
Medical Metrics, Inc. Announces Involvement
in ReOpen CRS Clinical Trials

An illustrative example of mucosal thickening

quantification in the maxillary sinuses

HOUSTON, TEXAS, UNITED STATES, May

13, 2024 /EINPresswire.com/ -- Medical

Metrics, Inc. (MMI) is proud to have

partnered with Optinose® on their

chronic rhinosinusitis (CRS) clinical

program and congratulates the

Optinose® team on receiving U.S. Food

and Drug Administration (FDA) approval

for the XHANCE® nasal spray after the

ReOpen clinical trials. MMI also extends

its thanks and appreciation to its key

opinion leaders, independent

radiologist reviewers, and scientific

consultants who were instrumental in

running a compliant and high-quality

image analyses program in support of

the ReOpen trials. 

"MMI was a pivotal partner in this

clinical development program.  They

worked alongside us in not only

developing the methodology but we

worked hand in hand as the trials were ongoing to ensure that the imaging analysis was done at

the highest standards." 

- John Messina, PharmD, SVP Clinical Research and Medical Affairs, OptiNose Inc.

CRS affects up to 16% of the United States population, triggering both direct healthcare burden

and indirect costs to quality of life. The total economic burden to the US has been estimated to

be around $65 billion (Caulley et al, 2015). This substantial consumer base fuels ongoing

innovation in rhinology, driving the search for interventions and treatments for long-term

management of CRS. 

Visual, categorical CT-based scoring systems such as Lund-Mackay (LM) or its Zinreich

Modification have been in use for several years for qualitative CRS staging. Yet, capturing change
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in treatment effects based on such grading systems may be suboptimal due to the broadness of

each categorical grade level. The subjective nature of these evaluations may not necessarily

correlate with a patient’s clinical symptoms (Garneau et al, 2015). Ultimately, the effectiveness of

categorical techniques utilized to monitor long-term changes will influence imaging outcomes,

underscoring the necessity for more objective measures. This need to objectively quantify and

characterize CRS disease progression (e.g., changes in mucosal thickening, percent opacification

of sinuses, etc.) has elicited a paradigm shift in treatment development and research into

characterizing the efficacy of treatments.

In an effort to objectively measure CRS treatment effects, MMI developed a validated, semi-

automated 3D analysis methodology to measure mucosal thickening volumes of the sinuses

utilizing thin-slice CT scans. The advantages of volumetric analysis are many-fold. Using a

volumetric approach permits greater objectivity, correlates better with clinical symptoms, and

provides higher sensitivity to detect changes over time (Pallanch et al, 2013). Reacting to the

recent FDA approval of the XHANCE® nasal spray (ReOpen) trials that used volumetric analysis as

a co-primary endpoint, MMI Director of Client Services, Vijay Ramu, MS, MBA stated: “Volumetric

analysis is quickly becoming the gold standard for characterization of CRS due to its ability to

provide accurate, reliable, sensitive, and reproducible results. This is a game changer for the

rhinologic community with its potential to detect differences that might otherwise be missed

using conventional categorical grading systems.”

About Medical Metrics:

Medical Metrics, Inc. is an ISO 9001:2015-certified provider of independent imaging core lab

services and a leading core lab for clinical trials and associated scientific consulting. MMI assists

sponsors with designing and executing the imaging strategy of their global trials through our

responsive trial management team, robust operating infrastructure, and world-class imaging

expertise. More information about MMI’s Otolaryngology expertise and its Services can be found

at www.medicalmetrics.com.
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