
Foreign particulate matter is a common occurrence in cell and tissue 

processing The isolating of the cells from the tissue is a mechanical process 

that can introduce several types of intrinsic and extrinsic particles. The 

intrinsic and extrinsic particles need to be accounted for while performing 

the USP<788>, Method 2 analysis. 

Due to the product being human tissue and low volume, only a limited 

sample size was available for this analysis. This required a dedicated sample 

preparation procedure that would work with the limited sample volume. 

The analysts that worked on this product developed a sample preparation 

procedure by use of direct filtrations via syringe that allowed for the 

consistent and accurate analysis of this product. 

Differentiating the cellular tissue from extrinsic particle types is a key factor 

in being able to reproducibly provide consistent results. The analysts at 

Gateway Analytical were able to identify the particulate of interest and 

provide an accurate and consistent particle count to the client. 

The client had a large backlog of samples due to other labs not having the 

internal capacity to handle such a large volume of samples. These samples 

needed to be processed and analyzed for release to the clinical sites and in 

turn, the patients. Gateway Analytical worked closely with the client to create 

a workflow that allowed for a large volume of samples to be received and 

processed in a timeframe that allowed the client to release the batches. 
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CLIENT GOALS: 

A company specializing in human 
cell and tissue products needed 
to perform USP<788>, Method 2 
(Microscopic Particle Count Test) 
for release of their product batches. 
The client needed a laboratory to 
perform this high-volume testing in 
a specialized manner to ensure that 
the individual batches were suitable 
for batch release. 

KEY OUTCOMES:

Gateway Analytical analyzed  
the complete backlog of  
samples over the course of 
several months.

The client was very pleased 
with the analysis and was able 
to successfully release their 
batches. 

Gateway Analytical was able to 
scale-up staffing, facilities and 
equipment to meet the needs of 
the client.  
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The client was using a different laboratory that could not handle the volume of samples needed to clear their backlog in 
the required timeline. They had been using this lab for a number of years but were not pleased with the limited number 
of the samples that they could analyze at a time. 

The client also was not pleased with the consistency of results that the other lab produced. 

THE CHALLENGES

Gateway Analytical was able to quickly scale-up analysis to meet this challenge. This required a large training effort and 
additional resources in the form of personnel, materials, and equipment to both receive and organize the samples and 
then to process and analyze them in an efficient manner that ensured the quality of the results.  

A workflow was developed with the client that allowed the client to prioritize which samples Gateway Analytical received 
to maximize the value to the client. This prioritization allowed the client to achieve efficient analysis of their large backlog 
of samples.  

OUR APPROACH

The customer was extremely pleased with not only the quick scale-up and efficient analysis of the 
project, but also with the quality of reports, CoAs and customer communication that they received. 
This has led to a more collaborative relationship for additional products and additional analysis that 
Gateway Analytical can provide.


