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STUDY PROCEDURES 
Provide a brief description of study procedures, assessments, and subject activities. 

• Source of record or measures that will be used for any data collection (e.g., medical records, pathology, 
surveys). 

• Indicate if any research data will be included in the subject’s medical record (e.g., lab test results, drug 
assignment, or indication of study participation) 

• Describe randomization procedures, if applicable. 
• Duration of individual’s participation in the study and overall anticipated duration of the study. 
• Provide a schedule of all study assessments and subject activities, including a tabular representation or 

timeline, as applicable 
Measurements and Outcomes:  
What will you measure, how, how frequently, on what equipment, by whom and how will the results be stored? If 
you are using a survey, is this already drafted and validated?  If this is a chart review, what variables will be collected, 
and will this be done electronically or manually? If applicable, list out independent/exposure variables, primary and 
secondary outcome variables, and possible confounding variables etc.  

e.g. A structured physical health assessment and Health Intelligence assessment will be conducted by the clinician 
and practice nurse, at the medical practice. The following data will be collected from each participant at the 
baseline interview. Where available it will be taken from the patient file. Where clinical and laboratory parameters 
are missing from the patient file, procedures will be undertaken to provide the data.  

• Demographics: age, sex, income level, health fund membership, postcode, marital status 
• Diagnosed physical conditions/past medical history 
• Clinical parameters: weight, height, waist/hip ratio, blood pressure, heart rate, capillary oxygen saturation, 

spirometry 
• Health behaviors (i.e. structured lifestyle questionnaire) 


