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» Employee-owned company, Long-term player in |VD;
» Technology-driven philosophy, Recognized and supported by experts
from at home and abroad,;

» Company Goal: Keep pace with the world in PCR.
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2011

BACME
Established

2020

Standard Diagnostic

Obtained the Medical 2022

System Certifications and
Obtained the National
High-tech Enterprise
Certification

and Drug Registration Settled in the

Certificate for Blood Laboratory

Established

New Facilities

ucleic Acid Screeni

2019

BACME New Plant
Built and
SAFEMED Diagnostig
aboratory Establishe

2012
Obtained the

2021
KACME
Medical
Established

GMP Certification
and Obtained
Medical Device
Business License

Drug Production

License
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« 4 g 5 r#ﬁ%i&//
Tier-One Supplier in NAT, China - y.

> 4 Million tests/ year, by blood banks, blood product factories, hospitals and labs etc.;
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Senior Management
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Dr. Liu JinLin
Chairperson

» 8-year in investment
banking & 13-year in
industry, Led various
influential projects in
China and abroad.

> Received honors in
China, US, EU, Israel
and Canada.

(

Dr. Li ZhenYong

General Manager

> Experts granted by
Subsidy from the State
Council of China

» 36-year in the biotech
industry

i

Mr. Cao ZhenGuo
VP, MBA

» 30-year in the
marketing of IVD

BACME
HBEA M

Mr. Wang Bin

General Manager, KACME

» 11-year in IVD
instruments, Huamei
Biotech.

»10-years in Thermo
Fisher Scientific.
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Management Team

Mr. Wang YiJiang
Head of R&D
Senior Engineer

Ms. Shen Jing
Assistant GM

Mr. Ye ChengGuo Mr. Zhao Yuan
Head of Production Head of BD
Senior Engineer Senior Engineer
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Dr. Wang JunLin
Assistant GM

Mr. Zhang Yun
Head of Accounting
Senior Accountant

Mr. Ma LeZhen
Head of Instrument
Senior Engineer

BL CME
E S X X0

Ms. Zhang WenYan
Head of Quality Control
Senior Engineer
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CERTIFICATIONS

1SO9001

1SO14001
NMPA GMP 1SO45001 1ISO13485 High-Tech Enterprise
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Project Title ___Competition | _____Organizer ___|

High-sensitivity real-time fluorescence detection kit and

China Patent Excellence

State Intellectual Property Office

viral hepatitis etc.

Major science and
technology projects

applications Award
National "13th Five-Year
Prevention and treatment of major infectious diseases: AIDS and Plan" Ministry of Science and

ITechnology

SRDI (Specialized, Refinement, Differential, Innovation) “Little
Giant” Enterprises, Jiangsu Province

Provincial key support
projects

Department of Industry and
Information Technology of
Jiangsu Province

' -| The R&D and industrialization of HBV, HCV, HIV (1+2 type)

/‘ nucleic acid ultra detection kits

Provincial key R&D plan

Department of Science and
[Technology of Jiangsu Province

Entrepreneurship and innovation talents Program, Jiangsu
Province

Provincial
Entrepreneurship and
innovation talents

Jiangsu Provincial Talent
Working Group

Winners of Jiangsu Innovation and Entrepreneurship Competition

Entrepreneurship and
innovation talents
Competition

Department of Science and
ITechnology, Jiangsu Province

R&D and industrialization of CT/NG/UU 3-in-1 ultrasensitive rapid
test kit

Provincial key R&D plan

Department of Science and
ITechnology, Jiangsu Province

R&D and industrialization of MG/MH 2-in-1 nucleic acid
ultrasensitive detection kit

Provincial key R&D plan

Department of Science and
ITechnology, Jiangsu Province

HBV, HCV, HIV (1+2 type) nucleic acid detection kit (PCR-
fluorescence)

Award for Science and
Technology Advancement
Suzhou

Suzhou Science and Technology
Bureau




IAbout U A— BACME

LEELAH
¢« Independent Intellectual Property Rights
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> 1 Drug Registration Certificate, 4 New Drug Registration A o [l W] oovemes AP
Certificates will be issued ; 2

W% R AE B

B (CTCs) S0 POR PR RDI Y RIA R 28 10sch)

> 10 Registration Certificates for Class Il Medical Devices ;

> 3 National Reference Materials, including 1 Class-One

private enterprise gained Class-One Reference
Materials Production Qualification;
Numbers of nucleic acid detection reference materials were
designed and applied;

> 12 products has completed R&D and Registration Inspection, &g:l ‘?z’ﬁ‘?
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Craftsmanship

4-in-1 Test

- HIV 1/HIV 2/HBV/HCV
- Single tube, identification

- Five Channel
Mixed Test - HIV 1/HBV/HCV - Dual Internal Control
- Single tube, identification - Sensitivity: 5-501U/ml
Sy - - Five Channel
- oingle tube , multiple-tes - Dual Internal Control
. rp e_ es , - Two Channel - Sensitivity : 10-501U/ml

- Single tube Single testing - Internal control: RNA

- Internal Control: DNA or - Sensitivity : 10-1001U/ml

RNA

- Sensitivity : 50-1001U/ml
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Why the Product
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BACME Blood Screening NAT System

Configuration

Extraction

HBV/HCV/HIV Multiplex Test Kit Sample collection, nucleic acid extraction and
reaction system

Safe, reliable and efficient

nnnnnnnnn
ZENSES. MEFENE.
AXRRCHANE (1428
BN
{ PCR-TW |

S 48 I8 PAGINERT VIR

AB-T-200 Fully Automatic NA
Extractor

Amplification AB-S-200 Fully Automatic NA

Extractor

Information Management Module

A variety of quintuple
fluorescence detection platform
options

Sample information collection, test result
management and transmission

o

ABI7500

s g
y

i

LIMS blood screening

LIMS
MAEEEREEE R R management system

Effectively guarantee the
reliability and traceability
of all sample test results

SLAN-96 P/S
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BACME Blood Screening NAT System

Reagents

» The FIRST 4-in-1 blood screening nucleic
acid testing product in China;

» The FIRST HIV-2 virus nucleic acid detection

- B IR #5HE¥S20130011 prOdUCt In Chlna ;
ey LS ZEMERS. IRERS.
o AXRERIBRS (1+28 ) : !
CE BEENIAIE » Blood donor plasma screening: 8:1 pooling
( PCR-S¥¢i% )
i tests;
#0848 M (PABEMET 12006 gﬁmi”; E%EE%EF?&?"
& > Plasma screening of blood products: 48:1
— - pooling tests;

» Preoperative / pre-transfusion screening in
healthcare facilities: Single sample tests.



BACME Blood Screening NAT System

Sensitivity and Specifici
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Sensitivity (1U/mL)

Test
HBV DNA HCV RNA HIV RNA
Primary Pools 200 1000 2000
Resolution 4.2 12.5 42.3

» 100% pass in all years of participation in the NQA test (More than 5 years).
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BACME Blood Screening NAT System O Ctypes coverag, A KL 44

HBV DNA
Full coverage of HBV subtypes A, B, C,D, E, F, Gand H

HCV RNA
Full coverage of HCV subtypes 1, 2, 3,4, 5and 6

HIV RNA I & I
Full coverage of HIV-1 group M genotypes (A, AE, AG, B,
B/D, C,D, E, F, G, G/BG, H, J), group O genotypes, and

group N genotypes;
HIV-2 A CAM2




BACME Blood Screening NAT System BACME
Validity Monitoring - Dual Internal Control Monitor ﬁﬁ-_ﬁ_;‘.i%

» DNA and RNA dual internal controls monitoring, more comprehensive monitoring
of virus types, eliminating false results effectively.
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BACME Blood Screening NAT System Excellent anti-interference L EELA W
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» Tests of plasma samples with possible interfering substance by the reagent yields were
non-reactive: EDTA, sodium citrate, EDTA separating gel, triglycerides (2500 mg/dL),
haemoglobin (500 mg/dL), immunoglobulin (6 g/dL) and bilirubin (60 mg/dL);

» Tests plasma samples with possible pathogens by the reagent yields were non-reactive:
adenovirus, cytomegalovirus, EBV, herpes zoster virus, leukaemia virus, influenza virus,
hepatitis A virus, hepatitis E virus, etc.



BACME Blood Screening NAT System Extraction Platform BACME
¥ BN

» Pneumatic Pipetting: Effectively avoids cross-contamination;

» Various liquid level detection mode, fully monitoring and traceability: prevent leakage or underfilling
due to clots or insufficient liquid;

» Automatically completes the whole process from sample pooling, dispensing to extraction;

> Flexible Rotary Stirring: greatly improves the extraction efficiency;

» Enable to continue the operation after an unexpected pause.



BACME Blood Screening NAT System
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Amplification

» Real 5 fluorescence channels: without cross-interference;
» LED light source: no attenuation phenomenon;

» Maintenance-free;

» The detection result is stable, reliable and fast;

SLLAN 96 P/S » Enable to continue the operation after an unexpected pause:

X , i
48 X 2/96 Tests, 80Min power failure, crash, data transfer interruption etc.



BACME Blood Screening NAT System Testing Method BACME

A BEAH

Pooling tests

Primary pooling tests: Comprised of not more

than 48 individual samples.

: --Sample size: 25ul;
Secondary pooling test: Comprised of not more
than 8 individual samples.

--Sample size: 150ul;

Resolution Test: Individual sample detection (ID)
--Sample size:1200ul.




BACME Blood Screening NAT System Configuration and throughp BACME
B LA H
Configuration
Pooling 'and PCR, Throughput Time Lab personnels
Extraction Detection
AB-T-200/AB-5-200 | g AN 1 Each | 4464 Individual Samples | 8 Hours 3
1 Each
AB-T-200/AB-5-200 SLAN 2 Each | 8928 Individual Samples | 8 Hours 3

2 Each

» Sample pooling (including barcode scanning): Primary pooling test, secondary pooling test and
resolution test can be performed in a single batch of experiment;
» Nucleic acid extraction (including PCR master mix solution distribution): 96 extracts simultaneously;

» PCR detection: 96 amplifications simultaneously.



BACME Blood Screening NAT System

BACME
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Anti-contamination Technology

. " ] » The lab is partitioned;

» The operating table is partitioned;
o, ® ] » Professional and standard operation training;

. - » Disposable consumables, use of pipette tips with filter;

» Waste liquids and wastes are disposed of in containment;

o . - » UNG enzymes eliminate amplification product contamination.
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Rotary

Stirring
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Shake up
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BACME Blood Screening NAT System
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Anti-contamination

Technology
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Magnetic
mode

Mixing mode

Mixing leads to increase in
liguid lewvel

Risk of liquid spillage or
splashing in mixing

Anti-contamination effect

Efficiency of NA Extraction

Speed of NA Extraction

Extraction NA integrity
structures

Upper
magnetic
suction

Mild
sStirring

Loow

Excellant
High
Fast

Good

Upper Lower
magnetic magnetic
suction suction
Shaking up Blowing and

suctioning
and down

vortex
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High Higher
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Normal Lowr
Fast Slow
Poor Good




?ﬂ%ﬂ%ﬂ%ﬂ%ﬂ%ﬂ

| *\j*\j* B
| L




BACME Blood Screening NAT System BACME LIM System BACME
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» Self-developed data processing system, reliable, simple, easy to learn and convenient to use;
» Supports user authority management;

» Results are displayed graphically, with automatic result interpretation;

» Data can be backed up automatically or on demand, and can be restored accurately and fast;
» Data can be searched accurately and efficiently;

» Developable interfaces reserved for data exchange with the other existing management system.



Advantages of BACME Blood NAT Screening System BALACME

Comparison of Positive Detection Rates Across Brands A KL 44
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Cobas Cobas Proclex Procleix Kehua Haoyuan Daan
Taqecreen Tagecreen  Ultrio Assay  Ultrio Plus
MPX MPX Assay
Test, Version

2

» Nature: Scientific Reports (Nov 11, 2016), NCCL (National Center for Clinical Laboratories),;
» Based on 20 million sero-negative samples;

» The clinical sensitivity of Huayimei’'s (BACME) products is in the first tier.



Advantages of BACME Blood NAT Screening System =B34 CME

Parallel Detection Comparison with Imported System A KL 44
Table1. Positive detection contrast
BACME System .
ROCHE Compliance
system » » rate In a blood center, Bacme System and
Roche System independently test the

o 1 0 100% same 5,004 sero-negative samples.

- 0 5003 100% Compared with the Roche system, the
positive detection rate of the two systems
is consistent, the negative compliance rate

gabicENeppapy of detections is 100%, the positive compliance rate is
Inspection Number of Number of Split the Split Split Positivity 100%, and the splitting efficiency of the
t negative nucleic |pooled positive| number of t ffici ¢
system acid mixed tests pools positives HRECSRC I CICTICY aLe Bacme system is slightly higher than that
of the Roche system.
pRechc 4980 4 1 0.8%0 |  25% 0.2%0
ystem
s 4988 2 1 04%0 |  50% 0.2%o
ystem




Advantages of BACME Blood NAT Screening System BACME
Summary of Advantages #ﬁ;i%

High Sensitivity
HBV 4.2 |U/mL; HCV 12.5 IU/mL,;

HIV 42.3 [U/mL High throughput

/ 4464 samples were tested in 8 hours (48
mixed tests)

744 samples tested in 5 hours (8 mixed
tests)

96 samples tested in 4 hours (single test)

Detection mode

Single tube testing, three
results at a time
Advantages

Dual quality control and double guarantees

DNA and RNA dual quality control,
Substances such as hemog|obin’ monitoring the whole process of Sampling,
triglycerides, and bilirubin extraction, and amplification to avoid false
commonly found in blood samples negatives; UNG enzyme + dUTP system to
W_'" not.efiect on the test, even at prevent aerosol contamination and avoid
high levels "

false positives

Anti-interference———

Covering all genotypes of HBV and HCV;,
Detect both HIV-1 and HIV-2 genotypes,
including all subtypes



Advantages of BACME Blood NAT Screening System

BACME

After-sale Services ‘!f'-ﬁi-i%
O,

» Technical service team: » A warehouse of equipment » Establish a three-level

application technical hardware spare parts was response service

support + equipment established; mechanism;

maintenance and repair; » Some technical service points » Provide 24-hour repair and
> More than 50 professionals have a standing inventory of technical support;

with rich service vulnerable parts; » Achieve fast response and

experience: » Ensure rapid response and troubleshoot in the shortest
> Service network covering timely maintenance and repair possible time.

the whole country. of equipment.
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