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Change Proposal Form – Change Control Log

Guidance.

The Study PM will ensure that all relevant stakeholders able to effect change(s) to trial and study documentation are aware of the change proposal and control process.    

If a change is suggested that may impact on design of the study and / or associated study documents then the PM will:

Change Proposal Form:

· Forward Change Proposal template to the requester for completion (and to be returned to PM).

· Note date when completed Change proposal is received.  

· Inform the requester of review date at SIG / SMG level

· Table change proposal into Agenda at next SIG / SMG meeting

· State date approved or declined and state comments (to be completed if declined)   

· Seek signatures from CI / Sponsor coordinator and affected stakeholders

Change Management Control Log:
· Complete Change Management Control Log as from the moment all signatures are obtained

· Detail all sections in affected documents

· Indicate what documents are affected by the proposed changes.  
Change Proposal Form



	Subject:
	
	Date Created:
	

	Study Title/ Acronym:
	
	Version Date:
	

	Chief Investigator:
	
	Version Nr:
	

	Sponsor R&D Number:
	
	
	


	CASE FOR CHANGE

	Proposed Change
	Detailed overview of proposed change

	Why Change is required
	Detailed overview of reasons necessitating the change and how the change corresponds with the aims and objectives  of the project

	Intended outcome
	Detailed overview of resulting achievements and benefits

	Estimated Timeframes
	Anticipated timeframe for preparation, plan, consult, implement and evaluate

	Additional factors 
	Consider any factors crucial to the successful implementation of proposed change; need for change awareness, previous changes etc

	Estimated costs
	Complete table below

	Stakeholder Impact
	Identify stakeholders and the potential benefits and adverse effects for each

	
	Potential Benefits
	Potential Adverse Effects

	Stakeholder 1
	
	

	Stakeholder 2
	
	

	Stakeholder 3
	
	

	Staff and operations Impact
	Identify areas to be impacted by the change and the potential benefits and adverse effects for each

	
	Potential Benefits
	Potential Adverse Effects

	Process
	
	

	Technology
	
	

	Structure
	
	

	Receiver Name:
	
	Date received:
	

	Date reviewed:
	This should be the date when reviewed at SMG meeting

	Date declined:
	

	Comments:


	If declined the reason(s) must be stated.

	Date approved:
	This should be the date when approved

	Comments:

	


	SIGNATURES: APPROVAL OR DECLINED (Delete as appropriate)


	
	Name
	
	
	Date (dd/mm/yyyy)

	Sponsor Coordinator:
	
	Signature:
	
	

	Project Manager:
	
	Signature:
	
	

	Chief Investigator:
	
	Signature:
	
	

	Stakeholder 1:
	
	Signature:
	
	

	Stakeholder 2:
	
	Signature:
	
	

	Stakeholder 3:
	
	Signature:
	
	


Change Management Control Log
	
	What documents are affected by the proposed change(s)
(Indicate dd/mm/yyyy) when changes are made) 


	Protocol  / PIS/ ICF / Other Section

	Page (as appearing in tracked version) 
	Previous Text 


	Revised or new text 


	Reason for Change

	IRAS Am.
Form
	Protocol
(Y/N)
	PIS
	ICF
	Other (State)

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


	APPROVAL SIGNATURES

	
	Name:
	
	

	Sponsor Coordinator: 
	
	Signature:
	

	Chief Investigator: 
	
	Signature:
	

	Project Manager: 
	
	Signature:
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