
SUPPORTING YOU FROM 
BENCH TO CLINIC TO MARKET

LuinaBio is one of Australia’s most experienced 
biopharmaceutical contract manufacturers

YOUR KEY TO PROCESS DEVELOPMENT 
AND CLINICAL MANUFACTURING  

Our services provide cost effective process development 
and manufacturing of your GMP clinical trial material. 

We offer  rapid technology transfer, scale-up development 
and manufacturing of recombinant proteins and 

Live Biotherapeutics at up to 500L scale for the preparation 
of API to provide seamless supply for your clinical trials

Contact us via our web site, www.luinabio.com.au 
email us at enquiries@luinabio.com.au  

call +61 7 3273 9176 to discuss our services.

CONTACT INFORMATION
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PROVEN TRACK RECORD
We have worked successfully with small, mid tier and large pharmaceutical 
companies across all phases of clinical development. LuinaBio has developed 
on going relationships with many clients.  

IMPECCABLE INSPECTION HISTORY
To date we have been inspected and audited by the TGA, APVMA, health, 
safety and environmental agencies including the OGTR and AQIS and by 
our customers and their consultants. LuinaBio has never received a critical 
observation in the company’s history.

STRONG REGULATORY SUPPORT
LuinaBio delivers comprehensive reporting and documentation for process 
and method development. Our quality system generates all necessary GMP 
documents which are in compliance with applicable regulatory guidelines.

COMMERCIAL SENSITIVITY AND IP
LuinaBio values the importance of protecting IP for the client. All project 
and confidential information is handled with care and intellectual roperty 
contractual arrangements typically ensure our customers own all results and 
IP generated.

FLEXIBILITY
We understand time to clinic is a critical success factor for biotech companies.  
LuinaBio is structured to be responsive to our client needs and offers flexibility 
that larger CMOs cannot.

EFFECTIVE COMMUNICATIONS
LuinaBioproject management is tasked with keeping the project on track 
and communicating project progress regularly with clients. Regular meetings 
are conducted by the project management team at the convenience of our 
clients.

OUR TEAM
Our experienced team of scientists deliver our clients products and project 
work on time and on budget. All our highly qualified team has substantial 
experience and knowledge in a broad range of bioprocess unit operations 
as well as aqueous chemistry, production of cellular products, vaccines, 
recombinant proteins, carbohydrates, other biomolecules and bio-conjugates.

COST EFFECTIVENESS
LuinaBio understands the need to control costs in early phase clinical 
development. We have developed a cost efficiency strategy that enables 
us to offer highly cost effective services to support our clients through their 
development challenges.

8 KEY REASONS FOR CHOOSING LUINABIO

PROVEN TRACK RECORD 
We have worked successfully with small, mid tier and large 
pharmaceutical companies across all phases of clinical 
development.  We deliver our clients products and project 
work on time, on spec  and on budget.

OUR TEAM 
Our highly qualified team has substantial experience in the 
development and productions of recombinant proteins, live 
biotherapeutics, vaccines and more . 

IMPECCABLE INSPECTION HISTORY 
To date we have been inspected and audited by all relevant 
agencies and by our customers and their consultants with 
flattering results. 

STRONG REGULATORY SUPPORT 
We deliver comprehensive reporting and documentation 
for process and method development. Our quality system 
generates GMP documents in compliance with PIC/s 
guidelines. 

COMMERCIAL SENSITIVITY AND IP 
We value the importance of protecting IP for the client. All 
project and confidential information is handled with care. 
We do not retain any IP generated. 

EFFECTIVE COMMUNICATIONS 
Our project managers keep your project on track and 
communicates regularly with you. Regular meetings are 
conducted at the convenience of our clients. 

COST EFFECTIVENESS 
We offer highly cost effective services to support our clients 
through their development challenges. 

FLEXIBILITY 
We are  structured to be responsive to our client needs and 
offer flexibility that larger CDMOs cannot. 
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SERVICES KEY FACILITIES & EQUIPMENT

Luina Bio is Australia’s 
most experienced 
biopharmaceutical CDMO’s.

We perform GMP manufacture of:

• Recombinant proteins & vaccines
• Live Biotherapeutics
• Human & veterinary products
• Aerobic and fully anaerobic

fermentation,
BSL-1 BSL-2

More specifically Luina Bio carries 
out microbial aerobic and anaerobic 
fermentation, technical transfer, cell 
banking, process development and 
validation, analytical development, 
GMP production and stability studies.

EXPERIENCE

• Fermentation at 5L, 30L, 75L and 500L
scale both aerobic and anaerobic

• Fed batch capabilities
• Cell recovery by discrete continuous

centrifugation	or	ultrafiltration
• Ultrafiltration
• High pressure homogeniser for cell

rupture
• Chromatography

• AKTA 100 system
• AKTA Biopilot
• AKTA Bioprocess skid
• Chromatography columns to 200L

• Final	product	filtration
• Lyophilisation bulk up to 40L

Through its 20 years’ experience 
Luina Bio has provided 
development and production 
services to clients based in 
America, Asia, Australia and 
Europe. Our clients include 
biopharmaceutical development 
companies, research institutes, 
veterinary companies and 
Universities. 

RECENT PROJECTS INCLUDE:

• Recombinant protein from
E.coli for a phase 3 trial in
the US under IND.

• Production of anaerobic live 
Biotherapeutics for a Phase 1 
trial in the US under IND.

• Recombinant protein from E.coli 
conjugated to a carbohydrate for 
a phase 2 in the US under IND 
and phase 2/3 trial in the EU.

• Fermentation sourced 
semisynthetic carbohydrate
for a phase 3 clinical trial in Asia.

• Whole cell killed vaccine for
a phase 2 trial in the US and 
Australia under IND.


