UroGene Easy HPV Test Kit
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TBA. Features of the Kit <
1. Specimen W&m«m\awvmmﬁm& ]

This kit utilizes urine, allowing for easy sample collection.

. : BEREFRIME, SRHTE, |
2. Simple testing process %

Simple 4-step : Urine Filtration — DNA Extraction = PCR Amp. — LFA Detection

. . . AL DELHPY DIREANATEE,
3. Detection categorized by cancer risk level %”“ wENTR,

Types 16/18, high-risk types, and low-risk types are each detected on a separate line.
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4. High detection performance despite multiplex capability Lind, BEROFELRL.

Overall clinical trial concordance rate : 94% (342 samples. Absolutely no false negatives.)
(The presence of the target HPV gene was confirmed in almost all false-positive specimens.)

5. Compatible with low-cost thermal cyclers LE@sB#47E |

No need for expensive RT-PCR instruments or high-cost centrifuges
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The testing process for the kit
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Allplex™ HPV28 Detection
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DNA dPCR PCR results
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& For reference, we also conducted AllePlex kit testing on the same urine samples in parallel.
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Gold Standard

Report of the Clinica -

UroGene Easy HPV Test kit
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gPCR by All plex HPV detection
Urine Cervical larvage ‘\?\ . . n .
ID (Reference) | (Gold Standerd) - flommon HI - [ HPV 16-1 - | High Ris - [ Low RIS~ _Human - |Amp cont E I t f CI I T I R It
CP001 39 39 Detected ND Detected ND -ﬁm . V a u a I o n o I n I c a r I a es u s
CP002 42,51, 52, 58, 59, 66, 69| 42, 51, 52, 58, 66,69 || Detected ND Detected | Detected RS i ' x::z\a/l?:ntl:‘:'
ggggi Neg Neg 5 :\‘Dt 5 :'Dt 5 TD' 5 ?‘Dt d - | (Gold Stander {Common HE - | HPV 161 - | HighRis - | Low Ris -| Human - . .t t t
16, 61 16 elecle etecte electe elecle Neg Neg ND ND ND ND Detected ‘ V h h d h h d d

CP005 51,68 Detected ND Detected | Detected 58 58 Detected ND Detected ND Detected e r y I g c 0 n c Or a n c e W I e s a n a r

Raa A N . NT=) Detected ND Neg Neg ND ND ND ND Detected
b § & l' \ o) E ' Detected ND Neg Neg ND ND ND ND Detected R

A ) ﬁ1* m ﬁ‘ %ttixi ND ND Neg Neg Detected ND ND Detected | Detected ‘ N f |

: L= Detected | Detected Neg Neg ND ND ND ND Detected 0 a s e n ega t I V es-
CP010 18, 61, 66, 68, 70 61,66, 68 Detected Detected Detected | Detected 4;'56; 45v:e1g. c8 Det:gted zg Deﬁ;‘ed Deﬁ;‘ed 32::2::3
gggi; 51, 53, 5zle§8 68,73 18, 54, ’\:f 68,73 D i\‘Dt d D ?Dt d D ?‘Dt d D I\‘Dt d Neg Neg ND ND ND ND Detocted " M h R H h h
- R fhae EIEGIE! EE8E EIEGIE! EIEEIE] 52 61 Detected ND Detected Detected | Detected
CP013 53 18, 53 Detected Detected Detected ND 68 68 Detected ND Detected ND Detected Overa atc ate WIt t e Standard
CP014 16, 52, 59, 66, 73 52, 59, 66, 73 Detected Detected Detected ND 11 11 Detected ND ND Detected | Detected
CP015 39, 58, 66, 68 39, 58, 66, 68 Detected ND Detected Detected Neg Neg Detected ND ND Detected | Detected N umber Of Samples 342
CP016 Neg Neg ND ND ND ND 61 61 Detected ‘\ND\ ND Detected | Detected
CP017 44,56, 70 44,56, 70 Detected ND Detected | Detected S8 S8 Detected N, eaiggled | Detected | Detected N um ber Of T est L Ines 1368
CPO18 42,51,54 54 Detected ND Detected | Detected . - peleced
CP019 61 Neg Detected ND ND Detected ﬁﬁm{*o)ﬁﬁﬁ%&isi
ki 1 Detected
CP020 40, 42,51, 52, 54 42,51, 52, 54 Detected ND Detected | Detected I% X Detected MatCh 1287
CP021 18, 52 18, 52 Detected Detected | Detected ND Detected .
CP022 31,33, 39, 53, 56 31, 33,39, 53, 56 Detected ND Detected ND Neg Neg ND ND ND ND Detected M IS matc h ( Fo P) 81
CP023 58 58 Detected ND Detected ND Neg Neg ND ND ND ND Detected .
CP024 11,673 116,73 Detected ND | Detected | Detected Neg Neg 2l ND N [Eeeieciediibetacied Mismatch(F.N) 0
CP025 39 39 Detected ND Detected ND :Zé :Zé = ‘ND‘ - :g :g S :“Dt - Be:EC:BS

Bl etecte etecte etecte o
CP026 18,51, 53 18,31, 51 Detected Detected | Detected | Detected 1254 2 S ND ND Soioses ook M atc h r ate 94 /0
CP027 43 43,68 Detected ND Detected | Detected Neg Neg ND ND ND ND Detected
CP028 Neg Neg ND ND ND ND Neg Neg ND ND ND ND | Detected
CP029 53, 58 53, 58 Detected ND Detected ND 42 Neg Detected ND Detected | Detected | Detected
CP030 16, 39, 58 39, 58 Detected Detected Detected ND Neg Neg ND ND ND ND Detected
CP031 58 58 Detected ND Detected ND Neg Neg Detected ND ND Detected
CP032 Neg 52 58 Detected ND Detected ND 58, 70 58, 70 Detected ND =" Detected | Detected
CP033 52 52 Detected ND Detected ND 43 Neg Detected / cted Detected | Detected
CP034 s 6 Detected ND ND | Detected > :Zg Neg = 2D ND___ Detociod
CP035 16 16 Detected Detected Detected | Detected = ND
i - Absolutely excellent test results!
CP037 Neg ected n
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CP039 Neg & o = A MFb Zo b v . \ \ .
wol L EgY) kAL BRSO M (4 : This kit showed a very good correlation with the
[ H =%
CP041 59 L A Lnlﬂ a2 [ i L/o : y
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CP044 16 — s =k 1 f: b
CPods 2 — Y = % = D v Th fal i t all
CPoas ® b ere were no ralse negatives at aill.
CP047 16,52 T I Deleced. | Doeeed. | Detecrea = D n ND
CP048 18,26,52,68 | 18,26, 52 Detected | Detected | Detected | Detected JlSC050 39 39 Betscied ND e . .
s « Womeasa | w0 fomeass| wo foml s | w § w w | v Additional testing confirmed the presence of the target
CP050 58 58 Detected ND Detected | ND _fecoes T noe N b B . .
CPos1 55,54 Neg Dotected | _ND | Detocted | Detecied facoe T oo = e HPYV in the fal se-posi tive sam p les.
CP052 16, 52, 58, 66 52 Detected Detected Detected Detected fscose Neg Neg ND ND
CP053 52,58, 66 40, 52, 58, 66 Detected ND Detected | Detected lSC057 Neg Neg ND ND
CP054 Neg Neg ND ND ND ND  [SCo58 Neg 53 Detected ND I I
CP055 Neg Neg ND ND ND ND _ [}SC059 Neg Neg ND ND
CP056 18 18 Detected Detected Detected ND bcgzg :6 zeg :g Eg
CP057 16, 61 16, 61 Detected Detected | Detected | Detected :’\:062 N:g N:g ND ND " " L L a1
crose s wst 52 | Dotocted | Delocied | Detoctos | Detecteafoncl |t e § Wo__ | W & This kit has Ver V hig testin g capaci t y
CP059 16 16 Detected Detected Detected ND SC064 Neg Neg ND ND
CP060 45,59 45,68 Detected ND Detected ND SC065 70 70 Detected ND




