PARAMETERS RESEARCH LABORATORY
pRL Pulse Oximetry and Blood Pressure Validation Studies

Parameters Research Laboratory supports medical device manufacturers with clinical
research studies for pulse oximetry, cuff-based blood pressure, cuffless blood pressure,
and wearable monitoring technologies.

Parameters Research Laboratory (PRL),
located in Broomfield, Colorado, works with
medical device manufacturers to support their
development of pulse oximeters, blood
pressure devices, and wearable monitoring
technologies. We offer comprehensive and
high-quality services that ensure the success
and integrity of clinical research projects.

Specialized Clinical Research for Medical Device Sponsors

Reliable data is essential to medical device development. Manufacturers want clinical research studies that
not only generate meaningful measurements, but also help evaluate device performance, guide technical
decision-making, and establish a clear path toward formal validation. PRL supports sponsors across
development, performance characterization, design verification, and clinical investigations with structured
studies designed to answer critical questions:

e What evidence is needed for internal development and future regulatory planning?

* How can testing be conducted efficiently without sacrificing study quality?

Core Study Areas

Pulse Oximetry Blood Pressure Clinical Research Support
Pulse oximetry studies Studies designed for cuff- Integrated sponsor support
conducted in a controlled based, cuffless, and wearable across study design, IRB
hypoxia lab environment, with technologies, with reference submission, subject
emphasis on data quality, comparison methods chosen recruitment, study conduct,
reference data alighment, to fit the device and study monitoring, and analysis to
inclusive recruitment, and objective. support participant protection,
health equity in pulse oximetry. protocol adherence, and data
quality.
Why PRL?

Sponsors choose PRL for clinical research studies that combine technical rigor with practical execution.

e Study planning aligned with ISO 80601-2-61, ISO 81060-2, ISO 81060-3, ISO 14155, FDA guidance, and
Good Clinical Practice (GCP)

e Expertise in generating accurate reference data using gold-standard methods including co-oximetry, dual
auscultation and arterial line blood pressure measurement

e Time-aligned data collection and disciplined analysis workflows that preserve data integrity for algorithm
development, performance verification, and FDA-ready reporting

e Diverse participant recruitment across skin tone, BMI, age, and other physiological targets
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Pulse Oximetr Validation and Controlled Desaturation Studies

PRL conducts pulse oximetry studies in a dedicated controlled hypoxia lab environment to support device development, performance
characterization, and regulatory body submissions. These studies are designed to generate meaningful data through stable desaturation conditions,
high-quality reference measurements, synchronized data capture, and clear performance analysis. PRL also supports inclusive recruitment strategies
to help sponsors evaluate performance across diverse participant populations and skin tone representation.

« Controlled desaturation studies following ISO 80601-2-61 - Diverse subject recruitment, including skin tone

« Development studies with a transfer standard representation using the Monk Skin Tone Scale and Individual
« Co-oximetry SaO, reference Typology Angle

« Time-synchronized data collection « SpO, accuracy analysis and reporting support for validation

Blood Pressure Validation for Cuff-Based, Cuffless, and Wearable Devices

PRL supports blood pressure validation studies for cuff-based blood pressure devices, cuffless blood pressure technologies, and wearable
monitoring systems. Reference methods are selected based on the device type, study objective, and intended use so sponsors can generate clinically
meaningful evidence for development and validation.

« Cuff-based blood pressure validation studies « Subjectrecruitment across blood pressure, age, BMI, and

- Cuffless and wearable blood pressure evaluation relevant physiologies

« Dual auscultation reference methods « Study design support aligned with ISO 81060-2, ISO 81060-3,
« Same-arm sequential and opposite-arm study approaches IEEE 1708, ISO 81060-7, and FDA guidance

« Continuous arterial line reference measurements

Human Factors and Usability Studies

PRL supports human factors and usability studies for medical devices used in clinical, home, and simulated-use settings. These studies help
sponsors identify use-related risks, refine device interfaces and workflows, and generate evidence that supports a more complete product evaluation.

« Formative usability studies « Home-use evaluation
« Summative validation support « Use-related risk identification

Clinical Research Support for Medical Device Manufacturers

Beyond individual study execution, PRL delivers protocol design, IRB submissions, subject recruitment, study conduct, monitoring, and analysis
within a quality-focused operational framework. Services may include interim and final monitoring reports, audit-ready documentation practices,
device accountability, data security procedures, and operational oversight designed to maintain participant protection, protocol compliance, and
data integrity.

Ready to Plan Your Next Study?

Whether your team is preparing a pulse oximetry study, a blood pressure validation study, or broader medical device validation studies, PRL can help
design a study pathway that is efficient, technically rigorous, and aligned with your development goals. From controlled desaturation studies to cuff-
based, cuffless, and wearable blood pressure validation, PRL’s clinical research services help medical device manufacturers generate meaningful
data and make confident decisions as they prepare for regulatory submission.
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Our Principal Investigator
Dr. Cabrera leads PRL’s clinical research programs with expertise in blood pressure, pulse
oximetry, and physiological monitoring. A board-certified anesthesiologist, he has
overseen hundreds of clinical trials, placed over 3,500 arterial lines for study conduct,
and contributed to important advances in cuffless blood pressure validation including ISO
81060-7 for cuffless blood pressure devices.

Additional services include glucose testing, respiratory monitoring, sleep-related monitoring,
motion performance, low-perfusion evaluation, and heart rate/ECG device studies.

PARAMETERS RESEARCH LABORATORY

www.parameterslab.com
Broomfield CO 80021
Linked [ (303) 993-5217



https://www.linkedin.com/company/parameters-research-laboratory-inc
https://www.parameterslab.com/
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