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[bookmark: _Toc219208277]About this guide
[bookmark: _Toc219208278]As Healthwatch, we conduct research with the public to understand their experiences of health and social care services. Whenever we conduct research with people, we must do so ethically, with the wellbeing of research participants as our top priority. We are also responsible for identifying and managing any risks to our own staff, volunteers and organisation. This is known as research ethics.
This guidance outlines key considerations when evaluating the risks and benefits of your research. It outlines considerations about data security and protection, the wellbeing of participants, and the risk to Healthwatch, including those who are undertaking the research.
You will also find some tips on how to ensure your research is necessary, robust, proportionate, legitimate and appropriate.
Does Healthwatch require ethical approval?
[bookmark: _Toc219208279]As Healthwatch we have a statutory responsibility to carry out our evaluative role. The majority of Healthwatch research projects are service evaluations or audits. This means that we are evaluating how effectively a service achieves its objectives and/or comparing its performance against predetermined standards.
Service evaluations and audits do not require specific approval from a research ethics committee or Institutional Review Board. However, ethical principles still need to be adhered to (e.g. consent, anonymity, risks, data protection and privacy).
Other research projects will require approval from a research ethics committee or an affiliated Institutional Review Board (IRB), as well as from the healthcare service site (s), such as the hospital's Research and Development Department.
For more information, please refer to how the HRA defines research. Alternatively, you can also try out their decision tool to find out whether your project would be considered research.
Benefits vs risks
Before undertaking any research, you should consider the potential benefits and the potential risks of the research. All research carries risk, and we should always ensure that we are aware of those risks and proceed with the research only if we are certain that the benefits outweigh the risks.
This is a discussion that should take place at the outset, before any research and planning begins. It is vital that ethics and risk not be an afterthought.
The benefits
Here are some questions you should ask yourself when considering the potential benefits of your research. You should not progress with research unless you have a good answer to all these questions.
What are we intending to influence or change by undertaking this research? Will it make a big difference to people?
What would happen if we didn’t undertake this research? Would anyone else do it?
Why are people’s views essential for this research?
Will undertaking and publishing this research have a positive impact on the reputation of our Healthwatch?
The risks
Having considered the potential benefits of the research, you must then consider the possible risks. There are three key areas of risk to consider.
Data security and protection
You must consider whether you need to gather personally identifiable and special category data. If you do, you must have a plan for correctly managing any data received. Refer to our guidance on data protection for more information. We also have a template for explaining data protection in phone scripts and in an information sheet.
There are some key questions you should consider.
Will people be identifiable if they take part?
You can mitigate this risk by anonymising data in the final report. You should give participants information about how you will use their data and explain the anonymisation process.
If the research is about a small group that could easily be identified or if the issue is very sensitive even when anonymised, think about how you will anonymise it. For example, you may need to go further than just anonymising names. You may need to redact other bits of information if they make participants too identifiable. Our guidance on data protection has a section on how to anonymise data.
How will you ensure you always respect the confidentiality and privacy of participants?
You can do this by conducting interviews in private rooms, storing identifiable information in locked cabinets, encrypting any electronic data, and shredding all hard copies of sensitive information as soon as possible.
You must ensure that only relevant staff have access to participants’ data and that as few people as possible have access. Our guidance on data protection has a section on how to store data securely.
Do participants fully understand the purpose of the research and how you’ll use their information?
You must be sure that participants understand why you are doing the research, what their role is in the research, and what you will do with their information.
At Healthwatch, we often engage with people who may be less likely to understand this fully. For example, people with cognitive impairments (e.g., dementia, Alzheimer’s, head injuries), older people with declining mental acuity, people with learning disabilities, people with limited English skills, children, and so on. You must be aware of this and ensure that your participants fully understand the research and their role.
If you cannot find a way to be sure of this, you should consider whether the participant lacks the capacity to fully understand and therefore whether it is ethical for them to participate. In some projects, it may be unavoidable that your participants are vulnerable people without full capacity to understand their involvement. In these situations, you should seek to involve someone, such as a family member or advocate, who can ensure that the participant’s involvement is conducted ethically.
The wellbeing of participants
You need to consider the wellbeing of participants and ensure that they are treated with dignity and respect.
Here are some key considerations to keep in mind when planning your project to ensure that you do not negatively impact participants’ wellbeing.
Are your proposed times for engagement convenient for your participants? As far as possible, you should avoid inconveniencing participants.  For example, you may need to consider conducting focus groups or interviews in the evenings or on weekends.
If your engagement is in-person, is the location convenient for participants? You should conduct the engagement in a location that is suitably accessible for participants, both in terms of their ability to easily reach the location and access the venue itself.
How can you ensure that participants always feel that their views, values, lifestyle and beliefs are understood, respected and valued, even if they differ from yours? You will need to maintain a non-judgmental approach to ensure that people feel their voice is heard and they are understood.
Does the research topic mean that participants may have to reveal sensitive information? If this is unavoidable, ensure your questions are non-judgmental and not leading, and reassure participants that they do not have to answer questions if they do not want to.
If the research topic is sensitive, is there a possibility that participants will become distressed during the research? If it is a possibility, ensure that you have a plan both to mitigate the risk of it happening and to support the participant if it does. For example, you should remind participants that they don't have to answer questions if they do not wish to and that they are not required to participate at all if they no longer wish to. If participants become distressed, you can offer them a break or even the opportunity to stop and resume at a later time.
Do you have a policy in place for when a participant tells you something you might need to escalate? Finding the balance between your ethical requirement to respect the confidentiality of information shared by participants and your safeguarding obligations can be challenging. Check your Healthwatch policy on safeguarding.
The risk to Healthwatch, including those doing the research
You must also think about the risks to the Healthwatch staff and volunteers undertaking the research, as well as the organisation itself.
The following are key considerations to keep in mind when planning your project.
Have you adequately prepared your staff and volunteers to do this piece of research? 
You should do everything possible to avoid putting staff in a situation for which they are physically and/or emotionally unprepared. You must ensure that those doing the research are fully briefed on the research, so they can explain the purpose of the research, encourage respondents to co-operate, clarify questions and correct misunderstandings. You must also ensure they have the necessary skills to perform the tasks you are asking of them.
Are staff and volunteers being put into potentially risky situations to undertake their research? 
You should do everything you can to mitigate this possibility. For example, by avoiding travelling to participants’ homes, if possible, and working in pairs.
Will researching this topic affect your staff and volunteers? 
This might be the case if the topic is distressing or traumatic. You must ensure that staff and volunteers feel comfortable saying if they do not feel able to be involved in the project. You must provide an opportunity for staff and volunteers to debrief with a line manager or supervisor afterwards.
[bookmark: _Toc219208280]A robust, proportionate, legitimate and appropriate approach
It is good practice in research ethics to ensure that your topic and approach to researching it are necessary, robust, proportionate, legitimate and appropriate. Below is some further information on each.
Necessary
Research is necessary when we do not already know enough about the topic. You can ask yourself the following questions to help you make sure your work is truly necessary.
Will your research be a tool to build on existing knowledge?
Will your research help better understand your topic and increase public awareness?
Can your research be used to find, gauge and seize opportunities, such as securing funding or influencing important stakeholders?
Will your research help raise the profile of Healthwatch?
Robust
Whenever you undertake any research, your approach should be robust. To be sure that your approach is robust, ensure that you can fully answer the following questions.
What is the purpose and significance of the research?
Are your proposed methods the most appropriate for the topic and target group(s)? You should be sure that the method you will use is the most reasonably efficient way of answering your research questions. You should also only collect the information you need, avoiding collecting data that you can’t use or that won’t add anything to your research.
What is the potential for bias in your research? All research can have bias, for example, self-selecting samples or the researcher making subjective interpretations of participants’ responses. Therefore, you must be aware of where bias may arise in your work and the potential impact it may have. For more information, please refer to our guidance on bias and sampling for more information.
What potential risks are there for those involved, and how will you mitigate them?
What type of data will the research generate, and how will you analyse it?
How will the information from the research be managed?
Would external organisations be able to understand the events and decisions taken during the progress of the research?
Proportionate
Your research must be proportionate to what you aim to discover. This means striking a balance between the approach you take and your intended goal. For example, you should not collect far more data than you need to answer your research question(s), nor ask participants personal and sensitive questions if you can get the information you need without doing so. Here are some questions you can consider to help think through whether your method is proportionate to your aim.
What is the context of this research?
Is there any external evidence, and are there gaps in knowledge?
Will your research address the gaps in knowledge or evidence?
Is there a balance between the needs of research and the available resources?
How many participants do you need to derive reliable conclusions?
Can you demonstrate the effectiveness and impact of your work?
Legitimate
The research you do must conform to the law, accepted social values and cultural sensitivities. It is equally important to choose respondents to maximise equality and diversity through your work. Consider the following questions to help ensure your research is legitimate.
Will the research be able to gather a wide range of perspectives?
Do the chosen participants add something new to your understanding of the topic?
Will the results of the research equally benefit people of all groups?
For more information, please refer to our guidance on bias and sampling for more information.
Appropriate
It is vital to consider who you need to target for each research project and ensure that your methodology is appropriate. Here are some points to consider.
Are your proposed research methods appropriate for the group(s) you are targeting?
Do you need to reach out to groups with whom you don’t normally engage, and how will you do this?
What practical measures do you need to put in place to ensure that particular groups aren’t excluded from participation?
	Example measures to reduce the potential for exclusion

	Interpreters/translators for non-English speakers 
Easy-read questionnaires for people with a learning disability or limited literacy.
‘I want to speak’ cards for people in focus groups who may struggle to speak up and be heard otherwise.
Selecting a venue that is accessible to people with mobility issues
Paper questionnaires for people who are not comfortable responding online. 



We have guidance on engaging with seldom heard groups and how to co-produce with seldom heard groups.
[bookmark: _Toc219208281]When the risks outweigh the benefits
If you have considered all the above and think the risk of your research outweighs the benefits, you should stop and reconsider your work. Consider how you can mitigate the risks you have identified, whether you need to adopt a different approach entirely, or even whether you should conduct the research at all.
You should also bear in mind that risk can escalate during a project. Therefore, you must establish regular check-in points during the research process to identify any potential risks early on. This allows you to mitigate that risk by changing your approach. An excellent way to do this is to incorporate such review points and milestones during the project planning.
[bookmark: _Toc219208282]Assessing the ethics, benefits and risks of your project
We have produced a pro-forma ethics and risk assessment form to allow you to consider ethical issues in a research project.  You’ll find it attached to the landing page for this guidance.
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