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Procedures & Equipment
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Patient Safety « Vital Signs Assessment « Pulmonary Function Testing « SOPs « Regulatory Compliance

Safety Data Regulatory Protocol
Integrity Compliance Adherence

Ensures participant safety Maintains accuracy of Adheres to regulatory Consistent adherence to
through standardized collected data, crucial for requirements, ensuring approved procedures and
procedures, reducing risks reliable results and trials meet legal standards equipment guidelines

throughout trials. regulatory approvals. for all stakeholders. preserves trial validity.

Vital Signs Assessment Pulmonary Function Test Essentials

Measure beats per minute accurately for Calibrate and verify all equipment is
2 cardiovascular assessment. TESTSETUP functioning correctly before use.

Assess systolic and diastolic values using Instruct subjects to avoid bronchodilators
BLOOD PRESSURE appropriate technique. PREPARATION before testing for accuracy.

Count the number of breaths per minute Guide subjects through proper inhalation
RESPIRATORY for baseline respiratory rate. TECHNIQUE and exhalation procedures.

Record all relevant measurements promptly

Record patient temperature using a DATA COLLECTION e

TEMPERATURE calibrated thermometer device.
Use a pulse oximeter to measure oxygen Compare results against baseline values
OXYGEN SAT saturation levels accurately. INTERPRETATION for evaluation and reporting.
Ensure patient is in a comfortable,
POSITIONING standardized position before recording.
Accurately record all vital sign readings

DOCUMENTATION taken at each assessment.

Ensuring Compliance with Regulatory Standards

« Obtain ethics committee approval and ensure informed consent prior
to study start.

» Maintain data integrity by ensuring accuracy and reliability of all
collected data.

« Follow the approved study protocol strictly without making
unauthorized changes.

« Report adverse events and safety findings promptly and accurately
throughout the trial.

« Ensure all staff are trained per regulatory requirements and conduct
regular monitoring visits.

- Maintain detailed records of all trial-related activities, equipment use,
and documents.
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