Study Protocol Template 2026
The template and the checklist are for use when:
1. Completing an ethics application to the North Wales Medical School/School of Health Sciences Academic Research Ethics Committee for research work.
2. Logging service evaluation work with the ethics chair, alongside a copy of the completed HRA tool, and a copy of the HRA tool outcome confirmation.  
3. Applying for research sponsorship.
Protocol content will vary depending on the focus and design of the work (e.g., longitudinal survey work versus exploratory qualitative interviews, secondary analysis of anonymised versus identifiable personal data).  Please ensure your protocol includes the core elements that are relevant to your research ethics application or relevant to the submission of your service evaluation protocol.
 Aim: to have a coherent understanding of the aims and elements of the work and to show how each element will be delivered and managed (including recruitment, data collection, data analysis, and data management). 
Note: We do not require a long section on background literature, but we need to be able to have enough information to evaluate the proposed work.  Your protocol may have appendices such as recruitment emails and posters, participant information sheets and consent forms, a distress protocol, and data collection tools such as questionnaires, interview schedules, etc. *Always ensure that these are also uploaded as individual files with an application and that they have version numbers and dates.* 
At the end of this document, you will find links to helpful resources.

Core elements:
· Study title 
· Study acronym (if applicable)
· Time frame: start date and end date (you may also indicate a timeframe for write up)
· Protocol date and version number (note: any amendments to the protocol should include the amendment number and date) 
· List of abbreviations (where applicable)
· Brief rationale for the work, with reference to relevant literature (maximum 300 words)
· Aims, objectives, questions to be asked 
· Methods and design underpinning your work:
· Any theoretical frameworks or key approaches used (e.g. participatory approaches) 
· Setting and access to the setting
· Sample and recruitment:
· Include details such as sampling frame, sample size, inclusion and exclusion criteria, how people will be approached and recruited, any follow-up, considerations regarding recruitment materials (e.g. language, easy read)
· Specific issues to consider (e.g. working with young people in schools, recruiting vulnerable adults)
· Where relevant include a recruitment flow chart and timelines (e.g. for follow-up) 
· Trial procedures (where relevant)
· Assessment of efficacy
· Assessment of safety
· Planned intervention description (if applicable) – expected duration, procedure for withdrawing
· Data collection:
· Any data collection tools/outcome measures, their suitability for the population and group (you may pilot them later so at this stage they would be indicative)
· Data management plan: [footnoteRef:1] [1:  https://www.bangor.ac.uk/governance-and-compliance/dataprotection/documents/Data-Protection-Policy-approved-v7-June-2020.pdf BU Research Data Management Policy: “Researcher is responsible for: 1.1. Creating a research data management plan at the beginning of every project that explicitly addresses data capture, management, integrity, confidentiality, retention, sharing and publication.”
See the DMP online tool https://www.dcc.ac.uk/dmponline. It is an online form that the user completes, and a pdf can then be downloaded and shared.] 

· How new data will be collected (and who by), securely stored and prepared for analysis / how existing data (e.g. anonymised patient data) will be securely shared, by who and with who, securely stored and prepared for analysis
· Who will be responsible for the data
· Who has access to the data and for how long
· How findings will be shared and with whom
· How will data be archived? Where? How long will it be kept for?
· If the data is to be made accessible to other researchers, provide details about how this will be done
· Data analysis:
· Describe the planned analysis and how it aligns with the aims and objectives of the work 
· Ethical issues:
· Ensuring informed consent (where relevant explain opt-out and withdrawal and consider GDPR regulations)
· Management of anonymity
· Management of confidentiality and any disclosure procedure (safety and/or malpractice concerns)
· Potential for burden, harm, or risk (participants and researcher/ service evaluation team) and mitigations 
· Distress protocol(s) where relevant
· Any relevant skills and/or experience required for the safe and ethical implementation of the project
· Patient and public involvement
· Dissemination and impact 
· Please include details of any relevant communications – e.g. agreements with BCUHB R&D that no additional permissions are required - you may wish to include these in an appendix


Appendix: Checklist – please read through before submitting your protocol and tick the relevant boxes 
	The protocol…
	Tick

	Is focused on an important question and proposes the use of appropriate methodology and methods  
	

	Provides information about the project team’s skills and experiences where relevant
	

	Provides enough detail for the reader to make an informed decision
	

	Demonstrates that the team consider the potential effects of the work on all involved including participants and researcher(s)/service evaluation team
	

	Has clear inclusion and exclusion criteria which are reasonable and equitable
	

	Provides explanation about how identified ethical concerns have been appraised, with detail provided as to how these will be managed in the work
	

	Includes participant invite letter, participant information sheet, project summary, questionnaires and interview schedules etc (where appropriate)
	

	Ensures participant facing documents will be available in Welsh as well as English to reflect the ‘active offer’ principle (or explains why it is not relevant). Note: documents can be translated once a favourable opinion has been granted
	

	Ensures that participant facing documents use short, familiar words and short sentences; and that they written in simple, non-technical terms that a lay person will easily understand
	

	Includes documents that are aligned (e.g. same project title) and with dates and version numbers
	

	Provides enough detail so there is reassurance that participants will be treated with respect and dignity
	

	Explains the process of seeking access to potential participants
	

	Shows how participants are provided with detail about the work in a way that they will be able to understand
	

	Illustrates what provision will be made for participants who have additional needs (where appropriate)
	

	Considers issues such as burden on the participants (e.g. time, travel, expense)
	

	Acknowledges risk of potential for harm – including distress/upset that might result from participation
	

	Outlines any possibility of coercion or unfair reward from taking part in the work
	

	Shows that consent is obtained in accordance with GPDR regulations, and shows how participants can opt in and out of elements of the study
	

	Considers, that where deception is necessary, how participants could react (*if the anticipated reaction is negative, then deception is inappropriate)
	

	Considers any effect on the participant’s mood once their involvement in the work has ended and if a negative impact on mood is anticipated how participants will be supported
	

	Reflects how participants are made aware of their right to withdraw from the work at any time, including retrospectively, and given clarity about what will happen to any data that relates to them
	

	Makes provision for participants to complain if they are not satisfied with the work/team conduct (*clearly specified on the participant information sheet)
	

	Indicates if participants will be informed of any evidence of medical/health problems discovered during the work (if relevant), and provides details of counselling services or patient support groups
	

	Explains how data will be managed and stored to protect participants’ confidentiality, anonymity and personal data (*including how will this be addressed in the use of job title or roles of staff that might make them identifiable)
	

	Indicates for participants, use (including future use) of any data
	

	Shows the measures to be taken to ensure confidentiality and the security of the data (including who has access to data)
	

	Indicates data storage and the length of time data will be held 
	

	Illustrates how anonymity will be preserved
	

	Indicates how consent will be properly documented
	

	Indicates that the consent process will be conducted in Welsh (where appropriate) or English to reflect the ‘active offer’ principle
	

	Explains how the currency of the consent will be assured if the work involves multiple points of data collection
	

	Indicates that, if validated outcome measures are to be used in the work, that participants be provided with Welsh language versions of these measures, where available, in line with the ‘active offer’ principle
	

	Highlights if the work involves any vulnerable groups
	

	Includes information for participants of any risks incurred by involvement in the work (*participants must not be required to take risks greater than those involved in everyday life)
	

	States any anticipated risks and explains measures that will be taken to manage and minimize these (*the appropriate box (es) on the Ethics Application Form should be ticked to identify the category of participants to be recruited)
	

	Considers if the potential benefits of the work balance any potential risk to the participants/team
	

	Shows the process to be taken if untoward factors are uncovered during the work that require follow-up
	

	Indicates how the research/service evaluation team is involved as a project team, and not as a practitioners or clinicians, unless appropriate to the methodology
	

	Indicates if the work involves those that might present a risk to the project team
	






Resources you might find helpful:
Health Research Authority provides guidance and templates for clinical trials and qualitative research, which provide useful starting points: https://www.hra.nhs.uk/planning-and-improving-research/research-planning/protocol/
Kaba, Evridiki & Stavropoulou, Areti & Kelesi, Martha & Aikaterini, Triantafyllou & Goula, Aspa & Fasoi, Georgia. (2021). Ten Key Steps to Writing a Protocol for a Qualitative Research Study: A Guide for Nurses and Health Professionals. Global Journal of Health Science. 13. 58-58. 10.5539/gjhs.v13n6p58.
The SPIRIT checklist is a helpful shorter form than the HRA's template. Although it is about writing a protocol for public-facing publication, it could be useful for making a core list: https://www.consort-spirit.org/  
Research Ethics Review Committee - recommended format for a 'research protocol'
https://www.who.int/groups/research-ethics-review-committee/recommended-format-for-a-research-proto…

BMJ Learning: Online Courses for Healthcare Professionals to help you learn at every stage of your career. https://new-learning.bmj.com/collection/10062718
Data management considerations
Bangor university data management: https://bangoroffice365.sharepoint.com/sites/DigitalServices/SitePages/Research-Data-Management.aspx
Bangor University Research data management policy: file:///C:/Users/afs009/Downloads/BU%20RDM%20Policy_Mar24-1.pdf
The DCC (Digital Curation Centre) has a lot of guidance documents and examples: https://www.dcc.ac.uk/dmps




