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University of St Andrews Research Governance 
Sponsorship Review 

Early in process consider whether a case review meeting should be called i.e. with CI, Res Gov, TTC, RBDC, H&S, Insurance (as appropriate)

	CI name (username)
	i.e. Dr Jo Blogs (jb1)

	Working title
	

	School
	

	IRAS reference
	

	Any other reference
	

	Research in NHS definition?
	☐

Documents required for review
	Document
	Required?
	Included?
	
	Document
	Required?
	Included?

	Protocol
	YES
	Select	
	Advert
	Select	Select
	CVs (HRA format)
	YES
	Select	
	Questionnaires/interview schedules
	Select	Select
	IRAS form draft
	YES
	Select	
	Intervention / test / treatment schedules
	Select	Select
	PIS
	Select	Select	
	GP Letter
	Select	Select
	Consent
	Select	Select	
	Risk assessments
	Select	Select

Study details
	Review criteria
(only tick the YES box once satisfied)
	YES
	Comments 
Briefly summarise any details and give reason if ‘no’ or ‘N/A’

	
	
	Funding 
Check: Protocol, otherwise with CI

	Are arrangements in place for adequate finance?
	☐	

	
	
	Study design 
Check: Protocol, IRAS

	Are the aims and objectives of the study clear?
	☐	

	Has other relevant research been considered? (i.e. lit review)
	☐	

	Do the methods and study design seems appropriate to the aims and objectives?
	☐	

	Are the inclusion and exclusion criteria clear and appropriate?
	☐	

	If quantitative, has a power calculation been included?
	☐	

	If qualitative, is the theoretical framework understandable to a lay/medical reviewer?
	☐	

	Has appropriate peer review been described? (This may be through funder review)
	☐	

	
	
	Risks and benefits – 
Check: Protocol, IRAS, PIS
Implications: REC approval, Risk assessments

	Are the risks and benefits clearly described?
	☐	

	If there are risks, is there a clear description to how these will be mitigated or why they are acceptable?
	☐	

	
	
	Roles and responsibilities – 
Check: Protocol, IRAS, PIS, CVs
Implications: Informed consent, REC approval, insurance 

	Have the roles and responsibilities of the research team been clearly defined?

	☐	

	Is it clear who will be recruiting and obtaining consent from participants?
	☐	

	If this is someone involved in the participants clinical care, have they considered the influence this may have on consent?
	☐	

	[bookmark: _GoBack]Are the members of the research team qualified, formally or by experience, for their roles and responsibilities?
	☐	

	Is there at least one person with clinical experience involved in the project? If not, consider adding
	☐	

	
	
	Centres and sites 
Check: Protocol, IRAS
Implications: OID, R&D approvals, Insurance, Contracts

	Is it clear if the study is single centre or multicentre?
If multi – is a PI named for each site?
	☐	

	Is there a clear description of the sites involved and are they appropriate?
	☐	

	Are any non-NHS and non-USTAN sites involved?
	☐	

	
	
	Activities and timelines
Check: Protocol, IRAS, PIS

	Is it clear what activities will take place, when and where?
	☐	

	Is there a clear distinction between routine clinical care and study activities?
	☐	

	
	
	Patient & Public Involvement (PPI)
Check: Protocol, IRAS
Implications: REC approval

	Has there been PPI? If so, is it clear with whom and what the outcomes is?
	☐	Protocol

	
	
	Data and data management
Check: Protocol, IRAS, PIS, (possible: DMP or DPIA, PBPP or Caldicott, safe haven access)
Implications: GDPR, confidentiality, REC approval, Info governance approval

	If terms such as anonymisation are used, are these appropriate?
	☐	

	Are the data management arrangements clear and appropriate?
	☐	

	Is it clear who will have access to the data?
	☐	

	Is it clear how the security/confidentiality of the data will be protected?
	☐	

	
	
	Reporting and monitoring
Check: Protocol, IRAS
Implications: R&D approvals, compliance, sponsor responsibilities, risk assessments

	Have procedures for reporting and monitoring been described? Are they appropriate?
	☐	

	Is it clear what will happen if there is an adverse event?
	☐	

	
	
	Regulatory compliance
Check: Protocol, IRAS, SOPs/appendices, risk assessments
Implications: Specialist approvals, PVG, R&D approvals, risk assessments, insurance, REC approval

	Is there a need to consider regulatory compliance, i.e.
· Tissue
· Bio Samples
· Adults lacking capacity
· Children
· In custody
	☐	



Study details – other documents and quality checks
	Details consistent across all documents?
	☐	

	All documents have version numbers?
	☐	

	PIS - clear and easy to understand?
	☐	

	PIS - describes what is required from participants?
	☐	

	PIS - describes data management?
	☐	

	PIS - appropriate withdrawal period?
	☐	

	Consent form - granular and captures information from the PIS and protocol?
	☐	

	If documents like SOPs are referenced, copies attached and appropriate?
	☐	

	Are CVs in HRA format i.e 2 pages max?
	☐	



Pre-study arrangements
	Does the study need to be registered or published before it commences?

CTs must be registered, otherwise good practice
	☐	

	Has contact been made with the appropriate R&D contacts?

Check if they have capacity
	☐	

	Will this generate IP? If so has TTC been contacted?

If unsure ask TTC
	☐	

	Does this require a contract between USTAN and NHS (or others)? If so has contracts been contacted?

This is likely if material or data being transferred or if there are IP considerations
	☐	

	Is an OID required?

This is needed if more than one NHS site
	☐	

	Is a research passport required?

This is needed for any non-NHS staff accessing sites, patients or data
	☐	

	Is specific insurance required?

Clinical trials or where there are other issues
	☐	

	Is a risk assessment required?

Likely if during covid. Likely if handling sharps, biological samples, involving invasive procedures, stressors, radiation, chemicals, lone working etc
	☐	

	Is Caldicott guardian or PBPP required?

Likely if accessing patient data without consent i.e. via datasets or safe havens. This may come after REC review.
	☐	



Post-study arrangements
	Is there an adequate dissemination policy?

Look for evidence of plan to publish, authorship roles.
	☐	
	

	Will participants be informed of the results of the study?

Not always possible if data anonymised
	☐	
	

	Is there a clear plan for how the data can be shared?

Data sharing encouraged if possible
	☐	
	

	Is there a clear plan for any tissue or samples to be made accessible after the end of the study?

Re-use encouraged if possible. Though depends on nature of samples and risk.
	☐	
	



Outcome
	Reviewed by
	

	Role
	

	Signature
	

	Final review date
	Click or tap to enter a date.
	Approval letter issued
	Click or tap to enter a date.
	IRAS sign off
	Click or tap to enter a date.
	Comments
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