
Monitoring Plan – Recommended Documentation Process
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Protocol
Prospectively including the Monitoring Plan (MP) within the protocol will ensure that this is approved by Health Canada at the beginning of the clinical trial.  This approach may be of benefit to all trials conducted by the academic sponsor/investigator.  An example is provided below.  This should be backed by procedures and documentation which can be provided to Health Canada during inspections.
For example, the protocol could state the following and then be supported by appropriate documentation:  
The sponsor will conduct central and on-site monitoring according to the Monitoring Plan, Standard Operating Procedures (SOPs), or other documentation as applicable.  This will include, but is not limited to, review of ethics and essential documentation, pharmacy information, and patient data as applicable. Note:  Research Groups should include additional detail within the protocol or as an appendix to the Protocol as detailed below.
Appendix to the Protocol

If the MP is not included within the text of the protocol as indicated above, the MP (or SOP or other documentation as applicable) should be included as an appendix to the Protocol.  
Monitoring Plan – Example
The ISCT recommends the key review components below be included in the Monitoring Plan (MP).  This should include whether review is required and location (central, on-site), as well as the percentage review required and frequency of review.  

Sample Table for MP
	
	

	Review Component
	Review Location & Percentage
	
	

	
	Central Review

(Y/N)
	% Central Review
	On-Site Review (Y/N) 
	% On-Site Review

	Frequency of Review
	Details / Comments

	Ethics Documents
For Example: Initial Approval, Amendment Approvals, Annual Re-Approval, Safety Report and Investigator Brochure/Product Monograph Submissions
	
	
	
	
	
	

	Essential Documents
Essential Document Review as detailed in Section 8 of ICH GCP
	
	
	
	
	
	

	Training

For Example: GCP, Canadian Food and Drug Regulations Part C Division 5, Protocol Specific Training
	
	
	
	
	
	

	Standard Operating Procedures
	
	
	
	
	
	

	Pharmacy
Drug Accountability receipt, dispensation, destruction/return, and temperature monitoring 
	
	
	
	
	
	

	Informed Consent
	
	
	
	
	
	

	Protocol Compliance
	
	
	
	
	
	

	Study Data Source Data Verification(SDV)1
	
	
	
	
	
	


1- Define critical data elements for SDV in the Monitoring Plan.
The ISCT recommends also key categories below be described in the Monitoring Plan (MP) or SOP.  

· Determination of Central versus On-Site Review
· Process for SDV including critical data elements, percentage review, and frequency

· Reporting of review findings and management of non-compliance

· Increase or decrease in review requirements (percentage, or frequency) based on findings should be defined
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