
Reagent sourcing becomes significantly more 
challenging when transitioning from preclinical 
use to serving as a raw material for clinical 
manufacturing. Scientists often use reagents 
(such as proteins and antibodies) that provide 
optimal results during the development phase 
but do not meet the stringent guidelines 
required for manufacture of cell therapies. 
Advancing to clinical manufacturing involves 
numerous considerations, from scaling up 
production to coordinating with suppliers and 
regulatory agencies.

Quality Reagents
To support cell therapy developers, 
Bio-Techne provides “off-the-shelf” 

GMP grade reagents that are 
manufactured similarly to research 

use only (RUO)-grade materials.

Optimal Function
Bio-Techne researchers standardize the 

bioactivity of each GMP and its  
RUO equivalent protein using  

internal standards, ensuring the most 
predictable functionality during  

process translation.

Case

• A client using an RUO antibody 
for isolating cells of interest in 
preclinical studies wanted a GMP-
grade version for use in a phase  
1 clinical trial.

Problem

• The antibody was not manufactured 
under animal-free conditions and 
was not suitable for use in their 
manufacturing process.

• The client was not the owner of the 
antibody sequence and did not 
have the ability to sub-license for 
producing a GMP-grade antibody.

Solution

• Bio-Techne discussed the licensing 
of the antibody sequence with  
its owner.

• Bio-Techne negotiated a contract 
that allowed the RUO antibody to 
be modified, converted to GMP-
grade, and manufactured at the 
required scale.

Case 

• The client used a protein and 
an antibody from two different 
suppliers for the preclinical 
development of a cell therapy but 
preferred a single GMP supplier to 
support clinical studies.

Problem

• Supply chain and manufacturing 
inconsistencies between the two 
reagents and suppliers could affect 
the quality and availability of the 
final product.

• The client was required to 
coordinate deliveries and align 
quality assurance systems for  
both reagents.

Solution

• Bio-Techne became the single 
supplier of both GMP reagents 
by manufacturing both products, 
simplifying the client’s workflow.

• Bio-Techne updated the certificates 
of analysis, quality control testing, 
cell line testing, and analytical 
testing, and also provided 
organized documentation for 
Investigational New Drug (IND) 
filing with the FDA.

Defining Specifications for High  
Quality Reagents

Case

• The client enlisted a contract 
manufacturing organization (CMO) 
to produce an RUO protein from a 
proprietary protein sequence.

Problem

• The CMO provided a pure 
and active protein product for 
preclinical testing but could not 
convert the protein sequence to a 
GMP product for phase 1 clinical 
trial testing.

Solution

• Bio-Techne received the customer’s 
proprietary plasmid and leveraged 
recombinant protein development 
expertise to enhance expression 
levels and optimize the  
purification strategy.

• Bio-Techne implemented robust 
quality assurance practices to 
establish the documentation and 
process validations required to 
convert the protein from RUO to 
Animal-Free GMP.

• Bio-Techne filed a Drug Master 
File (DMF) to support the client 
throughout development and phase 
1 clinical trial.

Scaling and Fitting Product to Process

Advance to the Clinic
Bio-Techne is committed to 

delivering solutions that enable 
cell therapy developers to advance 

their therapies to the clinic. We 
support the custom development 

of raw materials with dedicated 
project management to ensure the 

success of every custom project.
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Contact Us

Strong Partnership and Project Management
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Streamline Translation  
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