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A Short Guide to Implementing
“Best Practice Criteria Testing”

for Stem Cell Therapy

Introduction

“Best practice criteria testing” for stem cell therapeutic products involves combining all of the knowledge 
regarding the “active” constituents or components of a product with the best available, but not necessarily 
the most advance, readout system that can be standardized and validated. “Best practice criteria testing” 
should provide the most scientifically sound and meaningful data on a product that can be used for clinical 
purposes. This can only be achieved through proper standardized methodologies.

“Minimum Test Criteria” versus “Best Practice Criteria Testing”
“Minimum testing criteria” refers to the most basic types of testing that can be performed. Examples would 
be cell count and viability. These are basic parameters that are required to perform other assays. However, 
assays that are not standardized (do not have standards and controls) would also be considered “minimum 
testing criteria”.  

In contrast, “best practice criteria testing” implies that a test or assay incorporates standards and controls 
and that it includes quantitative measurement. This, in turn, allows an assay to be validated so that the user 
knows the results can be trusted.

Requirements for “Best Practice Criteria Testing”
The requirements to achieve a “best practice criteria testing” include, but are not limited to:
•	 Instrument-based signal detection readout
•	 Quantitative data
•	 Inclusion of an internal and/or external standard that allows a standard curve to be performed
•	 Inclusion of controls
•	 Determination of acceptance/rejection values
•	 Determination of value ranges for a specific assay parameter
•	 Potential to validate the assay (accuracy, sensitivity, selectively, reliability, reproducibility, robustness)
•	 Ability to accurately and reliably measure the “active” target components
•	 Ability to compare data over time

All HemoGenix® ATP bioluminescence assays have been designed to promote “best practice criteria testing”. 
These include HALO®-96 PCAEQ, STEMpredict™, HALO®-96 SPC-QC, HALO®-96 PQR/PRS and HALO®-96 PMT 
assays for hematopoietic stem cell therapy applications and MSCGlo™-96 HuSP and MSCGlo™-96 PQR/PRS 
for regenerative medicine applications.

To find out how to promote and implement “best practice criteria testing”, contact HemoGenix®


