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IND Filing

IND filing compilation service 
provided

Quality Control

Established analytical R&D and
QC platform with independent 
methodology and QC teams. 
Multiple methodology used for 
mutual validation 

Cas9-mRNA/Cas9 Protein

GMP grade with multiple options
Lowers development and production 
costs

GC-DNA

Autonomous IP capable of 
removing non-closed dsDNA 
fragments and improving yield
Column chromatography 
purification to improve GC-DNA 
purity which has greater loading 
capacity compared to ssDNA

sgRNA

Guides homologous recombination 
with high efficiency to add 
modified fragments. Good stability
simple procedure, high throughput 
and no expensive equipment needed. 
No organic residues compared to chemical 
synthesis that closely resembles
the cellular environment

iPSC Banking

Absolute class A production 
environment, fully isolated 
production process with zero 
contamination.
Mature experience in cell 
therapy products.

GMP Plasmid Construction

Scale of 10-50-200L, yield>1g/L.
Two step column chromatography 
purification with high yield, high 
recovery rate and manageable cost.

GMP Strain Bank Construction

Traceable strain bank
Original strain preserved

iPSC Cell Therapy Comprehensive Solution

uBriGene, a research and development biotechnology company established in October 2015, is committed to 

advancing and implementing cutting-edge Cell and Gene Therapy (CGT) technologies, offering comprehensive 

solutions for CGT industrialization. uBriGene’s GMP sites in both Suzhou and Jinan, China has a total building area 

of over 100,000 ft2 and dozens of plasmid, virus and cell therapy drug production lines. Overseas CMC R&D 

centers in Canada and US also provides GMP grade plasmid, AAV, lentivirus, oncolytic virus, CAR-T and iPSC 

CDMO services to CGT clients.

uBriGene dedicates in CGT CDMO services with professional technical team, comprehensive GMP system 

and proven project experience, fulfilling customers’ needs in early R&D, IIT, IND, Phase I/II/III clinical trial and 

commercialization and filing in both US and China. uBriGene delivers all aspects of one-stop CDMO services for 

CGT new drug R&D customers ranging from process development, pilot batch, engineering run to clinical scale 

production, helping customers accelerate CGT drug R&D, clinical trial and drug market launch. 

In 2022, uBriGene collaborated with several customers, resulting in the successful approval of IND 

applications by the China Drug Evaluation (CDE) for three gene therapy projects utilizing AAV vectors and one 

artificial liver product based on lentivirus vector.

uBriGene's Robust iPSC Platform

• uBriGene offers comprehensive CDMO services for iPSC therapy
products

• Extensive experience in gene editing and cell therapy product
• Patented potent  iPSC reprograming mRNA/LNP cocktail from uBriGene
• Optimized iPSC GMP production process platform and robust

regulatory-compliant Quality system
• Complete iPSC cell therapy platform from GMP strain bank 

construction, GMP plasmid construction, gene editing (Cas 9 protein or 
Cas9-mRNA, GC-DNA, sgRNA), cell bank construction, process 
development, quality control, and IND filing support
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Stem Cell Gene Editing

Multiple Rounds of Edits
Cas9, sgRNA, GC-DNA

iPSC
Monoclonal Screening

iPSC Seed Bank

iPSC Master Cell Bank

Differentiated Cell Bank
iPSC Working Cell Bank

     Over 10 years of experience 
in industrialization and filing in 
both China and US

     Provides one-stop CDMO 
services for CGT industry

Thousands of GMP system 
documents

     Comprehensive equipment 
calibration and validation system

     Full life cycle management of 
personnel, equipment, material 
and product

     Strict process control procedures

     Established production process 
for GMP plasmid, lentivirus, and 
adenovirus vectors

     Effective cost control, yield 
improvement and quality assurance

     Developed iPSC gene editing 
component production process. 
Production strictly compliant with 
GMP standards
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Non-registered research 

grade plasmid, gene 
editing components, 

development and produc-
tion of iPSC cell bank

iPSC cell therapy new drug 
clinical filing plasmid, gene 

editing components and 
cell bank development and 

production

iPSC cell therapy new 
drug plasmid, gene editing 

components and clinical 
stage I/II/III cell bank 

production

iPSC cell therapy new 
drug commercialized GMP 

production

Professional Technical Team Established Production Process Integrated QC System
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iPSC Cell Therapy Comprehensive Solution

uBriGene, a research and development biotechnology company established in October 2015, is committed to 

advancing and implementing cutting-edge Cell and Gene Therapy (CGT) technologies, offering comprehensive 

solutions for CGT industrialization. uBriGene’s GMP sites in both Suzhou and Jinan, China has a total building area 

of over 100,000 ft2 and dozens of plasmid, virus and cell therapy drug production lines. Overseas CMC R&D 

centers in Canada and US also provides GMP grade plasmid, AAV, lentivirus, oncolytic virus, CAR-T and iPSC 

CDMO services to CGT clients.

uBriGene dedicates in CGT CDMO services with professional technical team, comprehensive GMP system 

and proven project experience, fulfilling customers’ needs in early R&D, IIT, IND, Phase I/II/III clinical trial and 

commercialization and filing in both US and China. uBriGene delivers all aspects of one-stop CDMO services for 

CGT new drug R&D customers ranging from process development, pilot batch, engineering run to clinical scale 

production, helping customers accelerate CGT drug R&D, clinical trial and drug market launch. 

In 2022, uBriGene collaborated with several customers, resulting in the successful approval of IND 

applications by the China Drug Evaluation (CDE) for three gene therapy projects utilizing AAV vectors and one 

artificial liver product based on lentivirus vector.

With 

 uBriGe

process platform and regulatory  QC system. uBriGene’s iPSC 

cell therapy platform offers GMP strain bank construction, GMP plasmid 

construction, gene

material compilation to fully assist in product approval and launch.
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uBriGene, a research and development biotechnology company established in October 2015, is committed to 

advancing and implementing cutting-edge Cell and Gene Therapy (CGT) technologies, offering comprehensive 

solutions for CGT industrialization. uBriGene’s GMP sites in both Suzhou and Jinan, China has a total building area 

of over 100,000 ft2 and dozens of plasmid, virus and cell therapy drug production lines. Overseas CMC R&D 

centers in Canada and US also provides GMP grade plasmid, AAV, lentivirus, oncolytic virus, CAR-T and iPSC 

CDMO services to CGT clients.

uBriGene dedicates in CGT CDMO services with professional technical team, comprehensive GMP system 

and proven project experience, fulfilling customers’ needs in early R&D, IIT, IND, Phase I/II/III clinical trial and 

commercialization and filing in both US and China. uBriGene delivers all aspects of one-stop CDMO services for 

CGT new drug R&D customers ranging from process development, pilot batch, engineering run to clinical scale 

production, helping customers accelerate CGT drug R&D, clinical trial and drug market launch. 

In 2022, uBriGene collaborated with several customers, resulting in the successful approval of IND 

applications by the China Drug Evaluation (CDE) for three gene therapy projects utilizing AAV vectors and one 

artificial liver product based on lentivirus vector.

W ndant experience in gene iting and cell therapy produc

 uBriGene provides on p CDMO service for iPSC therapy

process platform system. uBriGene’s iPSC 

cell therapy platform offers GMP strain bank construction, GMP plasmid 

bank construction, process development, QC and 
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IND Filing

IND filing compilation service 
provided

Quality Control

Stringent in process and 
characterization QC assays

Cas9-mRNA/Cas9 Protein

GMP grade with multiple options
Lowers development and production 
costs

sgRNA

IVT sgRNA process is simplified, 
of lower cost, and no organic 
residues. 
Higher gene editing efficiency
Shorter production timeline

GMP Plasmid Construction

Scale of 10-50-200L, yield>1g/L. 
Two step column chromatography 
purification with high yield, high 
recovery rate and manageable cost.

GC-DNA

Innovative closed-loop linear DNA 
Increased stability within cells 
comparable to doggy-bone DNA, 
but without potential mutations

iPSC Banking

Absolute class A production 
environment, fully isolated 
production process with zero 
contamination.
Extensive experience in cell 
therapy products.

GMP Strain Bank Construction

Traceable strain bank
Original strain preserved
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Results
1. Modified sgRNA has better stability and higher efficiency in guiding homologous recombination compared to

unmodified sgRNA which is prone to degradation.

2. Our 3' sgRNA modification is a built-in process in the template, no additional modification step.

3. sgRNA prepared by in vitro transcription has high production yield, low cost and no organic residue compared
to chemically synthesized sgRNA.
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