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1. QUALITY MANAGEMENT SCHEDULE AND TOOLS 
Describe the quality management activities and schedule, the tools used, checklists required, and the 
documentation and reporting for this study. 
 

 
 

 
Schedule of Quality Management (QM) Activities 
 

QM ACTIVITY 
FREQUENCY 

EVERY VISIT QUARTERLY ANNUALLY AS NEEDED 

Essential document review     

Subject data review     

Quarterly study review     

Annual study review     

Internal assessment review     

QM Summary report     
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TOOLS REQUIRED TO DOCUMENT QM ACTIVITIES FOR THIS STUDY 
 
 

 
CHECKLISTS REQUIRED FOR THIS STUDY’S QM PROCESS 

 
 

 
DESCRIPTION OF THE DOCUMENTATION AND REPORTING PROCESS 
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2. INFORMAL QUALITY MANAGEMENT ACTIVITIES  
Describe the site process(es) for ensuring and documenting that staff are qualified and competent.   
Note below the training and procedures required: 
 

 
 

 
INSTITUTION-SPECIFIC TRAINING 

 
 

 
PROTOCOL-SPECIFIC TRAINING 
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3. QUALITY MANAGEMENT ACTIVITIES – SUBJECTS 
Describe the processes and procedures to ensure each subject study visit adheres to the Study Protocol, before and 
after visit completion. 
 

 
 

 

SUBJECT RECORD REVIEW 
Describe schedule and process for all subject records, including but not limited to eligibility, concomitant medications, 
adverse and severe adverse events, visit compliance in adherence to the study protocol, and deviations, and study 
withdrawal or discontinuation. 
 

 
 

 
CONSENT PROCESS DOCUMENTATION AND COMPLETION 
Describe the consent documentation review process. 
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SOURCE DOCUMENTATION COMPLETION 
Describe the source document review process. 
 

 
 

 
CASE REPORT FORM (CRF) 
Describe the process for quality checks of the CRF, whether paper or electronic. If paper forms are being transferred to 
an electronic format, describe the process for review. If automatic quality check queries are being run on electronic 
files, describe the parameters. 
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4. QUARTERLY QUALITY MANAGEMENT ACTIVITIES
Describe the quarterly quality management activities or add another category for monthly activities, if required. Typical 
quarterly activities include: 

CONSENT PROCESS DOCUMENTATION AND COMPLETION 
Describe how x% of consent forms will be reviewed, per quarter. 

LAB SPECIMEN REVIEW 
Describe the specimen collection, processing, storage, and shipment review process. Reference any protocols here. 

EQUIPMENT 
Describe the review of maintenance and calibration records. 
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TESTS / ASSESSMENTS  
Describe review of documentation for specific tests and assessments for this study. 
 

 
 

 

CASE REPORT FORM REVIEW  
Describe quarterly review of case report forms, and who performs this review. 
 

 
 

 
STAFF TRAINING  
Describe staff training requirement quarterly review process. 
 

 
 

 
DOCUMENTATION REVIEW  
Describe how the site and study ensures the update of required documentation, such as the Regulatory binder, IRB 
approvals and reports, and current professional licensure. 
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5. ANNUAL QUALITY MANAGEMENT ACTIVITIES
Describe the annual quality management review activities and the process for completing them. For example, 
describe how documents and plan will be updated or reviewed annually for practical updates. 



DISCLAIMER 

Any articles, templates, or information provided by Smartsheet on the website are for 
reference only. While we strive to keep the information up to date and correct, we make no 
representations or warranties of any kind, express or implied, about the completeness, 
accuracy, reliability, suitability, or availability with respect to the website or the information, 
articles, templates, or related graphics contained on the website. Any reliance you place on 
such information is therefore strictly at your own risk. 

This template is provided as a sample only. This template is in no way meant as legal or 
compliance advice. Users of the template must determine what information is necessary and 
needed to accomplish their objectives. 
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