	[image: image1.png]University of | :m;-mc;umm
P lttsburg Ofrenof Reearcn rovacions



 

	

	Document Type: Standard Operating Procedure
	SOP Area: Compliance Activity

	Topic: Report Rating
	SOP #: I-A-13



EVALUATING AND RATING COMPLIANCE ACTIVITY REPORTS
1. PURPOSE

To define the procedures utilized to evaluate and rate compliance activity reports.
2. SCOPE

This procedure applies to compliance activities performed by the ECS-HSR Division.
3. RESPONSIBILITIES
The ECS Director or their designee are responsible for evaluating and rating compliance activity reports.
4. PROCEDURES
4.1. Compliance activity reports are evaluated and rated using a four-tier system, and ratings are recorded in the REDCap Project called Compliance Activities.
4.1.1. No Action Required: No issues were identified that require action by the study team.
4.1.2. Action Required by Study Team: Actions are required by the study team, which include but are not limited to participant or regulatory record query resolution and protocol modification. 
4.1.3. Minor Findings: The report content outlines deviations which may not require an RNI Submission. Minor findings require action from the PI and review by CARS. 
4.1.4. Major Findings: The report content outlines deviations which may require an RNI submission. Major findings require action from the PI, review by CARS, and may require review by IRB EC. 
5. REFERENCES/DOCUMENTATION
Not applicable 
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Examples of Consent Findings 

	Minor Findings 
	Major Findings 

	· Consent Process note missing

· Consent form not current IRB approved version or missing footer but no substantive changes 

· Consent form not dated and/or timed by participant or other required signatories (e.g. parents, legally authorized representative) 

· Consent form not dated and/or timed by qualified study team staff 

· Other 
	· Failure to obtain informed consent 
· Consent process not implemented as outlined in the protocol

· Consent form not current IRB approved version with substantive changes 

· Consent form not signed by participant

· Consent form not signed by other required signatories (both parents or legally authorized representative) 

· Consent form not signed by licensed physician investigator for study that involves drug, device or surgical procedure. 

· Consent form not signed by investigator or qualified study staff as approved by the IRB
· Consent form missing 

· Failure to obtain continued consent as required by the IRB for children or decisionally impaired 

· Failure to obtain reconsent with new risks identified or significant change in subject facing procedures. 

· Other  



Examples of Protocol Adherence Findings 

	Minor Findings 
	Major Findings 

	· Visit or limited visits conducted out of window

· Research labs not done 

· Questionnaire / Survey not completed 

· Research activities not completed due to subject non-compliance or refusal 

· Missing source / documentation to verify study procedure(s) assessments (not related to safety or major study endpoints)
· Other  
	· Missed research assessments required for safety or major study endpoints 

· Safety f/up visits not scheduled by the study team

· Dosed outside protocol guidelines (incorrect treatment) 

· Device used outside of approved protocol 

· Use of prohibited concomitant treatment 

· Participant enrolled prior to completing baseline assessments 

· Ineligible participant participated in study intervention 

· Research activities done prior to IRB approval or during a lapse of IRB approval

· Other 



Examples of Regulatory Findings  

	Minor Findings 
	Major Findings 

	· Delegation of authority log updates needed 

· Expired CITI training 

· Form FDA 1572 updates needed 

· Missing financial disclosure 

· Missing protocol training 

· Outdated CV or medical license 

· Other missing essential documentation 
	· Lapse of IRB approval 

· Not Conducting DSMB meetings per protocol 
· Missing financial disclosure (in the presence of an SFI)
· Conducting study procedures without protocol training 

· Other 
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