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(for research or service evaluation at St Andrew’s Healthcare)

This guide explains the information expected in each section of the STAH Project Application Form and includes practical tips for producing a clear, complete and approvable submission.
📩 For advice, contact research@stah.org 
❌ ZIP files cannot be accepted due to email client security restrictions.
❌ Undergraduate research projects sponsored by universities are not permitted at the Charity unless the student is also a member of staff. ➡️ Code of Conduct: Section 7.7

	SECTION 1: APPLICATION DETAILS

	Applicant name
	

	Role 
	

	Organisation
	

	Email 
	

	Contact number
	

	Type of request (tick all that apply):
	Indicate application requirements:
☒ Approval to conduct a project at St Andrew’s (mandatory)
☐ Support with application development:
· Internal applications may receive development support (waived for experienced staff unless requested)
☐ Support with project delivery:
· Help with recruitment or data collection. Clearly indicate any support required in your application. Support is dependent on capacity
External funded projects must cover any associated costs



	SECTION 2: PROJECT OVERVIEW

	Purpose: To provide a clear description of the project, including its objectives, scope, and impact. The information in the application form represents the project protocol, where a standalone protocol does not exist.

	Project title
	Long title required – short title may also be specified for ease of future reference

	Project type
	Use the result of the Is my study research? HRA decision tool to guide your selection. Also see Appendix 2 for definitions.

	Funding details
	Indicate how the project is funded:
· Internal/BAU: As part of an organisation’s business-as-usual (BAU); for example, an internal service evaluation by a STAH clinician, or a student project sponsored by a university. In this instance, the funder will likely be the Project Sponsor.
· External/Grant: Via a competitive external process, where the PI has been successful with an application for project funding. In this instance, the awarding body is the name of the funder but not the Sponsor; for example, the National Institute of Health Research (NIHR).

	Expected project dates
	Include start/end dates and overall length. If these dates change, please let the Research Centre know via email: research@stah.org 

	Project duration (months)
	As above

	Project expected to:
	Tick whether your project is anticipated to produce recommendations for STAH, inform practice outside STAH, or something (such as add to the evidence base only). Bear in mind that if you indicate that it will likely inform practice more widely than within STAH that you are indicating generalisability or transferability, which would indicate research. While service evaluations may be published, any generalisability or transferability of the findings to other contexts is for readers to interpret; the evaluation itself does not imply broader applicability.

➡️ Code of Conduct: Appendix 7b provides guidance on determining whether findings will be generalisable or transferable. It includes a recommended disclaimer statement to accompany service evaluation publications.

	Is this project linked to an academic qualification? (Tick one)
	Include university, course, and level of study. Undergraduate projects must be part of a STAH-led project; independent recruitment of patients by undergraduates is usually not approved.

	Student projects (only)

	Nature and purpose of the project (Tick all that apply
	The answer to this question has implications for data management and the requirement or not for data agreements between St Andrew’s and the university.
☐	St Andrew’s‑led project with outputs submitted to a university (e.g., a service evaluation, non-clinical audit or QI project); a key feature is that the project is conducted as part of business as usual (bau)
☐  Student-led, university-sponsored project (i.e., driven by university requirements and not part of normal clinical duties); typically requires a data agreement with the university

	University
						

	Course
	

	Supervisor
	

	Notes
	Example note, where a project is part of bau, but also being used as part of a student requirement:
The project forms part of routine clinical evaluation of an existing intervention. A student on placement will support the clinical lead, but all data analysis will be conducted on a St Andrew’s Healthcare laptop. No personal data will be shared with the university. The final written report will be submitted to the university as part of the student’s placement requirements.



	SECTION 3: ROLES & RESPONSIBILITIES

	Each project must clearly define roles and responsibilities. This section of the application ensures accountability, compliance, and safe conduct of the project.

	Governance (organisational accountability)

	Project Sponsor (research only) 
	Either complete this or the Clinical Lead option depending on project type. For example, St Andrew’s or University. NB/ St Andrew’s is typically the Clinical Lead for service evaluation projects.	

	Clinical Lead (non-research)
	As above			

	Data Controller
	Typically, the lead organisation						

	Project team (individuals conducting the research)

	Role (please add as applicable)
	Name
	Job title
	Contact details (email & tel.)

	Principal Investigator
	· A registered professional, or an individual in an appropriate role, with the authority and accountability to take overall responsibility for the project.
· For student projects, this role is normally undertaken by the Academic Supervisor. Exceptions apply only to doctoral‑level experienced professionals or funded researchers who are deemed suitably qualified to act as Principal Investigator.

	List any other project roles; e.g. clinical sponsor, co-Investigator and/or lead researcher
	Students from non-health/social care courses (e.g., business, IT) working with patients, service users, their data or tissue must have a co-supervisor with relevant experience.

💡 Tip: Undergraduate students are unlikely to be approved to recruit patients as active participants.
💡 Tip: A student’s contribution must be appropriately acknowledged according to journal editors’ authorship criteria or equivalent standards. For example, a student or assistant psychologist may well be the lead researcher who conducts the project, with the PI providing supervision and oversight only.
2 
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[bookmark: _Toc221028891]Non-project Team Collaborators
Only list people from an additional external organisation, not individuals within STAH, who are collaborating but not considered a formal part of the project team.
💡 Tip: Consider if a collaboration agreement is appropriate. 
➡️Code of Conduct: Appendix 5 provides information about collaboration agreements



	SECTION 4: PLANNING & DEVELOPMENT

	Background

	Description of evidence base or need (Max. 450 words)

	This section should provide the context for the proposed project and explain why it is needed. The level of detail should be proportionate to whether the project is research or a service evaluation, but all applications should clearly justify the work.

What to include:

a) Brief context and overview
Describe the clinical, service, organisational, or population context relevant to the project. Set the scene so that a non‑specialist reviewer can understand the issue being addressed.

b) Evidence base
Summarise the relevant existing evidence, guidance, standards, or local data that inform the project.

· For research projects, this should include a short review of relevant published literature, national guidance, or policy (1–3 key references recommended).

· For service evaluations, this may focus more on local performance data, audits, benchmarks, incident reports, patient feedback, or regulatory requirements, with external references used where relevant.

c) Current gap or problem
Clearly describe what is currently unknown, suboptimal, or variable in practice.

· In research, this is typically a gap in generalisable knowledge or evidence.
· In service evaluations, this is usually a gap between current practice at STAH and agreed standards, best practice, or expected outcomes.

d) Rationale for the project at STAH
Explain why this work is important and timely for STAH specifically. This may relate to patient outcomes, safety, quality of care, efficiency, workforce, compliance, or strategic priorities.

Applicants should avoid duplication between this section and the project aims, focusing instead on why the project is necessary and justified.


	Description of the gap or unmet need and how this project will address it (Max. 450 words)

	This section should clearly define the specific gap or unmet need and explain how the proposed project will address it in practice.

What to include:

a) Clear definition of the gap or unmet need
Describe precisely what is missing, insufficient, inconsistent, or problematic.

· For research, this may be an unanswered research question, uncertainty in existing evidence, or lack of data relevant to a specific population or setting.
· For service evaluations, this is usually a measurable shortfall in service delivery, outcomes, experience, or compliance with standards.

b) Who is affected and how
Identify the patients, service users, staff groups, or services impacted by this gap, and describe the potential consequences if it remains unaddressed.

c) How the project will address the gap
Explain how the proposed methods, data collection, or analysis will directly address the identified need.

· Research projects should focus on generating new, generalisable knowledge or insights.
· Service evaluations should focus on measuring current practice and identifying opportunities for service improvement within STAH.

d) Expected benefit or application of findings
Outline how the results will be used.

· Research findings may inform future practice, policy, further research, or funding applications.
· Service evaluation findings should directly inform local decision‑making, quality improvement, or service redesign at STAH.

This section should demonstrate a clear line of sight between the identified gap, the proposed project activities, and the anticipated benefit.

	Patient & Public Involvement (PPI)

	Was project design informed by PPI?
	☐  Yes (please give details below)
☐  No (please give details below)

	Details
	This refers to the research or service evaluation project itself – not to be confused with the subject of the project, such as an evaluation of an intervention that was co-produced with patients and/or staff.

Indicate whether patients or public were involved in design or interpretation: 
· If yes, detail what you did and with whom 
· If no, provide justification for why there was no PPI

➡️ Code of Conduct: Appendix 2 Principle 4 and Appendix 3

	Equality, Diversity & Inclusion (EDI) 

	EDI considerations

	Consider EDI within your research design. Best practice is for EDI to be embedded throughout any proposals. See the useful links below for consideration:
· Equality, Diversity and Inclusion in Research Design — University of Oxford, Medical Sciences Division
· EDI Toolkit

	Consultation 

	Key staff consulted in developing this project
	List key staff consulted in project development, but who are not formally part of the project team





	SECTION 5: PROJECT DESIGN

	Purpose: This section helps reviewers understand what you are doing, who is involved at what points, how it will be conducted, and why it matters. Clear, structured presentation makes the application easier to assess for feasibility, risk. Be mindful of the framing your use, depending on whether your project is to be managed as research or service evaluation – see Appendix 2. service value

	Project title 
	Title repeated here for ease of review

	Aim/s 
	1–2 sentences about what the project intends to achieve. 

	Objectives 
	Approx. 1–4 measurable and defined steps intended to achieve the project aim.

	Protocol/study design (max. 650 words)

	💡 Tip: Linkage and progression from Background → Gap → Rationale → Aim → Objectives → Methods → Analysis ensures clarity and helps the reviewers understand your project.

1. Use headings
We recommend using structured headings to improve readability. Typical headings include:
· Design: Type of study/project (qualitative, quantitative, mixed methods, retrospective, prospective, service evaluation, etc.).
· Participants: Brief inclusion/exclusion criteria (more detail is given in Section 6a), recruitment, sample size, relevant groups.
· Measures/Data: What data will be collected or extracted, including scales, outcomes, or service metrics.
· Procedure/Data Collection: Step-by-step description of how data will be collected or generated.
· Analysis Plan: Overview of statistical or qualitative analysis methods and how these address your objectives.
· Data Management: Very briefly how data will be stored, de-identified, and secured. More details are requested at the data management section of the application form.
· Ethical Considerations: Details of how any risks identified in the risks section are considered in the study design. Information on consent process, and safeguarding measures.
💡 Tip: Use subheadings to link objectives to data and analysis; reviewers can quickly match “objective → method → outcome.”

💡 Tip: This acts as the protocol where no standalone document exists. It should be written in plain language; reviewers should understand the project without specialist knowledge.

2. Be concise but specific
· Describe what is being studied and why.
· Provide enough detail so reviewers understand feasibility without needing the full protocol.
· Reference full protocol documents if available, but summarise key points in the application.
3. Give clear examples
· Retrospective service evaluation:
“Retrospective quantitative evaluation of all patients discharged from the DBT programme over the past 36 months. Data include HoNOS, CORE, ReQoL, DBT-specific measures, and risk incidents (self-harm, restraint, rapid tranquilisation). Analysis will assess within-patient change and differences between completers and non-completers.”

· Prospective pilot evaluation:
“Pilot observational study across 5 wards identified with low historic engagement in dental services. Patients will be offered ward-based screening, and staff feedback collected. Quantitative metrics include uptake and referral patterns; qualitative feedback will be analysed thematically.”

· Mixed-methods feasibility study:
“Patients undergoing routine ECGs will receive both standard 12-lead and KardiaMobile ECGs. Quantitative metrics: time, completion rate, QT interval comparison. Qualitative metrics: patient and staff feedback on acceptability and ease of use.”

4. Include supporting notes
a) Missing data plan: How missing data will be handled.
b) Clinical relevance: How results will inform practice or future studies.
5. Keep word limits in mind
· Usually 500–600 words is enough.
Use tables or bullet points for measures, data sources, and outcomes where helpful.



	SECTION 6: DATA – COLLECTION OF NEW DATA GENERAL GUIDANCE

	Complete the appropriate section based on your participant group.

	Inclusion criteria
	· Be specific with your inclusion and exclusion criteria
· Include details of ward
· Consider any implications of diagnoses and co-morbidities
· Consider diversity and inclusion: for example, can you demonstrate support for participation by deaf patients or those with a learning difficulty?
· Any project using secondary data analysis without study-specific consent must always exclude patients who have registered with the National Data Opt-Out. This exclusion must be explicitly listed as part of the study’s inclusion/exclusion criteria. This does not apply where specific consent has been obtained 
[bookmark: _Ref188964771][bookmark: _Ref188964916]➡️ Code of Conduct: Appendix 3 / item 6: Use of Routinely Collected Data for Secondary Analysis 

	Exclusion criteria
	

	Sample size
	Sample size and justification
a) Research Projects
· Sample size should be determined based on the study design, the expected effect size, statistical power, and practical constraints.
· Justification must be provided, often including:
· Power calculations (to ensure adequate ability to detect meaningful differences or effects)
· Expected variability in the data
· Feasibility considerations (availability of participants, resources, and time)
· Even in qualitative research, a rationale for the number of participants should be given, e.g., thematic saturation or depth of insight.
Example wording:
“Based on previous studies, a sample size of 60 participants will provide 80% power to detect a medium effect size (Cohen’s d = 0.5) at a 5% significance level. Recruitment feasibility and anticipated attrition have also been considered.”

b) Service Evaluation Projects
· Sample size is determined primarily by the available population or practical constraints, not by hypothesis testing.
· Justification focuses on:
· Representativeness of the population (e.g., all patients in a ward over 3 months)
· Operational or resource limitations
· Ensuring the sample is sufficient to answer the evaluation questions or identify trends
· Statistical power calculations are generally not required unless planning formal comparisons.
Example wording:
“All patients admitted to the ward between January and March 2026 will be included. This provides a comprehensive overview of current practice and ensures sufficient data to identify trends and inform service improvements.”



	SECTION 6b: DATA – EXISTING CLINICAL DATA

	Inclusion criteria
	Be specific

	Exclusion criteria
	

	Identification strategy
	

	Target sample size
	

	Justification
	

	Date range
	

	Platform (Tick all that apply)
	☐  RiO 	☐  BI Portal data	☐  Datix	☐  EPMA
☐  Other:

	Deadline for receipt of dataset
	Be realistic and remember that there is a long lead time on data required from BI.

	Variables for extraction of existing data 

	Variable type
	Details 

	☐	Demographic
	· Clearly specify the type of variable (e.g., demographic, clinical, criminal, medication, scale, or other) and add detail (e.g. age, diagnosis etc.)
· This information will be submitted to the data team for extraction of existing data.
You should also provide a brief justification for each variable. Good data management practices, including data minimisation, mean only collecting data that is necessary for your project.

💡 Tip: Research Centre will submit approved data extraction requests to BI. Be aware that extraction can take a number of weeks, depending on what data is needed.

	☐	Clinical
	

	☐	Offence history
	

	☐	Medication
	

	☐	Scale
	

	☐	Other
	



	SECTION 7: GOVERNANCE & DATA MANAGEMENT

	Ethics 

	Research Ethics Committee (REC) review
(Research / student projects only)
	☐  NHS REC Do I need NHS Ethics approval?
☐  University REC
☐  N/A – Appendix 1 completed – tick one option below only and move to DPIA section:
☐  	No issues identified
☐  	Issues identified and addressed within project design & risks

If your project is identified as research, complete the HRA tool: Do I need NHS REC review? 

💡 Tip: Be mindful of the questions around participants and their connection with the NHS (e.g., “Will your study involve potential research participants identified in the context of, or in connection with, their past or present use of services (NHS and adult social care), including participants recruited through these services as healthy controls?” Although STAH is commissioned to provide NHS services, this does not mean that participants were recruited through NHS means.
· Research Ethics Committee (REC) approval, if applicable 
· External sponsor confirmation, if applicable
💡 Tip: Remember, if you are recruiting from the NHS, you will need HRA approval; this is irrespective of the need for REC approval. 

	REC review details
	

	Data Privacy Impact Assessment (DPIA)

	Has Sponsor completed DPIA screening? (Tick one)
	Data Privacy Impact Assessment (DPIA): A DPIA is a process for identifying and minimising the data protection risks of a project.
· A screening assessment or full DPIA is required for all projects involving person-level or identifiable data.
· Research Centre has template DPIA screening forms that you can use; typically, screening is sufficient for our projects.
· For projects with an external sponsor, evidence of DPIA completion must be provided to St Andrew’s Healthcare upon request.
💡 Tip: DATA PROTECTION: Assessing Data Controller Relationships and Agreement Types flowchart will help you identify what is needed

	Legal basis for processing personal data
	GDPR Legal Basis vs Duty of Confidentiality[footnoteRef:1] [1:  Caldicott Principles, 2016: https://www.gov.uk/government/publications/the-caldicott-principles
ICO, Guide to GDPR: https://ico.org.uk/for-organisations/guide-to-data-protection/guide-to-the-general-data-protection-regulation-gdpr/
GMC, Confidentiality: good practice in handling patient information, 2022: https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/confidentiality
] 


	Concept
	Purpose
	What to record on the form

	Duty of confidentiality
	Ethical/common law obligation to protect patient information (Caldicott Principles; GMC guidance)
	“Is patient consent obtained for use of their confidential data?” Yes/No + justification

	GDPR legal basis
	Statutory basis for processing personal/special category data (Articles 6 & 9)
	“Legal basis for processing” field: select appropriate Article and justify if relying on public task, research exemption, or another legal basis



💡 Tip: Consent may satisfy both GDPR and confidentiality obligations, but it is not always required. If you are using retrospective, de-identified, or anonymised data, you may justify not obtaining consent, but this must be clearly explained.

	Data handling summary

	Is there a separate Data Management Plan?
	Some projects have a standalone data management plan (DMP) – if that applies to your approach, please attach rather than completing this section.

If there is no standalone DMP, identify who prepares/extracts datasets.

	Who will extract/prepare the dataset?
	

	Data type
	Data Type[footnoteRef:2]
When completing the “Data type” field on the application form: [2:  Information Commissioner’s Office (ICO). Anonymisation: managing data protection risk code of practice. 2022. https://ico.org.uk/media/1061/anonymisation-code.pdf] 

· Identifiable – data that directly identifies an individual (e.g., name, NHS number, date of birth) or could reasonably be used to identify them in combination with other information.
· De-identified – data from which direct identifiers have been removed, but individuals could still potentially be re-identified with additional information. Considered pseudonymised under GDPR (Article 4(5)), not fully anonymous.
· Aggregated – data combined in such a way that individuals cannot be identified, either directly or indirectly. True anonymisation is rare in healthcare research because small datasets or rare conditions may allow re-identification; however, aggregated data is considered anonymous.
💡 Tip: If using de-identified data, explain how identifiers are removed and justify why the data cannot be re-identified.

	Patient consent obtained for use of their confidential data?
	☐	Yes
☐	No
	If no, provide justification?
	

	What data deidentification techniques will be used?
	💡 Tip: Data minimisation is a core principle of GDPR (Article 5(1)(c)) and supports ethical practice. You are required to collect only the data necessary to achieve your stated research or evaluation objectives. Explain why each variable is necessary for your project and how data deidentification techniques are applied to your dataset. 

☐  Pseudonymisation
Replaces identifying information with a code or token. A separate, securely stored linking key allows re‑identification by authorised personnel. Commonly used when longitudinal follow‑up or multi‑source linkage is required.

☐  Masking / redaction
Removes or obscures specific data elements so they are no longer visible (e.g., blanking, truncation, character masking, hashing used only for concealment). Used to eliminate direct identifiers.

☐  Generalisation / grouping
Reduces the precision of data (e.g., age bands instead of exact age, broader categories, year instead of exact date). Used to reduce uniqueness within the dataset.

☐  Suppression
Removes entire variables or specific high‑risk values when they cannot be safely generalised or retained (e.g., deleting rare occupations, removing outliers).

☐  Perturbation / detail alteration
Modifies non‑essential details to reduce identifiability while preserving the meaning of the case. May include altering demographic details, occupations, or contextual features that are not clinically relevant. Commonly used in case studies and qualitative reporting.

A full list is available from the Information Commissioner’s Office (ICO): Glossary | ICO

	Will STAH process personal data on behalf of another Data Controller?
	☐	Yes
☐	No
	If yes, what agreement type?
	· Data Sharing Agreement (DSA) – used when STAH shares identifiable or pseudonymised data with another organisation that determines the purpose and means of processing (i.e., another data controller).
· Data Processing Agreement (DPA) – used when STAH acts on behalf of another data controller and processes data according to their instructions (STAH is the processor).
💡 Tip: Specify the type of agreement on the form and attach the signed agreement if available.
💡 Tip: Internal applicants can use our flowchart to help identify the data controller and agreement types: DPIA_data_protection_review_flowchart_research. 

External applicants can request a copy (research@stah.org) 


	Storage, retention and destruction

	Where will data be stored?
	Use STAH-approved SharePoint 365 folders or secure network drives. Restrict access to the project team. Research Centre support is available.

	Retention period and justification
	 Typical guidance:
· Research: retain data 3 years post-publication/project completion.
· Service evaluation: retain 1-year post-project completion, unless otherwise required.

	Research Centre to support destruction?
	Secure deletion of electronic files, shredding of paper records. Document destruction in Research Centre logs.
· Research Centre support: Tick yes/no – Research Centre keep a destruction log and schedules destruction of data at the appropriate time



	SECTION 8: RISK ASSESSMENT  

	Please list the risks associated with the conduct of the project (e.g., recruitment, power dynamics, resources, time constraints)

	Description of risk
	Mitigation
	Contingency

	· Identify all relevant risks (recruitment, sample size, missing data, ethics, resources, timelines)
· For each, specify Mitigation and Contingency plans
💡 Tip: Significant risks and the mitigation/contingency plan should be addressed within the study design.
	What you will do to prevent the risk from happening.
	What you will do to lessen the impact if the risk happens.



	SECTION 9: RESOURCES

	Additional cost or staffing implications for STAH?
	· Declare additional costs or staffing requirements: you will need a funding plan for any additional costs
· Specify use of STAH equipment or space: including this information on the form does not guarantee their provision

	Use STAH equipment or space?
	



	SECTION 10: DELIVERY & IMPACT  

	Delivery schedule

	Example project activities
	Estimated dates / timeframe
	Action owner

	Design & planning
	Include design, approvals, recruitment/data collection, analysis, write-up, and dissemination. Assign action owners.

	Ethics / approvals
	

	Recruitment / data collection
	

	Data analysis & write up
	

	Final report / dissemination
	

	Expected outputs

	Tick all relevant outputs (final report, thesis, guidance, poster/conference, publication, other).


	Impact statement

	One or two sentences to describe the anticipated impact on practice, policy, or research. Why is this project beneficial for our patients or staff?



	SECTION 11: DECLARATIONS & SUPPORT  

	Key obligations (Applicant & PI)

	A.  APPLICANT 

	
	
	

	B. PRINCIPAL INVESTIGATOR (may be the same person as the applicant)

	
	
	

	C. UNIVERSITY SUPERVISOR (for student projects)

	
	
	

	D. LINE MANAGER (internal STAH projects only)

	
	
	

	E. CHARITY SUPPORT / DIVISIONAL APPROVAL (level C or above)

	
	
	



	SECTION 12: SUBMISSION CHECKLIST  

	Once completed, please email this form to research@stah.org  and attach all that apply:

	





Appendix 1: Ethics Screening Questions[footnoteRef:3] [3:  The screening questions have been adapted from: guide-to-managing-ethical-issues-in-quality-improvement-or-clinical-audit-projects.pdf (hqip.org.uk)] 


For use with service evaluation, evaluation and research projects that are assessed as not requiring REC review.

	Does the proposed project have any of the following ethical issues that need consideration before starting?

	· For projects not requiring REC review.
· Assess potential issues:
· Patient rights, consent, confidentiality, burden, clinical departure, conflicts, untested interventions, allocation differences, or lack of direct benefit.
· If any answer is “Yes,” further ethical review is required. These considerations should be clearly described in Section 4 (Governance & Data Management) and referenced in the Risk Assessment section. Where ethical or participant-related risks are significant, ensure that mitigation and contingency measures are built into the study design itself rather than treated as afterthoughts.
💡 Tip: Clearly document ethical considerations to support SERAC review.


	If the answer to any of the above questions is yes, the project should undergo ethical consideration

	We aim for projects at St Andrew’s to provide benefit to patients or improve patient care – is that true for this project?	☐ Yes
	☐ No

	If the answer to this question is no, the project should have further ethical/strategic consideration



Infringing patient rights — Review any activity that limits or restricts patients’ rights to make choices about their healthcare, such as restricting access to evidence-based practice. 
Risk breaching confidentiality or privacy — Review any of the following situations: collecting or disclosing data that could be used to identify any patient; using such small sample sizes that individual patients can be identified; or having someone collect data who does not normally have access to patients’ information or records.
Placing a burden on a patient beyond those of his or her routine care — Review the following types of activities: A patient is required to spend additional time for data collection, provide samples not essential for care or attend extra clinic or home visits; a vulnerable person is required to participate directly; or a patient is asked to answer more than a minimal number of factually based questions or to provide sensitive information.
Involving any clinically significant departure from usual clinical care — Review an activity that varies from accepted current clinical practice or that causes any disruption in the clinician-patient relationship.
Involving a potential conflict of obligation to patients — Review any activity that considers a trade-off between cost and quality for individual patients or a group of patients. 
Involving the use of any untested clinical or systems intervention — Consider the risk patients could face if an activity involves implementing a new practice that is not already established.
Allocating any interventions differently among groups of patients or staff — Review if different groups of patients are to be assigned to interventions or treatments or patients are to be recruited to participate in an activity. 
Providing no direct benefit to patients or patient care — Review any activity that does not directly benefit the patients participating to ensure that the risk to patients is acceptable.  
Appendix 2: Understanding the Difference Between Research and Service Evaluation
Projects at St Andrew’s Healthcare may be either Research or Service Evaluation. Applicants must identify the correct project type before completing the application, as the two categories have different purposes, governance requirements, and methodological expectations.

What is Research?
Research aims to generate new, generalisable knowledge beyond the immediate service. It typically asks questions such as:
· “Does this intervention work?”
· “What are the effects of X on Y?”
· “Can these findings be applied to similar populations elsewhere?”
Research usually involves:
· A defined hypothesis or theory being tested
· Comparison groups or control conditions (where appropriate)
· Formal statistical inference (e.g., significance testing)
· Sample size calculations or justification based on power
· The intention to draw conclusions beyond STAH, even if the audience is specialised
Research projects may require NHS REC review, depending on the population and design.

What is a Service Evaluation?
Service evaluation can apply to any aspect of current clinical practice, including a whole service, a component of a service, or a specific intervention delivered as part of routine care (e.g., a therapeutic activity, structured programme, or ward‑based intervention). It does not have to evaluate an entire “service” in the organisational sense.
Service evaluation aims to understand how well current care is working locally. It does not aim to produce generalisable knowledge. Findings may be of interest to people working in similar contexts, but any wider transferability is for readers to interpret; the evaluation itself does not claim broader applicability. Instead, it focuses on:
· Feasibility of delivering existing interventions
· Acceptability to patients and staff
· Descriptive summaries of outcomes within the service
· Identifying areas for improvement
· Evaluating current practice against local or national standards
Service evaluation may involve robust methods (validated measures, structured feedback, mixed‑methods approaches), but the focus must remain on local service quality rather than proving effectiveness.
Key features of service evaluation:
· No hypothesis testing or causal claims
· Findings are interpreted as service‑specific, not generalisable
· Descriptive analysis is used (e.g., pre–post summaries, individual change, engagement rates)
· Sample size is determined by available population or service constraints, not by power calculations
· Interventions evaluated must already be part of routine care, or clearly in the process of being implemented as such
Service evaluations do not require NHS REC review, but still require ethical and governance oversight through internal STAH processes.

Using Research‑Type Methods in a Service Evaluation
It is acceptable – and often desirable – to use structured or “research-like” methods (validated scales, systematic analysis, mixed methods) within a service evaluation.
However, the purpose and claims must remain evaluative, not research-focused.
This means avoiding:
· Causal language (“effects”, “impact”, “leads to”)
· Hypothesis testing
· Statements suggesting generalisable findings
· Introducing interventions not already used in the service
Methods can be rigorous, but the framing must remain consistent with evaluation, not research.

Choosing the Correct Project Type
Use the HRA decision tool (linked in the form) and the table above to guide your choice. If your project aims to:
· Improve understanding of local service delivery → Service evaluation
· Generate generalisable evidence or test effectiveness → Research
If uncertain, consult the Research Centre for clarification before submitting the form.

Additional Guidance: Words and Phrases That Signal Research vs Service Evaluation
The wording used in an application often indicates whether the project is more appropriately classified as Research or Service Evaluation. The following lists highlight terms that commonly trigger governance scrutiny. Applicants should review their framing carefully before submitting.

Words and Phrases That Suggest RESEARCH
These terms imply causality, hypothesis testing, generalisability, or evaluation of a non‑routine intervention, all of which fall under research rather than service evaluation.
Causal or effectiveness language
· “Effects of…”
· “Impact of…”
· “Does X improve Y?”
· “X leads to improvements in…”
· “Evaluating the efficacy/effectiveness of…”
Hypothesis-driven language
· “We hypothesise that…”
· “Test whether…”
· “Intervention will significantly improve…”
Generalisability / theory-building
· “Findings will contribute to the wider evidence base”
· “Applicable to other settings/services”
· “Generalise to similar populations”
Statistical inference
· “Power calculation”
· “Significance testing / p‑values”
· “Inferential statistics”
· “Effect size”
Non-routine intervention language
· “Introducing a new therapy/approach”
· “Not previously used in this service”
· “Trialling a new treatment”
If an application uses this type of framing, it is likely to be considered Research, not Service Evaluation.

Words and Phrases That Suggest SERVICE EVALUATION 
These terms indicate the project is focused on understanding current service delivery, local performance, or implementation feasibility – all consistent with service evaluation.
Local quality and performance language
· “How the service is currently working”
· “Current practice on the ward/in the service”
· “Describe patterns of change”
· “Evaluate feasibility”
Acceptability and experience
· “Patient/staff experience of the current offer”
· “Acceptability of existing intervention”
Descriptive analysis
· “Pre–post descriptive summaries”
· “Individual change scores”
· “Engagement rates / completion rates”
· “Trends in routinely collected outcomes”
Service development (when appropriate)
· “Evaluation in support of service development”
· “Pilot of an intervention already approved for clinical implementation”
Non‑generalising language
· “Findings apply to this service”
· “Local interpretation”
· “Inform improvements within STAH”
If an application is framed using this language, it is likely a Service Evaluation.

Quick Rule of Thumb
· If your wording implies cause-and-effect, testing, or generalisable conclusions, your project is Research.
· If your wording describes what is happening in this service, how well it is working, or how to improve it locally, your project is a Service Evaluation.
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