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Onco Biomedical Technology (Suzhou) Co. Ltd.

Add: Taicang City, Jiangsu Province,

Beijing West Road on the 6th Science Park

Tel: 0512-53206700
Fax: 0512-53206705
Web: www.ocbtsz.com

E-mail: admin@ocbtsz.com
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About OCBT

¢ One of the subsidiary companies of Da An Gene Lot, Cd.

e Located in Jiangsu Province, China.

e Established in 2010 as a high-tech joint venture

e Devoted to innovative bio-technologies of cancer diagnosticsand therapeutics.
e Modern, high-class manufactory center

e Offering advanced diagnostic platforms for early detection of solid tumors
eBased on non-invasive bio-markers in body fluids
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About Prostatitis

e Chronic prostatitis is one of the most
common urological diseases of young and
middle-aged males. It can be up to 30%
patients seen in urology clinics. More than
50% of adult males had or have symptoms of
chronic prostatitis in different periods.

e Patients with chronic prostatitis are 10 times
more likely to develop prostate cancer.

e About 20% of patients with chronic prostatitis
will develop prostate cancer in the end.

¢ 40% of patients with chronic prostatitis are at
risk of becoming infertile.

Morbidity Suffer prostate Suffer prostate
cancer cancer
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Become
infertile

Current Detection Means for Non-bacterial Chronic
Prostatitis

e The DRE or digital rectal examination:This technique requires doctor to wear gloves
which coated with anesthetic-containing lubricating fluid and then insert the index

finger from the anus into the patient's rectum to check whether the prostate has lumps
or nodules .

eThe EPS or expressed prostate secretion: Capture the prostate secretion while doing
DRE, check the PH value and the number of white blood cells and lecithin body in it.

ePSA or prostate specific antigen: Measure the value of PSA. If you have a problem with
your prostate,such as prostate cancer an enlarged prostate or an infection of the

prostate(prostatitis), the PSA value in your blood will rise.

Digital Rectal
Examination (DRE)

Expressed Prostate
Secretion(EPS)

Type-B Ultrasound

Urine Examination

Measure the level
of PSA

Painful

Invasive

Time-consuming

Poor Specificity
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What is PSEP(Prostatic Exosomal Protein)?

® Prostasomes are exosomes or Multivesicular bodies (MVB) with mean diameter of
150 nm and produced and excreted by the prostate. They are found in storage
vesicles and secreted by prostate acinar cells.

® The prostasomes consist of hundreds of proteins and have been ascribed different
biologic activities. Although exosomes are commonly produced in many cell types,
there are increasing evidences that prostasomes are unique structures derived
mainly from the prostate glands.

® \We name the protein we found as Prostatic Exosomal Protein (PSEP). According
to a number of clinical studies, rising PSEP is a reliable indicator of chronic
prostatitis. Earlier research studies find that by antibody-based ELISA, the
elevation of PSEP can be easily detected in the urine of patients with chronic
prostatitis.

PSEP 4~ pProstasomes

Early Endosome
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How does PSEP diagnostic kitwork?

e PSEP was used as antigen to immunize mice to obtain monoclonal antibodies and
establish ELISA method as well as the more recently developed colloidal gold test
strip POCT method.can be easily detected in the urine of patients with Chronic
Prostatitis.

® The elevation of PSEP can be easily detected in the urine of patients with chronic
prostatitis.

® Orthogonal tests were used to determine the best workable concentration for
each component in the kit.

® Take the urine samples of different concentrations (e.g., one negative sample and
one positive sample), use ELISA method to perform tests on multiple wells of the
micro-well plate for each sample , and calculate CV.
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Direct ELISA Indirect ELISA Sandwich ELISA Competitive ELISA

e¢PESP Diagnostic Kit(Elisa)

ePSEP Diagnostic Device
(Colloidal Gold Test Strip)

eAntigen-specificrespond
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Four Reasons to Choose PSEP Diagnostic Kit

e Innovative, non-invasive and urine-based diagnostic test. Classical

e antigen-specific response, stable, simple and efficient.

85% specificity and 90% sensitivity.

® Uses in clinical diagnosis and early detection with broad market perspective.
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Figure1: Accuracy Test(ROC Analysis) Evaluation

case

245 4.3225 | 4.8610

0.9780

control

105 0.6956 @ 0.9780

0.6000

Figure2: Comparation between Normal people and patients with
Chronic Prostatitis

Positive 217 10 227
Negative 28 95 123
Total 245 105 350

Figure3: The experiment consists of 350 cases

Figure 1: Accuracy Test (ROC

Analysis) Evaluation

The area under ROC is 0.927 which supports the
usefulness of PSEP test for diagnosis of chronic
prostatitis.

Figure 2: Compared with normal
people, patients with chronic
prostatitis displayed increased PSEP in

the urine.
*Note: z=12.677; P<0.05

Figure 3:
1.Sensitivity, specificity and

accordance rate

Compared with the clinical gold standard (GS), the
sensitivity of the PSEP test kit is 88.57%, and the
specificity is 90.48%. The total coincidence rate is
89.14%.

2.Consistency analysis

Use of SPSS (16.0) to test the PSEP test kit's
consistency with the GS showed Kappa=0.754
(95%CI=0.68~0.827), demonstrating that the two are
highly consistent with each other.
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rostatic Exosomal Protein (PSEP) Diagnostic Kits
(Enzyme-Linked Immunosorbent Assay)

Patents
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Product Standard No.:YZB/#%0733-2014
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Storage condition:2-8°C
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Prostatic Exosomal Protein(PSEP) Diagnostic Device erticifications
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No. Q5 096803 0002 Rev. 01
EC Declaration of Conformity

Manufacturer: whose single Authorized Representative MannEstimer

EC Declaration of Conformity . . i
. Holder of Certificate: Onco Biomedical
whose single Authorized Representative:

Technology (Suzhou). Co., Ltd.

Onco Biomedical Technology (Suzhou) Co., Ltd  Lotus Global Co., Ltd. Beijing West Road No.6

Onco Biomedical Technology (Suzhou) Co., Ltd  Lotus Global Co., Ltd.

Address: Address: Address: Febi Taicang Economic Development Zone
. . Beijing West Road NO.6, Taicang Economic 1| Floor Seasons Terrace Beijing West Road NO.6, Taicang Economic | Floor Seasons Terrace gg‘gfé;ﬁgg UJL;L”[%S;F N
o n - I n V a S I V e Development Zone, Jiangsu Province, China. West Drayton, Middlesex Development Zone, Jiangsu Province, China. West Drayton, Middlesex
London, UB7 9GG London, UB7 9GG

)

;s Facility(ies): Onco Biomedical Technology (Suzhou). Co., Ltd.
nited Kingdom acility(ies) Beijing West Road No.6, Taicang Economic Development Zone,

215400 Suzhou, Jiangsu, PEOPLE'S REPUBLIC OF CHINA

e

United Kingdom

We, the manufacturer, herewith declare that the products We, the manufacturer, herewith declare that the products

Gol

Prostatic Exosomal Protein Diaguostic Kit (Colloidal Gold )

Prostatic Exosomal Protein (PSEP) Diagnostic Kits (Enzyme-Linked Immunosorbent Assay)
[EDMA-Code: 11. 70. 02. 01

[EDMA-Code: 11.70. 02. 01 Certification Mark:

Meet the provisions of Directive 98/79/EC which apply to them. ‘meet the provisions of Directive 98/79/EC which apply to them.
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Registration No.:

Product Standard No.:

Diagnostic Strip (Colloidal
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The medical device has been assigned to others according to Annex 11 of the Directive 98/79/EC. It bears the mark

The product concemned has been manufactured under a quality management system according to Annex 1V of Directive 98/79/EC.
Our products are the following standards: SO 14155:2011, ENISO 18113-1:2011. ENISO 18113-2:2011. ENISO
23640:2015. EN 13641:2002. EN 13612:2002. EN ISO 13485:2012, ENISO 14971:2012. EN ISO 15223-1:2016. EN104]:
2008

Following the procedure relating 1o the EC Declaration of Conformity set out in Annex V1 of Directive 98/79/EC.

This Declaration of conformity is valid in connection with the release document for the respective batch of produced
devices.

The above mentioned declaration of conformity is exclusively under the responsibility of:
Company: Onco Biomedical Technology (Suzhou) Co., Ltd

Address: Beijing West Road NO.6, Taicang Economic Development Zone, Jiangsu Province, China.

w0 ] %]

Place date

EC Declaration of Conformity
CE-01-03 A0
Page I/1

The medical device has been assigned to others according to Annex 11 of the Directive 98/79/EC. It bears the mark

The product concerned has been manufactured under a quality management system according to Annex IV of Directive 98/79/EC.
Compliance of the designated product with the Directive 98/79/EC has been assessed and certified by the Notified Body
Our products are the following standards: EN 13640:2002, EN 13641:2002 . EN 13612:2002

Following the procedure relating to the EC Declaration of Conformity set out in Annex II of Directive 98/79/EC.

“This Declaration of conformity is valid in connection with the release document for the respective batch of produced
devices.

‘The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Onco Biomedical Technology (Suzhou) Co., Ltd
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Scope of Certificate: ~ Design and D fon and Distri
of Prostatic Exosomal Protein Diagnostic Kits
(Enzyme-Linked Immunosorbent Assay) and Prostatic
Exosomal Protein Diagnostic Kit (Colloidal Gold)

Applied Standard(s): EN SO 13485:2016
Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Cerification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has andis ing a quality system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH19107804
Address: Beijing West Road NO.6, Taicang Economic Development Zone, Jiangsu Province, China.
Valid from: 2020-02-21
Valid until: 2023-01-16

0.7, )

Place, date Legally BT signature. Function

EC Declaration of Conformity
CE-01-03 A0
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ZERTIFIKAT OACEHTIFICATE *
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Date, 2020-02-21 ‘Ghristoph Dicks
Head of Certification/Notified Body

Page 1 0f 1
TOV SUD Product Service GmbH « Certification Body + Ridlerstraiie 65 + 80339 Munich - Germany
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