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Protocol Main Details 

	Short Title of the study
	

	IRAS number 
	

	Chief Investigator
	

	Student name (if applicable)
	

	Student Number (if applicable)
	

	University Faculty 
	

	NHS REC Number 
	

	
	

	Sponsor 
	Swansea University

	SU Sponsorship No  
	Insert from SU Portal 

	Sponsor contact details 
	researchgovernance@swansea.ac.uk 

	
	

	Full title 
	

	Study Design
	Insert wording from IRAS Filter 2A 

	Study Participants
	Insert details from IRAS section A15

	Planned Size of Sample
	Insert details from IRAS section A59

	Planned Study Period Start and End 
	Insert details from IRAS section A69-1
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Red text is guidance to assist in the completion of each section. Suggested text is in yellow so please amend to make study specific. Black text is not to be removed. 
Please remove all red and yellow text before submission.
	Part A 

	1. Overview of the Research   

	IRAS section A6 Please provide a summary of the research (maximum 300 words) using language easily understood by lay reviewers and members of the public.

	
Insert text here





	2. Design and Purpose 

	IRAS sections - A7/8-A9 /10-13. Discussion of research topic including historical background, study population, disease type and treatment, including current standard of care.  A suitable design should be chosen to reflect the aim(s) of the study and the chosen theoretical framework. A suitable design might include ethnography, interviews, focus groups, documents, and so on.

	
Insert text here





	3. Research Participants 

	IRAS section A15-A17. Please select the main identifying feature(s) of the participants, data or samples being studied. A clear description of the population to be studied and this section should set out precise definitions of which participants are eligible for the study, defining both inclusion and exclusion criteria. Inclusion criteria should define the population the study is aiming to include.

	3.1 Study population 

	
Insert text here


	3.2 Inclusion criteria 

	
Insert text here


	3.3 Exclusion criteria 

	
Insert text here





	4. Research Procedures

	IRAS sections A18-A26.   Give details of all non-clinical and clinical intervention(s) or procedure(s) that will be received by participants as part of the research protocol. Please include the table in IRAS A19 which shows interventions and procedures.
·    Where the data will be collected, what activities will take place 
·    How long will the participant be on the study 
·    If there are different ‘types’ of activity being undertaken at each site (e.g. identifying or recruiting) and what the specific requirements are for each.
· What are the potential risks and benefits for research participants?

	4.1 Study setting 

	Insert text here


	4.2 Activity 

	Insert text here




	5. Recruitment 

	IRAS section A27-29.  Describe how participants are identified and recruited to include:
· How and by whom will potential participants, records or samples be identified? 
· Who will carry this out and what resources will be used
· Will any participants be recruited by publicity; posters, leaflets, adverts or websites?
· Healthcare research on patients, usually only the patient’s existing clinical care team have access to patient records can check whether the participant meets the inclusion criteria/or make the initial approach to patients.
 If the research proposes using someone outside the clinical team to identify suitable participants or as first contact with the participant, the reason for this should be explained.

	
Insert text here



	5.1 Sampling 

	IRAS section A59 What is the sample size for the research?  How many participants/samples/data records do you plan to study in total? In the UK or international also?

	
Insert text here


	5.2 Study schedule

	Study schedule Insert schedule of events table to show what tests/procedures are carried out over the course of the study (can be a gantt chart) or can put table in appendix instead.

	
Insert text here


	5.3 Incentives and Payments

	IRAS A46-A48 (if applicable) Will research participants receive any payments, reimbursement of expenses or any other benefits or incentives for taking part in this research

	
Insert text here or state not applicable 


	5.4 Notification of Health /Care Professionals

	IRAS A49 Will you inform the participants’ General Practitioners (and/or any other health or care professional responsible for their care) that they are taking part in the study?
IF Yes, please enclose a copy of the information sheet/letter for the GP/health professional with a version number and date.

	
Insert text here


	5.5 Peer Review 

	IRAS section A54-1 Describe how the scientific quality of the research has been assessed. 


	An independent, expert and proportionate peer review of this study has been carried out by
 [insert the appropriate option from the list below]
· Independent external review
· Funding body
· Review within a company
· Review within a multi−centre research group
· Review within the Chief Investigator's institution or host organisation
· Review within the research team
· Review by educational supervisor (MSc/PhD)
· Other (please state)


	5.6 Public or Patient involvement 

	IRAS A14-1. In which aspects of the research process have you actively involved, or will you involve, patients, service users, and/or their carers, or members of the public?   

	
Insert/Delete as appropriate the relevant sentence  
 
1. Service users helped develop the research topic and what research questions should be asked and one of them is a co-applicant who will continue to be involved in the study. 
2. Potential participants were involved in reviewing the Participant Information Sheet. 
3. In designing this study, we have taken into account patient opinions on the frequency of participant visits and the tests that we will carry out. 
4. Potential participants were involved in describing the inclusion and exclusion criteria for people taking part in this study. 




	6. Informed Consent Procedures  

	6.1 Informed Consent

	Informed Consent A30-A34 How will you obtain informed consent from or on behalf of research participants, please give details of who will take consent and how it will be done, with details of any steps to provide information (a written information sheet, videos, or interactive material, 
· What opportunity for potential participants to ask questions and time to consider?
· How will you record the consent?

	
Insert text here



	6.2 Withdrawal

	State the procedure for withdrawal of participants and select appropriate statements that best fits the study. Are there any safety implications?  

	The participant would be withdrawn from the study. 
Identifiable data [or tissue if applicable] already collected with consent would be retained and used in the study. 
And/or 
No further data [or tissue if applicable] would be collected or any other research procedures carried out on or in relation to the participant

	7. Confidentiality - Personal Data 

	IRAS section A36, A38-40 In this section, personal data means any data relating to a participant who could potentially be identified. 
Clearly state the following:
· What data will be collected and for how long this will remain identifiable
· State who will have access to personal data and where it will be stored
· Will the data be anonymised? If so, when and how?
· Describe the use of pseudonymisation of data if applicable, including the linkage method, e.g. using a unique study number or code 
· If people from outside the direct care team will access the personal data, and if so provide justification (including use of CAG).
· Will any data leave the NHS? If so, is it identifiable data or will the recipient be unable to identify people from the data?



	
Insert text here




	8. Data Handling
If the study is either a Data-Only study or a Research Database, a separate Data Management Plan (DMP) is required.  
For all other study types, a DMP is not required, and please use the text below for this section.

	[A separate Data Management Plan has been written for this study. - delete if not applicable]

The custodian for the data generated by the study is the Chief Investigator for Swansea University sponsored studies and can only be accessed by the CI and SU study team. 
The data generated will be stored long-term after the study has ended via Swansea University secure server. 
The SU Research Integrity Policy Framework states research data should be kept for a minimum of 10 years after study closure.

	8.1 Data Archiving 

	Swansea University as sponsor will act to preserve participant confidentiality and will not disclose or reproduce any information by which participants could be identified, except where specific consent is obtained. Data will be stored in a secure manner and will be registered in accordance with the General Data Protection Regulation 2018.




	9. Publication & Dissemination    

	IRAS section A50-A53. Include details of the study dissemination policy – this may include information on web or other feedback to participants, not just the final published papers.
· Will the research be registered on a public database?
· State how you intend to report and disseminate the results of the study
· If using identifiable personal data, how will anonymity be maintained when publishing the results?
· How and when will participants be informed of the study results?
· State whether any funding or supporting body needs to be acknowledged within the publications, if they have reviewed the publication and if they have publication rights over the data from the study.

	
Insert text here





	10. Statistical Considerations 

	IRAS sections A54-59 and A60-A62 
· How have the statistical aspects of the research been reviewed?
· What are the primary and secondary outcome measures for the study?
· How was the sample size decided upon? 
· State if the participants are allocated to groups at random and the randomisation method  
· Describe the methods of analysis (statistical or other appropriate methods) by which the data will be evaluated to meet the study objectives, including the software to be used.

	
Insert text here




	11. Study End Point 

	IRAS section A69-1 and A70 The end of study should be defined in relation to the collection of all data required to answer the research questions in the protocol.
N.B. For studies using human tissue, sample analysis should be undertaken before the end of study is declared.


	
The end of study is defined as [insert study specific information]. 
Common options have been included below for your use if helpful:
Last visit of last participant
Completion of follow-up monitoring
Completion of data collection
Completion of all protocol activity

The study CI is responsible for ensuring site closure activities are carried out correctly, and for tracking completion of such activities. 

Sites will be issued with a study-specific site closure checklist for completion at the appropriate time.

	11.1 End of Study declaration and report 


	
For NHS REC‑reviewed research
• The CI will notify the REC and Sponsor of study end; if ended early, reasons will be provided.
• A final report (including results and publications/abstracts) will be submitted to the REC and Sponsor within one year of study end.

For research with HRA approval (no NHS REC review) (if applicable) 
• The CI will notify the HRA and Sponsor of study end; if ended early, reasons will be provided.
• A final report (including results and publications/abstracts) will be submitted to the HRA and Sponsor within one year of study end.

For CAG-supported research (if applicable)
• When Section 251 support is no longer required, the CI will notify the Confidentiality Advice Team by submitting a closure report form with supporting documents, with a copy sent to the sponsor.


	12. Appendix 

	Insert text here




Insert any Part B which are relevant into the protocol to match the IRAS
	Part B 

	Radiation (if applicable) IRAS Part B Section 3

	Radiation Assurance /Clinical Radiation Expert (CRE) and Medical Physics Expert (MPE) assessments are essential. and required for regulatory approvals. More information is provided in IRAS Help. Detail types of Radiation/Does/Risk etc


	Insert text here


	All Samples (if applicable) IRAS Part B section 4 & 5

	Describe the body sites involved/ format of samples, consent, anonymized or pseudo, collection, transport, storage and move to HTA license or destroy after study ends. 


	Insert text here


	Adults unable to consent (if applicable) IRAS Part B Section 6

	Impairing conditions, justifying the inclusion, capacity assessment, burden, withdrawn etc.


	Insert text here


	Children (if applicable) IRAS Part B Section 7

	Please include whether the research will include participants aged under 16, or use of their samples or data. You should have an understanding if some or all of the participants will be able to consent for themselves under the Gillick principles. Include age ranges and how you will seek consent 

	Insert text here


	CAG (if applicable) IRAS Part B Section 8

	IRAS Help - Preparing & submitting applications - Confidentiality Advisory Group (CAG) Explain what steps have been taken to limit the use of, and access to, identifiable patient data, including details of how the use of identifiable patient data will be restricted to the purposes set out in your application

	Insert text here


	Information Security (if applicable) IRAS Part B Section 9

	Data and security inform with DMP 

	Insert text here


	HMPPS (if applicable) IRAS Part B Section 10 

	HMPPS is responsible for running prisons and probation services across England and Wales and cover resource demands, any overlap with existing research, HMPPS priorities, groups specific area of the HMPPS involved.

	Insert text here




	Part C 

	1. Safety Reporting  

	 The Principal Investigator is responsible for ensuring that all site staff involved in this study are familiar with the content of this section.   
All Serious Adverse Events (SAE) must be reported immediately (within 24 hours of knowledge of the event) by the PI or authorized delegate, at the participating site, to the CI/ SU Study team/Sponsor.   
Any SAEs related to the study intervention, and unexpected in relation to the intervention, will be reported onwards to the main REC within regulatory timeframes. 
 website: https://www.hra.nhs.uk/approvals-amendments/managing-your-approval/safety-reporting/   
	 Term 
	Definition 

	Adverse Event (AE)  
	Any untoward medical occurrence in a participant or clinical study participant administered a medicinal product which is not necessarily caused by or related to that product. 

	Serious Adverse Event (SAE) 
	Any adverse event that - 
· Results in death 
· Is life-threatening 
· Required hospitalization or
· prolongation of existing hospitalization 
· Results in persistent or significant disability or incapacity 
· Consists of a congenital anomaly or birth defect 
· Other medically important condition 


 
Participating site responsibilities 
A completed SAE form for all events requiring immediate reporting should be submitted via email to the CI and/or SU study team/Sponsor within 24 hours of knowledge of the event. Investigators should also report SAEs to their own health boards or trust in accordance with local practices. 
The participant’s name should not be used in any correspondence. Instead, all SAEs must be reported using the unique study participant ID or code.
It is also required that sites respond to and clarify queries raised on reported SAEs and report any additional information as and when it becomes available, through to the resolution of the event. 
 CI/Sponsor responsibilities 
 Once an SAE is received, it will be reviewed.  
Only reports of related and unexpected Serious Adverse Events (SUSARs) should be submitted to the REC, within 15 days of the CI becoming aware of the event. 

	1.2 Protocol deviations  

	Deviations from research protocols or accidental deviations occur occasionally. The majority are technical non-serious events which do not result in physical or mental harm to participants or significantly affect the scientific value or data integrity of the trial/study.   
Deviations must be documented in the site file and reported to the CI/SU study team within 24 hours of site staff knowledge.  

	1.3 Serious breaches  

	When a deviation of the protocol could significantly affect the safety, physical or mental integrity of the participants or the scientific value of the trial/study, this may be classed as a serious breach.  
Serious breaches require reporting to the CI/SU study team/Sponsor in the first instance, within 24 hours of site staff knowledge. The sponsor will expect sites to cooperate fully in the investigation of the breach cause(s) and completion of all corrective and preventative actions.  

	1.4 Urgent safety measures (USM) 

	To protect the safety of research participants from an immediate hazard to their health and safety, it may be necessary to deviate from the approved protocol.  
This acceptable deviation is classed as an USM. Any USM undertaking at site should be notified to the CI/SU study team/Sponsor within 24 hours of it being implemented. The sponsor will investigate and may subsequently introduce corrective and preventative actions (CAPA).  


 
	2. Compliance  

	2.1 Study sponsorship  
The study is being sponsored by Swansea University. The Sponsor will be delegating certain responsibilities to the Chief Investigators, Principal Investigators, host sites and other stakeholder organizations as appropriate in accordance with the relevant agreement that is informed by regulation and study type.  

	2.2 Indemnity 
Swansea University provides insurance and indemnity as the Sponsor.    

	2.3 Funding  

	  Insert the relevant funders from section IRAS A65 here  

	2.4 Monitoring  
Swansea University Research Governance team uses a risk adaptive approach and monitoring will be undertaken according to the assigned risk of the study.  

	2.5 Annual Progress Reports 
The CI will submit an Annual Progress Report (APR) to the SU Research Governance team within 30 days of the anniversary of the favorable opinion of the REC, and annually thereafter until the study is concluded.  

	2.6 Modifications/Amendments 

	Occasionally during the study, changes may be made to the study and its documentation.
The sponsor must authorise all modifications before submission to REC and/or HRA.  
The CI first request is responsible for requesting sponsor review of any modification by submitting the relevant sub-form on the SU Research Governance via Infonetica Portal.   
 For more information on modifications, please see: https://www.hra.nhs.uk/approvals-amendments/ 
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