyl b (Sl cpuliaa

363 ZAA/AF Ll 1S L CINT g digas

QlAscreen ¢ sl oS b «wwslis o tBioDx™ HPV ExtendScreen™ Kit cuS (Suul (S g coenloas
Gy dges) andils gasn 5bw o Slee (HPV PCR Test (HPV-Risk Assay by Self-screen B.V.)

L2 4 ga s/, (Clinical Sensitivity & Specificity) Jlsaul < o <59 9 Cmilova
FLOQSwab

a0 sLdlysis sl tBioDx™ HPV ExtendScreen™ Kit cuS L Sialey 1 JIKlS (K59 g el s
ouiaea 5 (Cervical Intraepithelial Neoplasia Grade 2 - CIN 2+4) ;s b Y a8 S g yon oLl
Cervical) S LV w0 S (SGg s oIl 58 305t ol (illays (g laalia L LiJleys sl dises
QIlAscreen HPV PCR Test (HPV-Risk Assay by c..< L «usli s 5 (Intraepithelial Neoplasia
a3 alasl (Meijer Guideline) as; 4ilas oylayes (s SILse gl UL oy slaial, 3ol Self-screen BV.)
AYS (535 2 Staledl b (Sl (K59 5 7A8/YY L 5alys CIN 2+ (5 i5a3 VN (595 52 Ginled b (oSl vnaliaa
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QlAscreen ¢ sl o< b wwwslis ,a tBioDx™ HPV ExtendScreen™ Kit coS (Suul (S g cvenloaa
Gy dgas) cndils gasns leew o Slae (HPV PCR Test (HPV-Risk Assay by Self-screen B.V.)

Sample T Number of Clinical Meijer Guideline Number of Clinical Meijer Guideline
ample lype <CIN1 Samples | Specificity Requirement CIN2+ Samples | Sensitivity Requirement

LBC 826 98.84 98% 71 96.30 90%

COPAN FLOQSwabs 825 98.19 98% 70 96.23 90%
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. tBioCare™ HPV DNA Extraction Kit 5 tBioDx™ HPV ExtendScreen™ Kit ¢S iyl e ga
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412100-025 tBioDx™ HPV ExtendScreen™ PCR Kit (25)
412100-100 tBioDx™ HPV ExtendScreen™ PCR Kit (100)
611400-50 tBioCare™ HPV DNA Extraction Kit (50)

MagRack-1.5-2 tBioRack™ - 1.5/2.0 mL

Trademarks: QIAGEN®, QlAamp®, MinElute®, Rotor-Gene® (QIAGEN Group), FLOQSwab®
(COPAN), tBioDx™, ExtendScreen™, tBioCare™, tBioMag™, tBioSpin™ (Zist Tashkhis Farda -
tBioDx Co.). Registered names, trademarks, etc. used in this document, even when not
specifically marked as such, are not to be considered unprotected by law.

Self-screen B.V. is the legal manufacturer of the QlAscreen HPV PCR Test.
The QlAscreen HPV PCR Test is manufactured for QIAGEN by Self-screen B.V.
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Tests Per Kit

Research Use Only

In Vitro Diagnostic Use Only

Catalogue Number

Lot Number (Batch Code)

Global Trade Item Number

Temperature Limitations (Storage Temperature)

Use By (Expiration Date)

Attention

Consult Instructions for Use

Date of Manufacture

Manufacturer
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