	appendix B: study resource change and handover form



PURPOSE
All trials are assigned a study manager and appropriately qualified study team to perform the trial-related activities.  Changes to the team assignment during the trial must be managed to ensure the new team members are appropriately training in the trial processes.  
This standard operating procedure (SOP) describes the tracking of resources allocated to a trial and the management of changes in resources during a trial.
SCOPE
This SOP applies to all personnel conducting operational activities for a trial.
REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
DEFINITIONS
Investigator: A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a subject.  The term does not include any person other than an individual (e.g. it does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator.
Appendices
· Appendix A – Study Resource & Training Requirements Log 
· Appendix B – Study Resource Change & Handover Form.
procedure
Study manager
The PI may take on the role of study manager or assign a study manager to oversee the management of the study team.
Study team management
The study manager will establish a study resource & training requirements log (Appendix A) at the start of a trial.  This log can be used to track:
 the role and duration of involvement of each study team member, including themselves,
the date team member’s CV is sent to the sponsor (if applicable),
trial-specific training required per role including familiarization or self-training each team member performs in reading the project documents.
The study resource & training requirements log must be supported by signed training documentation e.g. signed training logs, read and understanding receipts.
There are times when a handover to another team member may be required, e.g.; if a team member is either leaving employment, or has been removed from the study team.  In such circumstances, the outgoing team member’s responsibilities are to be handed over to another team member.    
The study resource change & handover form (Appendix B) provides an overview of the handover required.  The manager is responsible for the completion of this form which must be signed by the outgoing and incoming resources, the manager and PI prior to the incoming team member assuming the trial-related responsibilities.  This form must be completed for each handover conducted throughout the life of the trial.  
The manager will update the study resource & training requirements log (Appendix A) once the study resource change & handover form and associated forms, if applicable has been completed and signed.
Filing
All forms should be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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	Sponsor Name:
	
	PI Name:
	
	Study Start Date:
	

	Protocol No./ Short Title:
	



	Name,
Position Title
	Study Role
	Date CV Sent to Sponsor
(ddmmmyyyy)
	Start Date
(ddmmmyyyy)
	Stop Date
(ddmmmyyyy)

	Professor Joan Smith, PI
	study manager
	15Nov2014
	15Nov2014
	15Dec2015

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




	Training Requirements (Add/remove columns for Roles as required)

	Project Specific Training Required
	Study Manager
	Pharmacist
	Clinical Nurse Manager
	Clinical Nurse
	back up Study manager

	Protocol
	
	
	
	
	

	Protocol Amendment 1 etc.
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Study Manager Signature/Date
(at trial end):
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	Sponsor Name:
	

	Study No./ Short Title:
	

	Study Start Date:
	



Reason for Resource Reallocation:
	



	Name of Outgoing Resource
	Name of Incoming Resource
	Role 

	
	
	

	
	
	


Is sponsor in receipt of incoming resource’s CV? [Y/N/ Not Applicable]: 
If yes, date CV provided to sponsor: 
Has project resource & training requirements log & study contact list been updated?  [Y/N]:


Details of individuals being reallocated
	



Note reason for any training deviation (i.e. training not required) from the Project Resource and Training Requirements Log (SOP: Management and Training of Study Personnel, Appendix A).   Ensure all training has been documented, signed and dated.

	e.g. informed consent  training not required as study is in close-out. 




This document and content reviewed by outgoing resource
	Name, Signature & Date:
	


This document and content reviewed by Incoming resource
	Name, Signature & Date:
	


Approved by study manager
	Name, Signature & Date:
	


Approved by PI
	Name, Signature & Date:
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