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	NHSGGC SAFE HAVEN Notification of Modification



Project Details
	Safe Haven Project ID
	

	Safe Haven Project Title
	

	Modification Number (for Safe Haven use only)
	



See the appendix for additional information.
Project Extensions – Part of this request? Yes ☐  No ☐
Request for update to project end date: 
	Proposed end date
	

	Justification for extension
	



Note: Project extensions may incur additional charges. Projects exceeding 5 years will be considered a substantial modification and require LPAC review.
Users – Part of this request? Yes ☐  No ☐
Request the addition or removal of the following Safe Haven project users:
Note. New users must share their IG certification with the WoSSH 
	Add / Remove
	Name
	Email Address
	Date of IG training completion (for new users)

	
	
	
	

	
	
	
	

	
	
	
	





Addition of Dataset or additional variables – Part of this request? Yes ☐  No ☐
Request the addition of the following datasets to the existing Safe Haven project:
	Dataset Name / variables to be added
	Reason for addition

	
	

	
	



Change to cohort – Part of this request? Yes ☐  No ☐
Request changes to the following cohorts in the existing Safe Haven project:
	Cohort
	Change (date range/include/exclude)

	
	

	
	



Other Modifications – Part of this request? Yes ☐  No ☐
For any other project changes including change to Principle Investigator, new research questions etc
	



Associated Documents
Please provide a list of all associated documents provided as part of this modification request
	





Declaration
I confirm all members of the research team have seen this completed form and agree to its content. All modifications MUST be signed by the principle investigator in order to be processed.
	Name of Principal Investigator
	

	Signature
	

	Date
	



Email to: ggc.safehaven.admin@nhs.scot

Safe Haven Review
	Date of Review
	

	Reviewed by
	

	Modification type (substantial/non substantial)
	

	Reviewer Comments
	

	Review outcome
	Approved/Rejected

	Modification review signed off by
	

	Signature
	




Appendix
Non-substantial modifications
Safe Haven projects may be amended without the requirement for Local Privacy and Advisory Committee (LPAC) review, for the following reasons:
1. The addition or removal of users
2. The extension of Safe Haven project access for up to 5 years post original approval
Substantial modifications
Safe Haven projects may be amended with a requirement for LPAC review, for the following reasons:
1. The changing of Principal Investigator
2. The extension of Safe Haven project access taking project end date to more than 5 years post approval
3. A change of a health board
Other amendments
Safe Haven projects may be amended to include any of the following, which may be subject to LPAC review depending on whether they are deemed to be substantial or non substantial:
1. Add dataset: include the name of the dataset, variables of interest and the date range being requested. Along with justification for the request
2. Data refreshes: include the number and frequency of the refreshes
3. Change to cohort
a. this can be to change an existing cohort, in this instance specify which cohort and what changes are required
b. add a new cohort. To add a cohort please provide what must be included, what must be excluded, where possible/necessary provide ICD10 or BNF codes and a date range
4. Other: this can include an additional research question using the existing project dataset. These types of modifications will be subject to LPAC review. It is recommended to discuss these types of modification with a member of the Safe Haven team. When submitting these types of modifications please provide a project summary to include:
a. Background, aims and objectives, methods and any necessary software for your workspace.
Costs
Depending on the nature of the modification there may be additional charges to facilitate its delivery. Where charges apply quotes will be provided and must be accepted before an amendment will be approved.

Acceptable IG Certification
ONS Safe Researcher: within 5 years
MRC Research GDPR and Confidentiality: within 3 years
MRC Confidentiality and Data Protection: within 3 years
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