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UHCW NHS Trust GAfREC Approval Request Form
Please complete the following form in Word Format, and send the completed form along with any supporting documentation to the R&D Office via email to ResearchSponsorship@uhcw.nhs.uk Please ensure that your documentation is correctly version controlled, including the date and latest version numbers where appropriate.
(There are guidance notes throughout this application, please take note of the relevant guidance to help support your application request).
	Project Title 
	
	GAfREC Ref
Office Use Only
	

	Section 1. Contact Details 

	Name of Lead Researcher:
Please include details of all additional members in Section 8
	NB: The person responsible for overall project at UHCW

	Email Address:
	NB: UHCW Email address
	Telephone: 
	NB: Extension number

	Clinical Lead:
Written confirmation will be required from the clinical lead of the speciality to confirm awareness and support of the project.
	NB: Clinical Lead from the area of the project. 

	Clinical Group:
	NB: From Clinical Group Chart


	Employment Type: 
Do you have an employment contract with UHCW?
	|_| Substantive 
|_| Honorary 
|_| Other – Please specify______________
|_| No
(NB: Double click on relevant box and select ‘checked’ and then ok
	Speciality:
	NB: From Clinical Group Chart



	Section 2. Project Type 

	Please select the project type  
	[bookmark: Check1]|_|Limited to use of previously collected data
[bookmark: Check2]|_|Limited to the use of premises or facilities 
[bookmark: Check3]|_|Limited to involvement of NHS staff as participants due to the nature of their role
[bookmark: Check4]|_|Limited to the use of tissue samples within terms of donor consent 
[bookmark: Check43]|_|Service Evaluation / Outcome Evaluation of Standard Clinical Practice
(NB: Applications involving tissue samples will need to be submitted to the Arden Tissue Bank Committee, please do not complete this form, instead follow this link for more information: https://www.uhcw.nhs.uk/leading-research/about-us/our-facilities/arden-tissue-bank)
If your project does not fit within the remit of the above project types, please contact ResearchSponsorship@uhcw.nhs.uk before continuing with this form.

	Scope of project 
	|_|Single site (UHCW only)
|_|Multi centre 
|_|Data that does not belong to UHCW
|_|Primary care

NB: If you have selected multicentre above, you will require HRA approval for this project. 
An application will need to be submitted via IRAS (https://www.myresearchproject.org.uk/SignIn.aspx). 
Please contact ResearchSponsorship@uhcw.nhs.uk for further advice and guidance 

	Is this project being completed as part of an academic qualification? 

	[bookmark: Check5]|_|Yes 

 
	Name of Academic Institution: 
Name of Supervisor at Academic Institution:
Name of Supervisor at UHCW for this project:
NB: you will need to provide a copy of your university ethical approval, university supervisor confirmation & UHCW supervisor confirmation.

	
	[bookmark: Check6]|_|No


	Is there any funding attached to this project? 
	|_|Yes
	[bookmark: Check7]|_|Departmental Funding (please provide email confirmation from clinical lead)

	
	
	[bookmark: Check8]|_|External Funding (i.e. Grant / Charity) (Please provide letter of award)

	
	
	|_|Funding from Grant Application (Please provide confirmation of grant application success)

	
	
	[bookmark: Check9]|_|UHCW Charity (please provide letter of confirmation

	
	
	|_|Funding from Commercial Company 

	
	
	[bookmark: Check10]|_|Funding provided as part of Academic Qualification (confirmation from UHCW supervisor)

	
	
	[bookmark: Check11]|_|Other (please specify)

	
	|_|No
	If you have selected no; please justify how any costs associated with this project will be covered:





	Section 3. Project Proposal 
Methodology, Consent & Duration

	Background 
(in lay terms max 200 words) 
	NB: Please explain the known background information of the project, for example, if you are evaluating a service, please provide a service overview


	Benefits of project
	|_| Service Improvement 

	
	|_| Gathering evidence for bigger project

	
	|_| Other (please specify)

	Objectives
	NB: What are you trying to achieve and how will this be measured?

	Project Design 
Describe the project design e.g. In lay terms, what is the purpose of this project?
	NB: Please provide an overview of schedule of events. How you are going to achieve your objectives from start to finish



	Does your project involve any interviews, questionnaires, surveys or focus groups?

	|_| Yes 
NB: Please provide copies of any advertising material, questionnaires, interview guide etc that will be used for this project

	
	|_| No


	How will potential participants, records, and samples be identified locally? 
	NB: Which systems will be used to carry this out

	Who will be identifying potential participants, records and samples?
	NB: If this is not the lead researcher, please confirm whether the person who will be identifying participants have access to the above systems to collect information


	Does the person retrieving the data have access to the data as part of their role or placement?
	|_| Yes 
|_| No
NB: If no, please give details of who will be collecting the data on the researcher’s behalf and how will this be check for anonymisation. 

	Please list the eligibility criteria 
	Inclusion: 


	
	Exclusion:


	Please specify your sample size 
	NB: If not specific sample size, please explain the sampling method. i.e. retrospective data between 2021 – 2022


	Please briefly explain your outcome measures 
	NB: Please example how you are going to measure the project success/impact

	Where will this project be conducted at UHCW?
	|_| CSRL

	
	|_| UHCW Speciality Offices

	
	|_| Outpatient Clinics

	
	|_| Stimulation Centre

	
	|_| Surgical Training Centre

	
	|_| CSB

	
	|_| Library

	
	|_|UHCW Systems

	
	|_| - Other (please specify)
NB: if this is a facilities only project, please provide confirmation from the department that you will be conducting your project in.

	Will you be obtaining written consent? 
	[bookmark: Check12]|_| Yes (if yes, please specify who will be responsible for obtaining this) 
|_| N/A – Implied Consent (Online Questionnaires)
[bookmark: Check14]|_| N/A – Solely retrospective anonymised data collection

NB: If you are obtaining informed consent, please ensure that you submit a copy of the patient information sheet and consent form along with this application form for the project. 

	If obtaining written consent, where will your site file be located?
	

NB: An Investigator Site File will be required to store the original consent forms. Training can be found here  CRNWM Learning & WFD - Book A Course (wmrtc.org)

	Duration of project
	Start Date
	
	End Date
	

	Section 4. Data Management / Confidentiality 

	Please specify what data is being collected 
	NB: Please list data collection set on this form and provide a copy of data template



	Who will be responsible for collecting the data?
	

	Who will be responsible for analysing the data?
	

	How will the data be collected? 
	|_|Already electronically available via UHCW systems (E.g. CRRS, PACS, EPR etc)
|_|Manually by applicant/clinical team 
|_| Manually from questionnaire
|_|Requires Performance and Information (P&I) support to collect the data 
|_|Other (please specify)
NB: If requiring support from another department or individual, confirmation will be required to confirm capacity and support

	Please confirm what type of data you are collecting 
	[bookmark: Check15]|_|Anonymised
[bookmark: Check16]|_|Pseudonymised
[bookmark: Check17]|_|Identifiable*
*If Identifiable data has been selected, please provide approval from CAG (Confidential Advisory Group) for this project

	How will you ensure that the confidentiality of personal data collected as part of the project?
	NB: For further information, please see UK General Data Protection Regulation (GDPR) integrity and confidentiality principle. https://www.legislation.gov.uk/eur/2016/679/chapter/IV/section/2 

	What measures will be taken to ensure there is no breach of any duty of confidentiality?

	

	Who will have access to participant’s personal data during the project?
	NB: Please confirm if anyone outside the listed researchers will have access to the personal data and provide their names. 
                          

	If you will be using personal identifiable data, how will you ensure that anonymity will be maintained when publishing results?

	N.B: For general information regarding ensuring anonymity, please refer to confidentiality principle GDPR. (https://www.legislation.gov.uk/eur/2016/679/chapter/IV/section/2). If you are using identifiable data and have received CAG Approval, you will be subjected to the CAG’s standard conditions of support ( Standard conditions of support - Health Research Authority). 



	How will you ensure that the National data opt-out has been considered?
	NB: Previously collected standard-of-care information that is anonymised is exempt from National Data Opt-out

	Where will the project data be stored and for how long
	N.B: Data collected for the project should only be stored for the length of the project. 

	Will any data be transferred out of the trust?
	[bookmark: Check18]|_|Yes (if yes, please explain how and where the data will be transferred)
[bookmark: Check19]|_|No 
NB: If you have selected yes to this question, a data sharing agreement or contract may be required.
Please contact ResearchSponsorship@uhcw.nhs.uk  to ensure that the correct contracts are in place

	Section 5. Intellectual Property

	Is this project likely to make use of, or require a licence to, background (i.e. existing) intellectual property owned by UHCW?
	[bookmark: Check20]|_|Yes
[bookmark: Check21]|_|No
|_|Not sure 

If yes or not sure - Please contact guy.smallman2@uhcw.nhs.uk to ensure that correct contracts are in place 

	Is this project likely to make use of, or require a licence to background (i.e. existing) intellectual property owned by a third party?
	|_|Yes
|_|No
|_|Not sure

If yes or not sure - Please contact guy.smallman2@uhcw.nhs.uk to ensure that correct contracts are in place

	Is this project likely to create foreground (i.e. new) intellectual property using background intellectual property owned by UHCW?
	[bookmark: Check22]|_|Yes
[bookmark: Check23]|_|No
|_|Not sure

If yes or not sure - Please contact guy.smallman2@uhcw.nhs.uk to ensure that correct contracts are in place

	Is this project likely to create foreground (i.e. new) intellectual property using background intellectual property owned by a third party?
	|_|Yes
|_|No
|_|Not sure

If yes or not sure - Please contact guy.smallman2@uhcw.nhs.uk to ensure that correct contracts are in place

	Is this project likely to create foreground (i.e. new) intellectual property entirely independent from any existing background intellectual property?
	|_|Yes
|_|No
|_|Not sure

If yes or not sure - Please contact guy.smallman2@uhcw.nhs.uk to ensure that correct contracts are in place

	Section 6. Statistical Analysis 

	Have the statistical aspects of the research been reviewed?
	[bookmark: Check24]|_|Reviewed by clinical lead/supervisor (provide details below)
[bookmark: Check25]|_|Reviewed by statistician (provide details below)
[bookmark: Check26]|_|No review necessary (qualitative project, only frequencies and associations assessed)

Reviewer Name: 
Reviewer Email: 


	If your project requires statistical support, please ensure you also complete Appendix 1 and submit with this application form. For statistical support, please book an appointment with our Medical Statistician at https://forms.office.com/e/VCVNiNJi5d



	Section 7. Dissemination / Publication 

	Please explain how you intend to report and disseminate the results of this project.
	 


NB: As part of approval of the project, you  will be required to send a copy of the results to ResearchSponsorship@uhcw.nhs.uk 

	Section 8. Research Team

	Please list all other researchers involved in this project.
	NB: Please list any other researcher involved in the project. 




	Section 9. Supporting Documents  

	Please ensure all required document is submitted with your application (check all that are required). Failure to send in the correct documents will delay obtaining approval. 
	Mandatory
[bookmark: Check27]|_|Completed GAfREC Application Form 
[bookmark: Check34]|_|Clinical Lead Approval 
[bookmark: Check32]|_|University Ethics Approval (if academic project)
|_|UHCW supervisor approval (if academic project)
|_|University supervisor approval (if academic project)
Additional Documents if applicable:
[bookmark: Check28]|_|Summary CV for Lead Researcher(s)
[bookmark: Check40]|_|Appendix 1 – Statistical Analysis Plan (SAP)
[bookmark: Check29]|_|Participant Information Sheet
[bookmark: Check31]|_|Consent Form 
|_|Data template 
[bookmark: Check33]|_|Funding Approval 
[bookmark: Check41]|_|Data Sharing Agreement / Contract  
[bookmark: Check30]|_|CAG Approval 
[bookmark: Check36]|_|Questionnaires/Interviews Questions/ QR Codes 
[bookmark: Check37]|_|Proof of Sponsorship and indemnity arrangements (if non-NHS)
[bookmark: Check38]|_|Recruitment Posters
[bookmark: Check39]|_|Other (Please specify) 

	Section 10. Applicant Declaration 

	Please indicate by checking the box that you agree/will comply with the following statements: 

	· I agree that the data provided from UHCW NHS Trust will be used only for the purposes specified in this application.
· I agree that I shall not share this data (or any portion thereof) with any third parties 
· I agree to acknowledge the contribution of UHCW NHS Trust in all publications resulting from the use of this data. 
· I agree to provide UHCW NHS Trust with a final copy of all publications resulting from use of this data.
[bookmark: Check42]Please check the box to confirm that you agree to each of the statements above |_|

	Applicant Signature 
	Print Name: 
	Signature: 
	Date: 



R&D follows a process of review to aid the final decision. Please note, that a period of no less than 5-7 days should be allowed for the initial review.  
You must not start your project until you have received confirmation in writing (usually by email) that the R&D have approved your project.

































Appendix 1 – Statistical Analysis Plan Template 
Estimand-to-analysis/Objective-to-endpoint table
Clinical trials or observational studies examining the hypothesis of a treatment effect (either related to efficacy or safety) should refer to the ICH E9 (R1) addendum which provides a structured framework for “the formulation of clinical trial objectives, design, conduct, analysis and interpretation”. The addendum clarifies the construction of estimand(s) which should be aligned to the clinical question and how intercurrent events (“events occurring after treatment initiation”) “affect either the interpretation or the existence of the measurements associated with the clinical question of interest”.
The principles are applicable to observational studies.
Template from Kang et al. [1] should be used for observational studies testing the hypothesis of treatment effects.

Table 1 Estimand-to-analysis table template (source [1]).
	Objectives: Study objective (clinical question of interest) 

	Estimand: Succinctly describes the estimand attributes outlined in more detail below

	Treatment: Treatments or interventions of interest

	Estimand
	Analysis

	Target population
Population targeted by the clinical question of interest
	Analysis set
Population targeted by the clinical question of interest Participants within the clinical trial contributing to estimation of the
population-level summary measure

	Variable
Measure obtained for each individual required to address the clinical question of interest
	Outcome measure
How the variable will be determined for analysis

	Handling of intercurrent events
Intercurrent Event: Strategy:
(Repeat for each intercurrent event)
	Handling of missing data
Imputation approach for missing data and underlying assumptions
Sensitivity analysis: Different ways of handling missing data

	Population-level summary measure
Summary measure for the variable that serves as a basis for treatment effect, without the treatment or for comparison between treatments
	Analysis approach
How the statistic (estimator) will be calculated
Sensitivity analyses: Different assumptions/methods for calculating the estimator

	a) If there are multiple analysis groups (e.g., comparison groups in multi-arm trials), the groups can be defined here.
b) Strategies defined in E9 (R1) include treatment policy, while on treatment, composite, principal stratum, and hypothetical.



If the estimand framework is not applicable to the observational or descriptive studies, the following table may be used to align each outcome/endpoint with each objective.
Table 2 Outcomes and endpoints align to each objective.
	[bookmark: _Hlk120544707]Objectives
	Endpoints

	Primary
	

	Objective 1
	

	Secondary
	

	Objective 2
	

	Objective 3
	



Statistical considerations
Measures to avoid bias
Description of measures taken to avoid bias (e.g., selection bias, measurement bias). For example, patients reported outcome were entered without knowledge of intervention, radiologist blinded to the diagnosis. 

Sample size
Sample size determination should be based on the planned primary outcome estimator (method of estimation)
Summary data
Categorical data will be summarised as frequency and percentage, continuous data will be summarised using the following descriptive statistics: frequency (total number of missing and non-missing available for summary), mean and standard deviation (SD), median, 25th and 75th percentiles, minimum and maximum. The following continuous data are categorised as follow (if applicable).
Primary/secondary outcome(s)
Statistical software
Statistical analyses will be conducted using R or SPSS as available to the study statistician. Codes and programs will be annotated for record, reproducibility, and transparency.
Statistical report
See the STROBE (Strengthening the Reporting of Observational Studies in Epidemiology) Statement for the reporting of observational studies in epidemiology (cohort, case-control, cross-sectional) [5]. Where appropriate, refer to STROBE extensions[footnoteRef:1]. See Sections 12 and 13 of template tables and figures, respectively. The templates may be adapted as appropriate. [1:  https://www.equator-network.org/reporting-guidelines/strobe/] 
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