
The client was looking to have an expedited USP <789> analysis for an IOL. The 

client had applied for premarket approval and was waiting for regulatory approval 

to begin their clinical trials. The regulatory body requested that particle counts be 

included in the IND application and that this was needed for approval. 

The client attempted this analysis at two other companies before contacting 

Gateway Analytical. The previous laboratories could not adequately control 

particulate contamination in the laboratory environment. At this point, the client 

was extremely focused on finding a laboratory that could accommodate their 

testing in an expedited manner and also perform their analysis in an environment 

where they were confident the testing would be successful. 

Since no regulatory guidance was provided, the laboratory had to minimize the 

particulate load to ensure that the regulatory agency would accept that the device 

was safe to use. 

The testing itself was performed at Gateway Analytical’s facility by Gateway 

Analytical staff with the support of the client onsite to determine the most suitable 

method of analysis. Being onsite eased the client’s reservations about how the 

testing was to be performed and the competency of Gateway’s staff. The client also 

was pleased with the environment in which their testing was to take place. These 

concerns stemmed from the client’s previous experiences with other laboratories 

and their efforts to find a clean, suitable working environment for the testing. 

The testing was successful, and the client provided the data obtained at Gateway 

Analytical to their regulatory agency. The client was subsequently granted approval 

to begin their clinical trials. 

CASE STUDY

USP 789 FOR AN IOL PRODUCT

EXECUTIVE SUMMARY

CLIENT GOALS: 

Gateway’s client was in need of a 
cGMP analytical testing laboratory 
that could provide testing that was 
requested by the FDA. The required 
testing was delaying their clinical 
trials from beginning on time. The 
product was an intraocular lens (IOL) 
with a cartridge injector. The testing 
required USP<789> analysis with 
the added caveat that the particle 
size include a ≥5µm size along with 
the traditional ≥10µm, ≥25µm and 
≥50µm.

KEY OUTCOMES:

The client successfully submitted 
their IND application and 
was granted approval from 
regulatory authorities to begin 
clinical trials. 

The competency of Gateway 
Analytical’s staff and facilities 
was on display and relied upon 
heavily to accommodate the 
expedited turnaround time and 
delicate nature of the testing. 
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The client attempted this analysis at several other laboratories prior to engaging Gateway Analytical. The testing at other 
laboratories was not satisfactory to the regulatory bodies. The other laboratories experienced issues at their facilities, 
issues with knowledge of the testing and issues with contamination of the samples that were submitted. 

The client needed an expedited analysis as each month that the clinical trials were delayed was estimated to cost the 
client several million dollars. The client was struggling to find a laboratory capable of handling such an expedited time 
frame. Gateway Analytical staff prioritized this testing and accommodated all of the client’s requests, working directly with 
them to ensure successful analysis. 

The client struggled with other laboratories contaminating their samples. This caused problems for the client as the 
reporting of this contamination made the regulatory authorities weary of the product itself. Gateway Analytical’s facility 
and staff performed at a high level to care for the samples and ensure that no extrinsic contamination was introduced to 
the analysis. 

THE CHALLENGES

Gateway Analytical used several methods (Light Obscuration Analysis and the Microscopic Particle Count Test, as 
described in USP <789>) at their disposal to ensure that the testing was successfully completed. Working closely with the 
client, a method was developed and tested, ensuring that the work was completed in a contamination free manner and 
produced viable and consistent results. 

Due to the urgent need for this analysis, Gateway Analytical was able to prioritize staff and laboratory space to 
accommodate both the client on site and the timelines that needed to be met. This required working hand in hand with 
the client to meet their needs. 

OUR APPROACH

“The client was extremely satisfied with both the staff and facilities at Gateway Analytical. They 
were profoundly pleased that their regulatory body accepted their application without the need 
for additional analysis.”


