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SERB Template - Protocol (v2)

	Instructions



SERB Template - Protocol (v2)

Please use the most up-to-date protocol template, downloadable from www.abdn.ac.uk/serb.

This protocol template is intended for use by applicants to the School (of Medicine, Medical Sciences and Nutrition) Ethics Review Board, SERB.  It is based on the non-CTIMP template available from the Grampian Research Office (GRO), specifically: TMP-QA-14 V6 (01-08-23) – Non-CTIMP Protocol Template.
It is not mandatory to use this template in order to gain SERB approval, but it is strongly recommended.  It includes all sections that we expect to see in a study protocol.
Notes:
· We recommend that you review the guidance documents available on the SERB webpage (www.abdn.ac.uk/serb) thoroughly before you start your application – especially 02 (guidance for applicants) and 03 (hints, tips and common mistakes)
· We recommend that the main section headings in the protocol template are retained.  If they are not applicable, please mark as N/A, rather than deleting them.  This way we know they have been considered and deliberately excluded, rather than accidentally omitted.
The template covers all areas required for most studies that come to SERB.  But additional sections can be added if applicable (e.g., if your study requires biological samples).  Please refer to the GRO templates for guidance of what information is required regarding samples and sample analysis.
Please ensure that any added sections appear in the Table of Contents.  Text using Heading 1, 2 or 3 from the Style Menu should appear automatically when you update the ToC.  (Instructions for how to do this are given below.)
· In some sections, suggested text is already provided.  Please ensure that your study can adhere to what is written.  If so, use the text verbatim.  If not, please edit accordingly.
· Please ensure to add your study name and/or acronym into the footer, along with version control.
· Throughout this document, red text is provided as instruction.  Please delete the red text before submission.
· To update the Table of Contents – right click anywhere in the ToC.

BEFORE SUBMISSION, PLEASE DELETE THIS PAGE, THEN
REMEMBER TO UPDATE THE TABLE OF CONTENTS (Instructions above)
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	STUDY PROTOCOL



	SERB reference number
	XXXXXXXX	(Available from Worktribe as ‘Application ID’)

	Full title of study
	

	Acronym (if applicable)
	

	Protocol version number and date
	

	Sponsor (usually University of Aberdeen)
	

	Funder
	

	Has protocol been registered?
	Yes  /  No

	
	If yes, give details
	



All projects must have a Chief Investigator (CI) who is ultimately responsible for the delivery of the project.  The CI must be an employee of, or have an honorary contract with, the University of Aberdeen.
For student projects, the student can be listed as Principal Investigator (i.e., the lead researcher).

Chief Investigator (CI)
	Name
	

	Employer
	



Principal Investigator (PI)	(If the same as the CI, please leave blank)
	Name
	

	Is the PI a student?
	Yes  /  No

	PI’s supervisor
	Name
	

	
	Employer
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[bookmark: _Hlk148024325][bookmark: _Toc221098454]Protocol approval

	Full title of study
	

	Acronym (if applicable)
	



The chief investigator must be:
· An employee of the University of Aberdeen; or
· An employee of NHS Grampian, with an honorary appointment at the University of Aberdeen.

By signing this document, I confirm that:
· I have read, understood, and approve the protocol for the above study.
· I have in-date GCP / GRP / Research Integrity training, as required by Research Governance (including training on informed consent, if applicable) and will keep this up to date for the duration of the study.

	
	
	Click or tap to enter a date.
	Chief investigator
	Signature
	Date





[bookmark: _Toc221098455]List of investigators / other research staff
Please provide a list of all investigators, their primary affiliations, and their role in the study.
[bookmark: _Hlk147934240]
	NAME
	UoA RESEARCH GROUP, OR NAME OF OTHER INSTITUTION
	ROLE IN STUDY

	
	
	Chief investigator

	
	
	

	
	
	

	
	
	

	
	
	




[bookmark: _Toc221098456]List of abbreviations
Please provide a list of all abbreviations used in the protocol.  Abbreviations should be used in full, the first time they are introduced in the protocol.  (Please delete the examples if they’re not used in your study.)

	ABBREVIATION
	EXPLANATION

	CI
	Chief investigator

	PI
	Principal investigator

	GCP
	Good Clinical Practice

	GRP
	Good Research Practice

	SERB
	School Ethics Review Board

	SOP
	Standard Operating Procedure

	TSC
	Trial (or Study) Steering Committee

	
	

	
	




[bookmark: _Toc221098457]Protocol-associated documents
Please provide a list of all documents associated with the protocol, and the version control of the most up-to-date versions.  (Please delete the examples if they’re not used in your study.)

	DOCUMENT
	VERSION NUMBER AND DATE

	ACRONYM Study – Invitation e-mail
	v1 (date)

	ACRONYM Study – Participant Info Sheet
	v1 (date)

	ACRONYM Study – Consent Form
	v1 (date)

	ACRONYM Study – Reminder e-mail
	v1 (date)

	
	

	
	




[bookmark: _Toc221098458]Other approvals
Participant recruitment should not commence until the protocol has received a favourable ethical opinion.  Please list any additional approvals that you think will be required before the study commences, and please indicate whether these have already been obtained.  These may include, but are not limited to:
· Local approval, for multicentre studies;
· NHS R&D approval, if involving NHS staff;
· Local Authority approval, if recruiting from schools or other council facilities; and
· Additional in-country ethical approval, if conducting the study outside the UK.
Note: Whether additional approvals are required or not (or already been obtained or not) will have no influence on SERB review.

	LIST OF OTHER APPROVALS REQUIRED BEFORE STUDY COMMENCES
	ALREADY OBTAINED (Yes/No)

	
	

	
	

	
	

	
	

	
	

	
	






[bookmark: _Toc221098459]Lay summary
This should not be a scientific abstract.  Please provide a brief (few hundred words) plain English summary of the planned aims and objectives, and an overview of the methods.




1. [bookmark: _Toc221098460]Introduction
If the study is part of a larger programme of work, by all means provide this context.  However, SERB does not need to see details of investigations that do not form part of the application being considered for approval.



2. [bookmark: _Toc221098461]Aims and objectives



3. [bookmark: _Toc221098462]Overview of study design
Details can be provided later.  Here, provide a brief description of study design, including:
· Number of participants that will be invited, plus method of invitation;
· The activities required (e.g., questionnaires, interviews) per participant; and
· Whether participants will be reimbursed for any expenses, or for their time.
For example: This is a mixed-method study.  Stage 1: 1000 people will be identified from the electoral roll and will be sent a postal questionnaire.  Stage 2: a sub-group of questionnaire participants will be invited to participate in qualitative focus groups, aiming for 3 groups of 6-10 participants.  Stage 3: all questionnaire respondents who consented to future contact will be sent a 1yr follow-up questionnaire.  Survey respondents will receive no payment, but those who attend focus groups will receive travel expenses plus a £25 Amazon voucher.



4. [bookmark: _Toc221098463]Participant identification, selection, and recruitment

4.1. [bookmark: _Toc221098464]Inclusion / Exclusion criteria
Please see SERB – Guidance Document 02 (Guidance for applicants) for information about drafting inclusion/exclusion criteria.  Available under ‘resources’, from www.abdn.ac.uk/serb.


4.2. [bookmark: _Toc221098465]Sample size
Where possible, please justify this with a formal sample size / power calculation, taking account of dropout rates and other relevant assumptions.  We recognise that a formal calculation is not always possible (or appropriate), but we still need a justified estimate of how many people you are planning to recruit.


4.3. [bookmark: _Toc221098466]Identifying / screening / inviting potential participants
How you will identify potential participants and how they will be invited.  Who will be making the initial approach to potential participants?  Describe any pre-recruitment screening procedures.  What information is being provided to potential participants?  How long will they have to consider this information?  Is informed consent being sought?  How is this being recorded?
Ensure that all recruitment materials (social media posts, invitation e-mails, etc.) are listed under Protocol-associated documents.


4.4. [bookmark: _Toc221098467]Ineligible and non-recruited participants
Describe the procedure for non-recruited participants, or those recruited but subsequently found to be ineligible.  State how they data will be handled/deleted?



5. [bookmark: _Toc221098468]Randomisation and blinding
Are participants being randomised?  If not, mark this section as N/A and delete all other text.  Otherwise, describe the randomisation process including how it is being done, by whom, and what validation processes are in place.  Describe any blinding processes to be used in the study.  Describe the procedures for un-blinding and how this will be documented.  State who is responsible for un-blinding.



6. [bookmark: _Toc221098469]Withdrawal
Describe the withdrawal criteria, and the process for withdrawing participants from the study.  In particular, state when they can withdraw (and if applicable, the point beyond which they cannot withdraw), and what happens to their data already collected?



7. [bookmark: _Toc221098470]Data collection
Describe how and what data will be collected throughout the course of the study.  Things to consider:
· How is data being collected (e.g., questionnaire, interviews, focus groups, etc.)
· Is data collection on paper / online / verbal?
· Are conversations being recorded?  If so:
· Audio / video / both?
· Are recordings being transcribed?  By whom?
· What’s happening to the recordings after transcription?
· Describe separation of personal identifiable data (e.g., name) from study data.  Is this possible?
· Will data be anonymised or pseudonymised?  If the latter, who will have access to the pseudonymisation key?



8. [bookmark: _Toc221098471]Analysis
Describe your analysis in sufficient detail for an informed lay audience.  Some people on SERB have quantitative expertise, some qualitative, and some are lay reviewers.



9. [bookmark: _Toc221098472]Data management
Describe procedures for data storage, management, and retention versus and destruction.  If a data management plan has been created please state who wrote this and where it is held.  Please see SERB – Guidance Document 02 (Guidance for applicants) for information about data storage.  Available under ‘resources’, from www.abdn.ac.uk/serb.
Please note, in particular, that the University provides centrally managed, project specific data storage for research projects.   IT strongly recommended that, where possible, all research related data is stored here.  Other things to consider:
· Will data be anonymised / pseudonymised?
· How long will data be retained before it is destroyed.  Does this apply to all data equally (e.g., questionnaire data vs interview recordings vs interview transcripts), or will some information (e.g., personal identifiable data) be destroyed sooner.
Ensure that data management / retention / destruction is clearly explained in the PIS.


9.1. [bookmark: _Toc221098473]Transfer of data
If data is to be transferred between sites/collaborators please state how this will be done securely.  Please note that all data must be anonymised before it is transferred (or pseudonymised, and the pseudonymisation key transferred separately).
If data is to be transferred to a different institution, please describe the data storage and management in this institution.



10. [bookmark: _Toc221098474]Study oversight
In the first instance, please provide information about any study oversight committees (e.g., Trial Steering Committee, or Data Monitoring Committee).  What will their role be in the study?  What access do they have to study data (especially personal identifiable information)?
Thereafter, please read carefully all of the suggested text in each sub-section.  If what is described is acceptable to your study, please use the provided text, verbatim.  If you cannot adhere to what is described, please edit accordingly.

10.1. [bookmark: _Toc221098475]Oversight committees


10.2. [bookmark: _Toc221098476]Inspection of records
The CI and all investigators and institutions involved in the study shall permit study related monitoring, audits, and research ethics committee review.  The CI agrees to allow the Sponsor or, representatives of the Sponsor, direct access to all study records and source documentation.


10.3. [bookmark: _Toc221098477]Peer review
This protocol has been peer reviewed in terms of its scientific merit and methods.  Evidence of this peer review (and how any changes have been incorporated) will be presented to SERB when submitting the protocol for ethical approval.



11. [bookmark: _Toc221098478]Research ethics and governance
In this section, please read carefully all of the suggested text in each sub-section.  If what is described is acceptable to your study, please use the provided text, verbatim.  If you cannot adhere to what is described, please edit accordingly.

11.1. [bookmark: _Toc221098479]Ethical conduct
SERB reference number is available from Worktribe – listed as ‘Application ID’ in the Details tab.
The study will be conducted in accordance with the principles of Good Clinical Practice (GCP).  Prior to commencing any study activities, a favourable ethical opinion will be obtained from the School Ethics Review Board (SERB), School of Medicine, Medical Sciences and Nutrition, University of Aberdeen.  SERB reference number: <<INSERT>>.
If applicable, separate NHS R&D approval(s) will also be obtained, prior to commencement of the study.

11.2. [bookmark: _Toc221098480]Confidentiality
All data collected (including where applicable all case report forms, questionnaires, laboratory specimens, and other records) will be identified in a manner designed to maintain participant confidentiality.  All records will be kept in a secure storage area with limited access to study staff only.  Any clinical information will not be released without the written permission of the participant, except as necessary for monitoring and auditing by the Sponsor or its designee.  The CI and study staff involved with this study will not disclose or use for any purpose other than performance of the study, any data, record, or other unpublished, confidential information disclosed to those individuals for the purpose of the study.  Prior written agreement from the Sponsor or its designee will be obtained for the disclosure of any said confidential information to other parties.

11.3. [bookmark: _Toc221098481]Data protection
The CI and study staff involved with this project will comply with the requirements of the UK’s data protection laws.  The wording recommended by the NHS Health Research Authority to fulfil transparency requirements under the GDPR for health and care research has been included in the PIS.
The CI and study staff will also adhere, if appropriate, to the current version of the NHS Scotland Code of Practice on Protecting Patient Confidentiality.  Access to collated participant data will be restricted to the CI and appropriate study staff.
Computers used to collate the data will have limited access measures via usernames and passwords.
Published results will not contain any personal data that could allow identification of individual participants.

11.4. [bookmark: _Toc221098482]Insurance and indemnity
The following text assumes that the University of Aberdeen is the sole sponsor of the study.  See GRO non-CTIMP templates for suggested text if Grampian Health Board is sponsoring/co-sponsoring the study.
The University of Aberdeen holds and maintains policies of indemnity.  These policies cover principals, partners, directors, employees, and students of the University.



12. [bookmark: _Toc221098483]Study conduct responsibilities
In this section, please read carefully all of the suggested text in the relevant sub-sections.  If what is described is acceptable to your study, please use the provided text, verbatim.  If you cannot adhere to what is described, please edit accordingly.

12.1. [bookmark: _Toc221098484]Protocol amendments, deviations, and breaches
The CI will seek approval for any amendments to the Protocol or other study documents from the Sponsor (in the first instance), SERB, and if applicable the relevant NHS R&D office(s).  Amendments to the protocol or other study documents will not be implemented without these approvals.
In the event that a CI needs to deviate from the protocol, the nature of and reasons for the deviation will be recorded, documented, and submitted to the Sponsor.  If this necessitates a subsequent protocol amendment, this will be submitted to the Sponsor for approval and then to SERB for review and approval.
In the event that a serious breach of GCP is suspected, this will be reported to the Sponsor immediately using the GRO ‘Breach Report Form’.

12.2. [bookmark: _Toc221098485]End of study
Please provide anticipated start and end dates for data collection.  (We realise these are targets; you will not be held to them.)  Please also provide and end of project date.  This is the date that should be used in Worktribe to denote the end of the project and at this point the ethical approval will lapse.
Also, please note the text below about early stopping.

	
	PROJECT MILESTONE
	DATE
	

	
	Anticipated start of data collection
	Click or tap to enter a date.	

	
	Anticipated end of data collection
	Click or tap to enter a date.	

	
	End of project
	Click or tap to enter a date.	*

	
	*
	This is the date that should be used for end of project, in Worktribe.
	



The Sponsor, CI and/or the Steering Committee (if applicable) have the right at any time to terminate the study for clinical or administrative reasons.  If the study is terminated early, the CI will notify the Sponsor and SERB within 15 days, with an explanation for the early termination.  The CI will also ensure that any appropriate follow up is arranged for all participants.
An End of Study report will be submitted to SERB within four months of the end of the study.

12.3. [bookmark: _Toc221098486]Study record retention
Describe where, and for how long, study data will be retained.  Will data be anonymised prior to archiving, or pseudonymised?  If the latter, who will hold the pseudonymisation key?  Will different data be stored for different duration – e.g., interview transcripts stored for 6yrs beyond the end of study, but personal identifiable data destroyed at the conclusion of the study.
Ensure that data management / retention / destruction is clearly explained in the PIS.



13. [bookmark: _Toc221098487]Reporting, publication, and notification of results
Describe the intended study output including development of authorship policy and publication plan if these exist.




14. [bookmark: _Toc221098488]References




15. [bookmark: _Toc221098489]Appendices
Please note: Protocol-associated documents (e.g., PIS, Consent Form, etc.) should not be included as appendices.  These should be separate documents, with their own version control, and should be listed in the appropriate section at the start of the protocol.
Delete this section if applicable.

[bookmark: _Toc221098490]Appendix 1	Title (and copy / repeat, for Appendices 2, 3, etc.)
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