		 
[image: ]		

MONITORING PLAN


Author:

	Name
	Designation
	Signature
	Date

	

	
	
	



Approval Signatures:

	Name
	Designation
	Signature
	Date

	
	Chief Investigator

	
	

	
	TASC Monitor
	

	

	
	Trial Manager 
	

	



	1. Study details:

	TASC (R&D) reference:

	

	EudraCT Number:
	

	Study title:

	

	CI/PI name:

	

	Monitoring plan version:

	
Version: 

Date:    
	Previous versions 
	[bookmark: Check1] |_|n/a
or Version 

	If an update to a previous version explain the circumstances
	

	Type of study:
	CTIMP |_|
	Non-CTIMP |_|

	Sponsor name:

	

	Sites:
	Single centre |_|
	Multi-centre |_|

	Proposed start date/ recruitment period/ 
follow up/ LPLV:

	


	
2. Rationale for monitoring plan:
	CTIMP
	|_|

	High risk non-CTIMP
	|_|

	Risk assessment recommendation
	|_|

	Hosted study
	|_|

	Investigator request
	|_|

	Other
  
	|_|



	

	
3. Study Oversight Committees: 
	

	

	Y
	N
	N/A
	

	Trial management group  
	[bookmark: Check9]|_|
	[bookmark: Check10]|_|
	[bookmark: Check11]|_|
	

	Independent data monitoring committee 
	[bookmark: Check12]|_|
	[bookmark: Check13]|_|
	[bookmark: Check14]|_|
	

	Trial steering committee 
	[bookmark: Check15]|_|
	[bookmark: Check16]|_|
	[bookmark: Check17]|_|
	

	TCTU management committee 
	[bookmark: Check18]|_|
	[bookmark: Check19]|_|
	[bookmark: Check20]|_|
	

	Comments: 

	



4. Study Activities:  

	

	Y
	N
	N/A

	Investigator training/Investigator meetings 

	[bookmark: Check21]|_|
	[bookmark: Check22]|_|
	[bookmark: Check23]|_|

	Validated  randomisation process 

	[bookmark: Check24]|_|
	[bookmark: Check25]|_|
	[bookmark: Check26]|_|

	Trial data recorded on validated database or sent to co-ordinating centre 
	[bookmark: Check27]|_|
	[bookmark: Check28]|_|
	[bookmark: Check29]|_|

	Central  PV reporting procedure (if CTIMP) 

	[bookmark: Check30]|_|
	[bookmark: Check31]|_|
	[bookmark: Check32]|_|

	Experienced Investigator and research team 

	[bookmark: Check33]|_|
	[bookmark: Check34]|_|
	[bookmark: Check35]|_|

	Comments:












5. Study sites:

	Study site
(please specify)
	Name of NHS Hospital/Organisation
	Expected Participant Numbers

	Site 1
	
	

	Site 2
	
	

	Site 3
	
	

	etc
	
	

	
	
	

	
	
	


Note: Should further sites be added after the monitoring plan has been written this document will not require to be re-issued.

6. Summary of planned monitoring visits and reporting:

	Site Initiation visit  |_| yes  |_| no  |_| n/a 

If yes: frequency and timing


	Detail of activities to be carried out at the Site Initiation Visit (SIV):

Example:

• A review of the Pharmacy facilities 
• Request for submission of Trial Equipment calibration records 
• Confirmation of Critical Documentation held– both regulatory and trial/site-specific 
• Obtaining confirmation that the site staff have completed the trial-specific training and are made aware of the operational requirements 


	On site monitoring visits |_| yes  |_| no  |_| n/a

If yes: frequency and timing


	Detail of activities to be carried out at the on site monitoring visits:

Example:

• Preliminary discussion with staff 
• Source data verification (SDV)
· 100% source data verification on one subject recruited to the trial per monitoring visit and any others as time allows 
· 100% consent verification (all subjects consented)
· Checking serious adverse event reporting (100% SDV)
· Inclusion/exclusion criteria check of additional subject per monitoring visit

• Sample handling and storage (if appropriate) 
• Review of the investigator site file 
• Pharmacy visit (if appropriate) including review of Pharmacy Site File  
• Documenting issues and data queries 
• Meet with site staff to discuss visit and monitoring findings 


	Remote (telephone based) monitoring visits |_| yes  |_| no  |_| n/a

If yes: frequency and timing


	Detail of activities to be carried out at the remote (telephone based) monitoring visits:

Example:

• Preliminary discussion with staff 
• Patient recruitment levels 
• Study Progress 
• Patient Withdrawals recorded 
• Serious Adverse Events reported 
• Completion of CRFs 
• Protocol Deviations identified/recorded 
• Informed Consent/availability of original consent forms/staff delegated to take Informed Consent 
• IMP and Drug Accountability Logs completed 
• Site Staff & Facilities checks 
• Investigator Site File Contents 
• Pharmacy Site File Contents 
• Source data verification facility/all CRF entries can be verified either in electronic or paper format 


	Close out visit |_| yes  |_| no  |_| n/a

If yes: timing


	Detail of activities to be carried out at the Close out visit:

Example:

· Drug accountability
· Ensure all SAEs correctly reported including SDV if required
· Final review of ISF/PSF
· Discuss with site staff on trial completion and archiving 


	Centralised monitoring |_| yes  |_| no  |_| n/a

If yes: frequency and timing


	Detail of activities to be carried out by Centralised monitoring:

	Other |_| yes  |_| no  |_| n/a



	Have any particular risks been identified for the study and how will monitoring strategy mitigate these risks?



Completed/Signed off Monitoring reports will be sent to:

	Name
	Designation

	
	Chief Investigator

	
	Local Principal Investigators (as applicable)

	
	Trial Manager (as applicable)

	
	TCTU Senior Trial Manager (as applicable)

	
	



Strategy for achieving resolution of monitoring action points:

	Resolution of monitoring action points will be requested by the monitor at the below times:

Example:
Resolution of monitoring visit action points will be requested from the site by the monitor on 2 occasions by email (approximately 1 month and 2 months following provision of report) and on one further occasion by phone call (approximately 3 months from the provision of the report).  

	In the event of non-response who will be notified:

Example:
If the site staff do not respond within 2 weeks of request at the final time of asking by the monitor (phone call) the sponsor and CI will be notified.

	Strategy for achieving complete resolution of action points:

Example:
Support from Monitor as appropriate.
Trial Manager to aid.













[bookmark: _GoBack]

7. Escalation/De-escalation of Monitoring Activity:

	Under what circumstances will monitoring activity be increased or decreased:

Example:
An escalation of monitoring requirement will be triggered in the event of a serious GCP/protocol breach or a protocol breach that would benefit from follow up by monitors (as assessed by the trial management team) or change of PI.  Additional areas of concern at the discretion of the Trial Manager/CI may also prompt a change to monitoring provision at a site.  

	How will change of activity be decided and by whom:

Example:
The situation will be discussed between the Trial Manager and/or CI and the Monitoring team in order to devise a suitable forward plan.   

	Describe how this will be documented: 

Example:
Decisions regarding site specific monitoring changes will be documented and filed in the Monitoring Plan section of the TMF/ISF/PSF.
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