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Monitoring Plan Template
This Form must be in conjunction with R&D/S08 (Monitoring)
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This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Reviewers
	Details of significant changes

	1.0
	21st October 2009
	
	

	2.0
	19th March 2012
	
	Change of Author and SOP Controller

	3.0
	15th April 2013
	
	Removal of references to the North and East Yorkshire R&D Alliance

	4.0
	8th December 2014
	
	Total redraft necessary

	5.0
	17th August 2017
	
	Change of author & redraft in line with R&D SOP/S08

	6.0
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	Change of author.  Change of link to R&D website. More sections made available for edition. Other minor changes.

	7.0
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MONITORING PLAN

IMPORTANT:  To be used and read in conjunction with R&D/S08 

	
Study Title
	

	
Sponsor 
	

	
Chief Investigator


	
	IRAS Number


	

	
REC Reference


	
	EudraCT Number (if applicable)
	


Reason for Monitoring 

The primary objective for conducting monitoring visits is to ensure that the rights, safety and well-being of the trial subjects are being observed as the most important considerations and that they prevail over the interests of science and society. Therefore, the monitoring visits will ensure that the trial documentation is present, complete and in accordance with the principles of GCP and applicable regulations.  

1.    Study Summary 
	
Primary Objective
	

	Study Design
	

	Timeline 
(Planned Start/End Date)
	

	
Recruitment Target
	

	
Number of visits/ frequency
	

	Study Treatment/ Intervention 
	

	
External partners Involved
	

	
CRF (paper/electronic)
	

	
Number of investigator sites 
	


2.     Study Contacts 

	Job Title 
	Name 
	Contact Details 

	
Chief Investigator


	
	

	Study Co-ordinator/ Manager 

	
	

	Pharmacy (if applicable)

	
	

	Laboratory (if applicable)

	
	

	Radiology (if applicable)

	
	

	Other 


	
	

	Sponsor Representative


	
	

	Research Monitor


	
	


3.     Monitoring methods and frequency of visits for this study
The frequency and method of monitoring visits for this study have been determined on the basis of a risk assessment carried out by the Research Advisor (or other delegated individual) and CI.  The study will be monitored in adherence to the York and Scarborough Teaching Hospitals NHS Foundation Trust Standard Operating Procedures for monitoring Trust sponsored studies. 

For this study the monitoring methods and frequency are outlined below. 
	Method of Monitoring 
	Frequency / timing 
(Delete as appropriate)

	Initiation Visit 
(On site visit/ teleconference/videoconference/ not required)
	On site visit/ teleconference/videoconference before recruitment begins. / Visit not required due to….(specify).

	Interim monitoring
(On site visit/ remote monitoring/ combination of both)
	Frequency and method of monitoring to be informed by risk assessment:

Enter here the proposed methods and number of interim visits and also the anticipated scheduling of these visits.  
Include any requirements to undertake an interim visit at an early stage of the study (e.g. after the first x patients).  
Include any situations (e.g. Phase 1 or high risk studies) where continuation of recruitment into the study may be dependent upon scheduled monitoring visits being arranged/ undertaken or reported.]

	Heightened monitoring/ Reduced monitoring
(Changes to frequency and/or methods of monitoring/    Further investigation into a suspected serious breach/ Further investigation and CAPA/ ‘For cause’ monitoring/ Terminate the investigator site and notify competent authority and/or REC)


	The above scheduled Monitoring Visits may require adjusting due to protocol amendments & changes to risk assessment/ participants recruitment rate/quality concerns/GCP and/or Protocol compliance issues/ staff changes.

Escalation procedure as listed in R&D/S08 (section 4.2) should be followed to trigger heightened or reduced monitoring.

An increase or decrease in frequency of interim visits and/or changes to monitoring methods must be agreed with the study sponsor and the amended monitoring plan notified to R&D Group. 

	Close-out monitoring visit
(On site visit/ remote close out via checklists)
	On site visit/ Remote close –out via use of study specific checklists after the end of study date (as specified in the study protocol). 


4. Initiation Visit 

The following activities will be carried out by the Monitor/Trial Co-ordinator during the initiation visit in accordance with R&D/S08 (delete/add as appropriate):
· Review Investigator Site File – R&D Monitor to check all essential documents in ISF; 

· Protocol 

· Consent forms & Patient Information Sheets (ensure correct versions are filed)
· Blank Case Report Forms/ or access to e-CRFs

· Details and access to randomisation system 

· Delegation Log & training certificates, Screening & Enrolment Log

· Approved version of IB/SmPC 

· AE/SAE Log & Report Forms, Log/Forms for reporting and documenting Protocol/GCP breaches
· Amendments Log
· Regulatory approvals 
· Confirmation of Capacity and Capability 
· Other ………
Discuss:
· Monitoring Plan with investigator team

· Overview of the Protocol/ applicable SOPs and discuss consenting, discontinuation and withdrawal process
· Primary and secondary endpoints 

· Randomisation procedures 

· Definitions of Source Data

· CRF completion procedures, data collection, file notes 
· Data management

· Safety reporting requirements and responsibilities
· Documenting and reporting breaches/deviations 
· Receiving and implementing amendments
· Pharmacy: Qualified Person Release documentation (CI site), handling and dispensing of IMP’s; Overview of pharmacy processes 
· Handling of samples; Overview of lab processes 
· Equipment 
· Other …….

The Monitor/Trial Co-ordinator should also undertake a review of the Sponsor File and ensure it is complete.
5. Interim monitoring conducted at [insert number] weeks/months or after [insert number] of patients
The following activities will be carried out by the Monitor during the interim monitoring visit (delete/add as appropriate):
· Preliminary or end discussion with study CI/PI/ research team (study progress and recruitment, staff changes, amendments submitted, any other identified issues)
· Laboratory visit 

· Review of Laboratory File 
· Sample handling arrangements
· Sample storage and handling arrangements
· Pharmacy visit 

· Review of Pharmacy File

· Prescriptions check (checked against delegation log)

· Drug Accountability/shipment/ evidence of IMP destruction 

· IMP storage and handling 
· Source Data Verification 

· 100% source data verification on at least the first patient recruited to the study 
· Data checking: missing data/ CRF data verified against source data – Monitor to SDV CRFs for at least ..XX% ..of participants  
· Participant Eligibility – Monitor to SDV Eligibility for at least ..XX % of patients

· Consent forms – Monitor to check validity of consent forms for at least  ..XX% of participants 
· Review of Investigator Site File and Sponsor File
· Study documentation up to date
· Delegation logs
· Screening logs 
· Recruitment logs

· Safety reports/reconciliation of investigators AE/SAE Log with Sponsor’s records
· Amendments and completed amendments log 
· Review of recorded/identified Protocol/GCP breaches 
· Check if all findings from previous monitoring visits have been addressed.
· Review the Sponsor File on at least one occasion during the study.

NOTE: After each monitoring visit the Monitor will: 

· Discuss any significant issues immediately with the Research Advisor and/or Head of R&D (sponsor representative). Significant issues or potential risk issues will be escalated to the R&D Group and/or immediately within the organisation.

· Report to the Sponsor, within 24 hours of becoming aware of them, any individual events, or series of events that s/he considers may be a Serious Breach of the Protocol, GCP or other urgent issues the Sponsor should review carefully.
6. Heightened or reduced monitoring and/or changes to monitoring methods
This section is to be completed when changes to the above interim Monitoring Plan have been considered as appropriate. Refer to R&D SOP/S08 (section 4.2)

Reason: ………………………………………………………………………………
Changes/ actions to be taken (delete as appropriate):
*Changes to frequency and/or methods of monitoring (specify):

* Further investigation into a suspected serious breach

*Further investigation and CAPA/ ‘For cause’ monitoring

*Terminate the investigator site and notify competent authority and/or REC
Agreed with the study Sponsor representative:

	
	

	Sponsor Representative Signature: 
	

	Date: 
	   

	Name (Printed):   
	   


The amended Monitoring Plan notified to R&D Group:
	Research Monitor Signature: 
	

	Date:
	

	Name (printed): 
	


7. Closeout visit

On –site/ Remote closeout monitoring visit will be conducted at ….. (the end of study as specified in the trial protocol). 
The following activities will be carried out by the Monitor during the on site close out visit / remote monitoring conducted via study specific checklist (delete/add as appropriate):

· Full scrutiny of the study ISF and TMF
· Collection of randomisation codes 

· Final IMP reconciliation and review of Pharmacy File

· Final review of Labs File and sample handling 
· Archiving arrangements 

· Other 
	Research Monitor Signature: 
	

	Date:
	

	Name (printed): 
	

	
	

	Sponsor Representative Signature: 
	

	Date: 
	

	Name (Printed): 
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