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The research governance arrangements for Children’s Services are managed by the Research and Evaluation Unit. Contact details:
Dr Roger Norgate
Consultant educational psychologist (Research)
Research & Evaluation Unit
Clarendon House
Monarch Way 
WINCHESTER
SO22 5PW
E-mail: HEPS.research@hants.gov.uk 
Telephone: 01962-876217 
Note: Despite modifications to the appearance of this guidance it does not represent a change to the existing policy as it applies to Social Care. It does however extend that policy to all other departments within Children’s Services.
Acknowledgements: Much of the groundwork in establishing research governance arrangements within Hampshire County Council has been undertaken by Adult Services. This document draws heavily on their work. 
RESEARCH GOVERNANCE - internal applicants

This paper documents the process by which anyone employed by Hampshire County Council’s (HCC) Children’s Services Department
 can obtain approval for research, which involves access to service users (i.e. children and young people), their families, carers, staff (including volunteers), or the use of data relating to them. 

A requirement is that governance approval is sought prior to the start of any study. 

Background

The Department of Health’s (2005) document Research Governance Framework for Health and Social Care aimed to foster a research culture that both promoted excellence and reduced unacceptable variations in practice. Its central tenet was to protect participants by ensuring that arrangements were in place to identify and manage any risks associated with a study. The framework set out five core elements and associated principles as the basis of research governance:

· Ethics: ensuring the dignity, rights and well being of participants

· Methodology: ensuring that the design and methodology are able to address the research questions and are subject to an independent review by relevant experts

· Information: ensuring full and free public access to information about the research findings

· Health and Safety: ensuring the safety of research participants, researchers and other staff

· Legality: ensuring financial probity and compliance with the law in the conduct of research.

Whilst these regulations apply to Adult Services they have been adopted within Children’s Services and it is against these criteria that applications will be judged.  

Identifying activity that is subject to these arrangements

Research, in this context, constitutes any activity involving the collection or analysis of information from or about children and young people (in their capacity as service users), their families or employees of Children’s Services that is not routinely collected in the course of normal practice. This is the case whether the data collection occurs through face-to-face contact or from records that are held. It consequently includes studies involving questionnaires, focus groups, interviews, surveys and documentary analysis.  

Within this definition any pre-planned or structured consultation is included, as the techniques involved, and potential risks, are the same as for other forms of research involving service users. 

When considering whether information is routinely collected as part of normal practice, it is important to determine if the information required is additional to or different from that which you would collect as a normal part of your work.  For instance, if users are asked to complete a feedback sheet or evaluation form as a normal adjunct to training, the delivery of a service, a package of care or intervention, then this constitutes routinely collected information and would not come under these arrangements.  If however, after the analysis of such data, an issue or problem was identified that required further investigation, then that piece of work would fall under these arrangements (as it is not routinely collected).

Information stored within Swift or SAP constitutes management information that is routinely collected in the course of normal practice.  The subsequent analysis of this information for the purpose of performance monitoring, or for any other purpose, similarly does not fall within the remit of these governance arrangements as it is regarded as an extension of Local Authority duties rather than research. 

Below are examples of work that would typically require approval.
· Planned Consultation. The techniques used to obtain views and opinions, such as questionnaires or interviews, are no different to those used in more ‘traditional forms of research’.  Although consultation may be low risk, (a topic discussed later), it still involves collecting data that could be generalised and involves accessing users, or staff, via departmental records.  
· User Groups. User groups established or facilitated by the department fall under these arrangements as they usually involve accessing users via their records and the collection of information (opinions) that could be generalised.  In setting up any user group issues concerning confidentiality and ethics in relation to participants and the information that they supply have to be addressed. Research Governance provides a mechanism for ensuring appropriate procedures are in place.
Where a piece of research is ongoing or repeated on an annual or monthly cycle it is only on the first occasion that the proposal has to be submitted, as long as the methods remain the same.  

What information and individuals are covered by the Research Governance arrangements?

The governance process only concerns research involving service users (children and young people), carers, their relatives and friends or employees (including data associated with any of these groups) for whom the Director of Children’s Services has a duty of care. This is regardless of whether the research relates to services provided by the Local Authority or contracted to other agencies. If access to these populations (participants and data) is via Children’s Services, then the research will require Research Governance approval.  

If the research participants are accessed via records held by another agency then the research may not be covered by these arrangements. Research proposals relating to schools, for instance, should be sent to the Headteachers concerned.

Procedures not considered ‘research’ include: routine audit, performance reviews, quality assurance studies, testing within normal education requirements, service evaluations, and polling on current public policy issues.
To help identify whether an activity constitutes research in respect to these governance arrangements the flow diagram below has been developed. Anyone who remains unsure can contact the Research & Evaluation Unit
 for further guidance. 

Diagram for clarifying whether research requires governance approval


















APPROVAL PROCESS

This section outlines the procedures that follow, as part of the Governance process.
Submitting an application

· The member of staff proposing the research needs to undertake a risk assessment using the Research Risk Assessment Tool (Appendix 1) and complete the Project Plan Form (Appendix 2) before the research can commence. 

· Researchers who wish to undertake research into mental health will, in most instances, also need approval from an NHS Research Committee. Researchers should be aware that NHS Research Ethics Committees can take 60 days to process applications. 

Undertaking the risk assessment: How much of a risk does the proposed research present?

Studies pose different levels of risk to participants. The governance group will focus its time on the proposals that present the most risk and hence deserve the greatest scrutiny.  To determine the risks associated with a piece of work, and the subsequent level of review required, everyone making an application will be asked to complete a risk assessment, that will measure the potential risk of the research against the following issues:

1. Competence of researcher

2. Characteristics of participants

3. Nature of information being sought

4. Methods/nature of data collection

5. Appropriateness of method and quality of research design

6. Relationship between researcher and participants

7. Level of privacy for participants

8. Sensitivity of the topic

All proposals will normally be discussed at the full panel meeting, which takes place every other month. One member will present the proposal and one will advocate against it. The final decision will be that of the whole group. If a majority view cannot be established, the chair of the panel will have the casting vote. The panel reserve the right to seek further advice and guidance, as is deemed appropriate. The panel currently has representation from:

· Hampshire Inspection & Advisory Service

· Special Educational Needs (SEN) team

· Social Care

· Hampshire Educational Psychology service

· Research & Evaluation Unit

· Performance and Resources
· Local Universities
Under exceptional circumstances views may be sought electronically via email or through comments being added to an electronic document stored on the shared drive. If there are justifiable time scale problems the decision may be made by the manager of Research & Evaluation Unit, or nominated panel member, but only if the study is deemed to be LOW risk. The outcome will then be shared retrospectively with the panel in order to justify the decision and to allow further discussion.

Project plan form

Once the Risk Assessment Tool has been used to identify areas of potential risk the Project Plan Form (Appendix 2) needs to be completed using the results from the assessment to identify where additional detail may be required (to minimise those risks). These papers need to be sent to the Research & Evaluation Unit. The proposal will be considered in relation to the core elements and associated principles discussed earlier. In addition, checks will be made to ensure:

1. A sponsor has been identified who will take responsibility for co-ordinating the research

2. The proposal has been independently reviewed for ethics and methodological standards, where possible

3. There are clear arrangements between any organisations involved

4. Ownership of the findings and any intellectual properties are clearly defined

5. The proposal satisfies the legal requirements of the:

· Data Protection Act 1998

· Health and Safety Act 1987

· Human Rights Act 1998

· Freedom of Information Act 2000

· Mental Capacity Act 2005

· The Children Act 2004
Outcomes

There are three possible outcomes for a proposal: approved, approved subject to amendments or rejected.  Where approval, subject to amendments, has been granted, the applicant will be contacted and advised of this. Once they have satisfactorily demonstrated how the amendments will be incorporated into the research, approval will be granted. If major amendments are recommended as part of the reviewing process the applicant may have to re-submit a revised proposal. If a project is rejected the reasons for the decision will be explained. The applicant can appeal against a decision to the Assistant Director (Performance and Resources) but their decision will be final. 
If a researcher wishes to complain about how their proposal has been dealt with they should first contact the manager of the Research & Evaluation Unit and if they are unable to resolve the issue, they may then contact Children’s Services’ Complaints Manager.

When a project is approved it will be formally signed off. A copy of the signed approval will be sent to the applicant (and the supervisor or research governance office in the case of university students) and the research can commence.
Review and approval flow diagram


























Research Monitoring

The details and outcome of every proposal submitted to the panel will be recorded on the governance spreadsheet. The spreadsheet will be used to help monitor where an individual proposal is within the process. 

Note: It is essential that the panel are informed of any changes or adaptations that are made to a project once it has been approved. Approval would have been based on the method submitted; any changes may require additional approval.
Dissemination of Findings

Details of how the completed research will be disseminated have to be included as part of the project plan (e.g. report, journal article or dissertation). Copies of the final report must also be made available to the Children’s Services Department (together with a 100 word summary). Access to the report will be provided to staff via the Intranet. Where appropriate, hard copies may also be requested and held by Hampshire Social Care Information and Library.

Discriminatory Practices
Some groups are disadvantaged because people are reluctant to allow them to participate in research. The Research Governance Group will guide researchers towards inclusive practices and encourage research to be carried out that will involve and benefit all. The panel will ensure that designs of studies do not discriminate against participants, or research workers, on the basis of age, gender, race, ethnic origin, religion, sexual orientation or disability. 

Some groups are disadvantaged because they have specific needs that must be met to enable them to take part in the research in an informed way. For example they may need research documentation to be produced in an alternative format or language, or they may need to be given payment for alternative care arrangements to ensure they can participate in a focus group. To treat people fairly, and minimise potential harm, the panel will ensure that researchers give consideration to issues likely to act as barriers to participation and take reasonable steps to address these.
Safeguarding

The research governance panel will advise the researcher to ensure that they minimise the risk of harm to participants and research workers by appropriate means, which include:

· Ensuring that the researchers request and record only personal information that is necessary for the study (as required by the Data Protection Act).

· Ensuring that researchers will keep this personal data, as confidential as possible. 

· Ensuring the researchers keep the identity of participants securely stored and do not identify participants in the analysis or report. 

· Ensuring the researcher makes it clear to the participants what the research involves, explains how their data will be used (e.g. whether anonymous quotes will be put in the report) and makes it plain that the participant can withdraw themselves and their data at any time without repercussion or need for explanation, so that the participant can make an informed decision about whether or not to take part (informed consent). 

· Ensuring that researchers who are going to people’s homes are aware of and follow lone-working procedures.

· Ensuring that the researchers are insured.

· Encouraging the researcher to report the limitations of their study accurately so that harm arising from people acting on the findings due to the researchers overstating the validity of the data is minimised. 

The research sponsors are responsible for ensuring that researchers have had CRB checks. 
Complaints Procedure

It is the responsibility of the research sponsor to ensure that a procedure is in place whereby participants can complain or express concerns over the conduct of the research, or their involvement in it. If any complaints cannot be resolved they must be reported to the Research & Evaluation Unit. 

Performance and Evaluation

The research governance panel will normally meet on alternate months, with additional meetings being arranged as required. The agenda will contain a standing item relating to the progress of approved projects. The procedures and emerging issues will also be reviewed at these meetings. The research governance panel will report to the Research Steering Group on the research currently in progress and any issues arising.


	Area
	Potential Risk

Low                                                                                                                                             High
                 

	Competence of researcher


	Researcher(s) well qualified with experience and knowledge of all three of the following factors – topic of investigation, the participants/data and the methods to be used.  E.g. formal research training, qualifications, experience and knowledge gained from involvement in similar projects or working in the environment.


	Researcher(s) reasonably well qualified with experience and knowledge of two of the following three factors - topic of investigation, the participants/data and the methods to be used.
	Researcher(s) has little or no experience or knowledge of the topic being researched, the participants/data or the methods being used.

	Risk Level 
	1
	2
	3

	Characteristics of participants 


	The participant is capable of making a decision on consenting to partake in the research and has the ability to withdraw from the study fully.
	Informed consent and the ability to withdraw from the study is possible with support to overcome communication barriers e.g. advocates, translators/interpreters, signers or technology.


	Informed consent and ability to withdraw from the study not possible or unlikely due to age of the child. There are communication issues arising from language or literacy issues, sensory or speech impairment.

	Risk Level
	1
	2
	3

	Nature of information being sought


	The topic and information being sought does not focus on personal information at all e.g. opinions about a received service.
	The topic or information being sought includes items likely to be considered slightly personal or sensitive by some e.g. age, ethnicity, income.
	Information is likely to be regarded as highly personal or sensitive by the individuals that it is being collected from or about 

	Risk Level 
	1
	2
	3

	Methods/nature of data collection


	No face-to-face interaction between researcher and participant.
	Some face-to-face contact and interaction for limited amounts of time.


	High level of face-to-face contact and/or interaction between investigator and participant (e.g. a participant observation study).

	Risk Level
	1
	2
	3

	Appropriateness of method and quality of research design


	The methods are fully appropriate as they have been used successfully on similar, or the same, project(s) previously and/or advice has been sought with regards to the methods. The necessary resources are available to undertake the research.
	It is believed that the methods are the most appropriate for the study, although it is not known whether they have been used successfully in a similar project. Advice has been sought and resource implications considered.
	It is not known whether the methods are appropriate for the study and no advice has been sought concerning the methods.  No additional resources have been made available to undertake the research.

	Risk Level
	1
	2
	3

	Relationship between researcher and subject/participants


	The participants are unknown to the researcher.
	Limited information about the participants will be available to the researcher to ensure participants cannot be identified.
	Participants are personally known to the researcher and the researcher may have other duties or responsibilities towards all or some of the participants which may create a potential conflict of interest.

	Risk Level
	1
	2
	3

	Level of privacy for participants


	Participants are anonymous and no identifiable information will be used or collected as part of the project, or participants have the option to remain anonymous if they so wish.
	All the information collected will remain confidential, although identifiable information will be collected as part of the study.
	Details of the information collected and participants involved will not remain confidential.

	Risk Level
	1
	2
	3

	Sensitivity of the topic


	The study is not considered to be sensitive.
	Parts of the study may be sensitive.
	Study is likely to be extremely sensitive.

	Risk Level
	1
	2
	3


Appendix 2: Guidance Notes for Determining Risk Levels

Social science raises a range of risks that need to be considered. These include risk to a subject’s personal social standing, privacy, personal values and beliefs, their links to family and the wider community, and their position within occupational settings, as well as the adverse effects of revealing information that relates to illegal, sexual or deviant behaviour. Even research which carries no physical risk can be disruptive and damaging to research subjects either as individuals or as whole communities or categories of people. Once risks have been identified, researchers should ensure that these are discussed with research participants in order to secure proper informed consent.
Young people involved in risky or illegal activities, who are incarcerated or have run away from home or care may have heightened concerns over privacy and may be mistrustful of the confidentiality of their participation. In this context:

· Ethical dilemmas should be anticipated and advice sought from those working with the relevant population of young people.

· A fact sheet detailing additional support services should be prepared

· Where participation is likely to be stressful, young people should be asked if they would like to have a friend or advocate with them

· Limits to confidentiality should be explicitly communicated. 

Young people over 13 who do not wish to involve their parents are able to give their full consent providing they have been fully informed and they have sufficient maturity to understand the nature, purpose and likely outcome of the proposed research. The expectation is that younger children will require parental consent.
Questions to consider:
· What are the risks to the researcher, and/or participants in having face-to-face contact?

· What are the risks in seeking sensitive information? Why is it necessary to collect this information?

· How will you ensure that informed consent is appropriate as some participants may not be able to give informed consent? Is there someone else who has the legal authority to consent on his or her behalf?

The following research would normally be considered as involving more than minimal risk: 
■ Research involving vulnerable groups – for example, those with a learning disability or cognitive impairment, or individuals in a dependent or unequal relationship

■ Research involving sensitive topics – for example participants’ sexual behaviour, their illegal or political behaviour, their experience of violence, their abuse or exploitation, their mental health, or their gender or ethnic status

■ Research involving deception or which is conducted without participants’ full and informed consent at the time the study is carried out

■ Research involving access to records of personal or confidential information, concerning identifiable individuals

■ Research which would induce psychological stress, anxiety or humiliation or cause more than minimal pain

Appendix 3
Children’s Services Internal Research Governance         

Project Plan Form


Please complete the Project Plan Form in conjunction with the Risk Assessment Tool and return to HEPS.Research@hants.gov.uk or call 01962 876217 if you have any queries or require assistance.

	Details of Researcher

	Name: 

	Job Title:

	Team: 

	Location: 

	Telephone No: 

	Email: 

	Title of Research

	Title of Research: 



	Start Date:

Estimated End Date:

	Details of Research

	What do you want to identify/achieve with the research?



	How are you going to do the research?



	What are you going to do with the findings?



	Risk Assessment - Please highlight the score you gave each potential risk category and where it is graded higher than 1 please outline how the risks will be minimised in the research, where possible.

	Competence of researcher                                          1          2          3

	Characteristics of participants                                     1          2          3

	Nature of information being sought                             1          2          3

	Methods/nature of data collection                               1          2          3

	Appropriateness of method and 

quality of research design                                           1          2          3

	Relationship between researcher

and subject/participants                                              1          2          3

	Level of privacy for participants                                  1          2         3

	Sensitivity of the topic                                                    1          2         3

	To be Completed by Line Manager

I confirm that I have read the project plan form and the associated risk assessment form. I believe that with the measures proposed the project is a level:

 1 (low)                                      2                              3 (high) 

risk project. I would support this work being undertaken.

Name: 

Job Title: 

Signature:                                                            Date: 

By signing this form I also confirmed that the conditions below have been satisfied as part of this project.

	· Consent has been obtained from the relevant managers for the researcher(s) to access, or contact, the participants.
· Anyone requiring unsupervised contact with users in order to conduct the research has undergone a satisfactory enhanced Criminal Records Bureau (CRB) check in the last 3 years.
· Agree to the report being published on the research pages of Hantsnet. 



Appendix 4

Additional Guidance for Online Research 

Online questionnaires:
One of the most effective ways of conducting research is through an online questionnaire. This is posted onto a specially designed webpage that respondents can then be directed to. The webpage should detail:

· the purpose of the study 

· practical arrangements 

· information about the researchers 

· where the findings will be posted 

· e-mail address for queries

It is difficult to obtain the same level of informed consent from an online questionnaire as a face-to-face meeting. It is possible to attach a consent form to an email, and ask respondents to fill it in and email it back.

Confidentiality and risks:

The internet does allow researchers to send out questionnaires anonymously, but this means that the researcher is less aware of the potential adverse effects of the study upon individuals taking part. Similarly, while researchers can promise that they will use the data confidentially, they cannot guarantee that emails will not be intercepted and used by others.

Participants need to be aware of these risks before they hand over personal data, and researchers can explore this through the research governance process.
Instant messaging and chat rooms:
Researchers are beginning to see the benefits of using chatrooms and instant messaging as methods to target young people as participants. However, this has its own problems that governance procedures should address:

· It is unethical for the researcher to "spy" on a chatroom conversation and use what is said in their findings without first informing the participants. 

· You can never tell exactly who you are speaking to. If participants are not who they say they are, this could adversely affect the results, and, more importantly, put other vulnerable people in the group at risk. 

· The young people with a 'voice' in such synchronous (real-time) discussions, are the ones who can type the fastest. This could put  some groups at a disadvantage. 

During such conversations, researchers need to be aware of the people that are not participating as much, and encourage them to come forward with their own views. 
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Does the activity occur within or involve Children’s Services?





Yes





No





Does the activity only involve using/supplying/collecting management or routinely collected information?





Yes





Does the activity involve seeking access to users, carers, their relatives & friends or staff?





No

















Yes








Are the participants being accessed via Children’s Services or contracted agencies?





No





No





Does Require Approval





Yes
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Title of Proposal……………………………………………………………………………………………………………………………….


Name of Research……………………………………………………Date……………….Telephone No………………………………..
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Proposal signed off and approval granted





Applicant informed    of reason for rejection





Applicant advised of amendments and agrees to revise proposals accordingly 





Research


approved





Research


approved with amendments





Research


rejected





Level 1 Review


 - Projects deemed to be potentially low risk





Level 2 Review


 - Projects deemed to be potentially medium risk





Level 3 Review


 - Projects deemed to be potentially high risk





Risk assessment undertaken to assign level of review





Application submitted to the Research Governance Panel





Applications will be processed within approximately 30 days of reaching this point





No





Proposal reviewed by relevant manager. Are amendments required?





Applicant informed of amendments required





Yes





Yes





Is the proposal subject to these Research Governance arrangements?





No





Pass to appropriate manager or organisation





Request to undertake research involving Children's Services users or staff received








� There are separate arrangements for those who are employed by Children’s Services.


� See contact details at the front of this document.


� Coloured arrows are for clarification purposes only, and are not related to outcomes or approval.


� See additional guidance notes on determining risk levels available in Appendix 2
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