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CASE STUDY - Al/CAD

Pivotal MRMC Trial of Al Software Detecting
Musculoskeletal Pathology

Musculoskeletal radiographs - Multi-reader multi-case - Lesion-level detection with localization

Challenge

An emerging Al company developing software to detect musculoskeletal pathology on radiographs required a pivotal
clinical trial to support FDA and European submissions. Musculoskeletal findings such as fractures are often subtle,
multiple and anatomically distributed, so the study had to score detection at the finding level with localization, not simply
at the image level, and the reference standard had to establish the location of every true finding.

Readers in the intended-use population range from radiologists to emergency and orthopedic physicians, and the
sponsor needed the reader panel to reflect that range while keeping the MRMC design statistically clean and the
reading sessions free of recall bias.

Intrinsic Imaging’s Solution

Intrinsic Imaging assembled the case set across anatomical regions and finding types with a reference standard
established by musculoskeletal radiologists using follow-up imaging and clinical records, recording the location of every
true finding so that reader marks could be scored for localization accuracy under a predefined matching rule.

A reader panel representing the intended-use population was sourced from the company's reviewer network, trained on
the marking tool and the matching rule, and read the full case set with and without Al output in a fully crossed,
randomized design with a washout period between sessions. The reading platform captured mark coordinates,
confidence scores and reading time per case.

Quality control monitored marking completeness and session compliance, the matching algorithm was validated before
scoring, and the dataset was delivered with per-finding localization scoring for the sponsor's MRMC analysis.
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Intrinsic Imaging’s Results

* Approximately 1,000 musculoskeletal radiographic cases scored at the finding level with localization under a
validated matching rule

* Reader panel of 20 spanning radiology, emergency medicine and orthopedics completed roughly 40,000 case
interpretations with and without Al

* Reference standard with documented location for every true finding, supporting localization-based figure-of-merit
analysis

* Full regulatory documentation delivered under an ISO 13485 certified quality system for FDA and European
submissions

Read the full study online: https://intrinsicimaging.com/case-studies/ai-musculoskeletal-detection-mrmc

About Intrinsic Imaging, LLC

Intrinsic Imaging is an 1SO certified medical imaging CRO and imaging core lab providing comprehensive services in support of Phase I-1V
clinical trials and Class |, Il, Il medical device trials. Intrinsic Imaging is also a world leader in conducting Artificial Intelligence studies. With
its team of more than 750 board-certified and fellowship-trained physicians, Intrinsic Imaging’s team has sub-specialization in all therapeutic
areas, including Cardiovascular, Central Nervous System,Gastroenterology, Musculoskeletal, Oncology andOphthalmology. Certified by the
British Standards Institution (BSI), Intrinsic Imaging is the only company in the world to hold five ISO certifications specifically for providing
imaging core lab services on clinical trials. For more information, please visit www.Intrinsicimaging.com.
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