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BMT HPV Genotyping 9G Membrane KIT guarantees
the most accurate and precise results in genotyping
Wirus because it is the only DNA Chip which

bridized and washed at room temperature
30°C) to give the final data. It is long awm
ttop-of-the-line technology in the DNA chip fi
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Date analysis

Fast!
Reproducible!
Accurate
Easy!
( CE) Scanning

160min

Loading.1 Loading.2

Slide 1 : BMT HPV Genotyping 9G Membrane KIT is easy to handle and fast to get data.

1. HPV DNAs are extracted and amplified via PCR
2. PCR products mixed with hybridization solution are loaded on 9G Membrane

3.9G Membrane was hybridized and washed at 20 - 30°C
4. Scan and automatic data analysis



== Genotyping 93.6% of HPV

Genotyping (stypes)
82.9%

HPV 16,18,31,33,45

Other type Screening (31types)
4.7% 12.4%

Source By GSK report

Screening types :52,58,35,59,56,51,39,68,66,69,73,53,54, 06,11,34,40,42,
26,43,67,70,71,44,10,32,55,03,27,57,74

* HPV Hi-risk types are underline.
Slide 2 : Number of HPV types by genotyping and screening

1.5 high risk HPV types which covers 82.9% of cancer cases are genotyped

2. Other high risk and low risk HPV type which covers 12.4% of cancer cases are screened

3. BMT HPV Genotyping 9G Membrane KIT provides informations of 95.3% HPVs detected on
cancer cases




== Proportion(%) of HPV Types
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* HPV Hi-risk types are underline.

HPV GSK Merck
16 53.5% 54.5%
18 17.2% 11.3%
31 2.9% 3.8%
33 2.6% 2.1%
35 1.4% 1.3%
39 0.7% 0.8%
45 6.7% 5.2%
51 1.0% 0.8%
52 2.3% 2.3%
56 1.2% 1.1%
58 2.2% 1.7%
59 1.3% 1.1%
66 0.2%
68 0.6%

59

73 0.5% 0.5%
i 0.3% 0.3%
X 0.1%
0l 0.1%

Other 1.2%

X 4.4% 46%
HPY Gerolyping 66 Membrane T 95.3% 95.1%

: Genotyping 5 types in BMT HPV Genotyping 9G Membrane KIT

:Screening 31 types in BMT HPV Genotyping 9G Membrane KIT

Slide 3 : Merck and GSK report on the propertion of HPV types detected on cancer cases.

BMT HPV Genotyping 9G Membrane KIT detects over 95% HPVs detected on cancer cases



== Coverage (%) of HPV Types

HPV HPV
31 45

HC PCR PC

HC : Hybridization Control PCR :HPV Screening Line (HPV Other type)
HPV Type : HPV Genotyping Line (16, 18,45, 33,31) PC : PCR Internal Control

Genotyping
High Risk Low Risk
16,18,31,33,45
Genotyping HPV 83.5%
Screening
High Risk Low Risk
31,33,45,35,39,51,52,53,54,56, 58, 59, 66, 68, 69, 73 03,06,10,11,26,27,32,34,40,42,43,44,55,57,67,70,71,74

Detecting HPV 1.7%

Total Detection of HPV is 95.3% based on GSK report

Slide 4 : 83.5% of High-Risk Types can be genotyped and 12.4% of HPV types can be detected.

BMT HPV Genotyping 9G Membrane KIT can detect over 95% of HPVs detected on cancer cases




== Detection Limits and Specification

HPV Detection limit
16,18 107 copies
31,33,45,35,39,51,52,53, 10° copies
54,56,58,59,66,68,69, 73 103 copies
03,06,10, 11,26,27, 32, 34,40, 102 copies
42,43,44,55,57,67,70,71,74 103 copies

- Reaction Temperature and Time
Loading 1:20~30°C /20min
Loading 2:20~30°C /15min

- Results are automatically decided by BMT Digieye Il software

Analysis time 15s
- Scanners needed
BMT 1D Scanner™

- Expiration date
6 Month at room Temperature
12 Month at refrigerator(4°C)

Slide 5 : Detection limits
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:HPV Hi-Risk Type
: HPV Low-Risk Type

1. The copies mean the number of DNA strands detectible. The limits for each types are
denoted in the table above. Type 16 can be detected when only 10 virus are present

2. BMT HPV Genotyping 9G Membrane KIT can provide the final results in short hybridization
time (20 min) and subsequent washing (15min) at 20-30°C

3.The final results are analyzed automatically based on the BMT’s Digieye Il software



== Brief User Manual

Not provided with
BMT HPV Genotyping 9G Membrane KIT

Amplification and labeling of
- - a fragment of the HPV
gene by polymerase chain reaction

Hybridization is performed
at room temperature (20~30C)

Washing steps remove excess of
PCR product

Automatic scanning and analysis of
- - - the BMT HPV Genotyping 9G Membrane KIT
with BMT 1D Scanner™ and Digieye Il software



== Components and Analysis software

Process steps Components Comment
DNA extraction kit Not provided

PCR Ampilification PCR kit Provided
PCR machine Not provided

DNA chips Provided

st bt

Genotyping Scanner Provided
(BMT 1D Scanner™) (CE Certificate)

(analDylz;?:)ele“l/vare) Provided

® Final Results by “Digieye II”

T BB

FCR FC

HC HPY33 HPY31 HPY45 HPAA S HPRA G
=
bmt'chip Mot Conmected Check Cable, St |
=L S

Hyb solution Pass !
Sample Pass !
HPVinfection | HPV Exist !
HFY Type HPV16
Final Result
HPV Hi-risk
Typels Detected !
Stide Load Save Print
open Daia Data Result

Slide 7 : Components and Data analysis



== 5 Genotyping Images by “Digieye II”

® HPVT18 Detected 1 1 1 sk
Hybsoution | Pass!
Sample Pass !
HPVY infection | HPV Fxist !
HEV Type HPV 18
Final Result
HPYV Hi-risk
Typel§ Detected !
HC HPY33 HPN8 HPVE PCR FC
ﬁ Not Connected Check Cable!, St Stide Load Save Print
b'ntc_.g. Scan open Result
is Window
® HPVT45 Detected BT e
Hyb soion | Pass!
Sample Pass !
HPY infection | HPV Exist !
HEV Type HPV 45
Final Result
HPV Hi-risk
TypedS Detected !
HC HPY33 HPY31 HPVAS HP9 HAE PCR PC
G Start Load Save Print
b"‘t?!"E : 1::n m\m:ud Check Cable!. | | ‘ s
Aunl;:i: Window
® HPVT33 Detected
Hybsouion | Pass!
Sample Pass !
HPY infection | HPV Fxist !
HPV Type HPV 33
Final Result
HPYV Hi-risk
Type33 Detected !
IPV33 HPV3 HPV1G  PCR FC
S
i onmected Check Cable sm-! Load | Save | Primt
bn\tg“!pl Mot Connected Check Cablel. ‘ ‘ T




® HPVT31 Detected

® HPV OtherType

® HPV Negative

L e

Hyb solution Pass!
Sample Pass !
HPY infection | HPV Fxist !
HPV Type HPV 31
Final Resuit
HPV Hi-risk
Type3l Detected !
HC  HPY33 HPV31 HPY45 HP13 HPV16  PCR FC

o
bmychip

Not Connected Check Cablet, SE27 Stide
Scam open

Load Save Print
Data Data

Result |

. 5 B R

HPV infection | HPV Exist!
HPY Type None

Final Result

HPV Detected !
(HPY other type}

Hyb solution Pass !
| Sample Pass !
HC HI

F¥33  HPV31 HPVA5S  HFVIS HPVIG FCR  FC

Not Connected Check Cablet, Starf | Slide
Scan

Load Save Print
Data Data Result

r
bmtEh"E Gnes

B s el T

HPY infection None
HPY Type None
Final Result

Negative !
(HPV Not Detected)

Hyb solution Pass !
| Sample Pass !
PC

HC HPY33 HPV31 HFV4S HPV13  HPYVIG  PCR

Not Connected Check Cablel, St Slide
Scan

Load Save Print |
Data Data Result |

=
bmychip open




