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	 YOU SHOULD ENSURE THAT:-
· You read, understand and, where appropriate, act on this information

· All people in your workplace who need to know see this procedure

· This document is properly filed in a place to which all staff members in your workplace have access


PURPOSE
The purpose of this procedure is to set out the Research Governance process for research and research-like projects, including consultations, that involve accessing staff, service users or their carers, and are undertaken or commissioned internally by employees of Hampshire County Council Adult Services or their contracted agencies. The procedure ensures that research is appropriately reviewed before it commences and that staff are provided support and guidance at every stage of the research process, from developing and implementing a survey to the analysis and dissemination of the findings, as required by the Department of Health.

SCOPE
All research and research-like activities (activities that utilise research methods or techniques) conducted by employees of the local Council, or its contracted agencies, who wish to access, via data or in person,  service users, carers, staff (including volunteers) for whom the Director of Adult Services has a duty of care. This includes third party research commissioned by Adult Services.

POLICY
Hampshire County Council encourages research as a valuable learning tool.  The Council also has a duty of care to its service users, their families, carers and its staff. Hampshire County Council Adult Services will ensure that research and related activities, undertaken or commissioned internally involving its staff and service users, carers or data are conducted ethically and to the highest standards possible. 
REFERENCES TO LEGAL, CENTRAL GOVERNMENT AND OTHER EXTERNAL DOCUMENTS, INCLUDING RESEARCH
Adams, R., Dominelli, L, and  Payne, M. (eds.) (2005) Social work futures: crossing boundaries, transforming practice, Basingstoke: Palgrave Macmillan

Data Protection Act 1998

http://www.opsi.gov.uk/acts/acts1998/19980029.htm
Davies, G. et al. (2009) Securing ethics approval: the route map for social care researchers 

http://www.screc.org.uk/files/routemap.pdf 
Department for Constitutional Affairs (2007) Mental Capacity Act 2005 Code of Practice

http://www.dca.gov.uk/legal-policy/mental-capacity/mca-cp.pdf 

Department of Health (2008) Guidance on nominating a consultee for research involving adults who lack capacity to consent 

http://www.dh.gov.uk/prod_consum_dh/groups/dh_digitalassets/@dh/@en/documents/digitalasset/dh_083133.pdf 
Department of Health (2005) Research Governance Framework for Health and Social Care. Second edition

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962 

Department of Health (2004) Research Governance Framework Implementation Plan for Social Care

http://www.dh.gov.uk/assetRoot/04/08/21/72/04082172.PDF
Freedom of Information Act 2000

http://hantsnet2000.hants.gov.uk/TC/cxdatapro/cxfoi/
Human Rights Act 1998

http://www.opsi.gov.uk/acts/acts1998/19980042.htm
Health and Safety Act 1974

http://www.hse.gov.uk/pubns/hsc13.pdf
Leathard, A. and  McLaren, S (eds.) (2007) Ethics: contemporary challenges in health and social care, Bristol: Policy Press 

McLaughlin, H. (2006) Understanding social work research, London: Sage 

Mental Capacity Act 2005

http://www.opsi.gov.uk/acts/acts2005/20050009.htm 

Mental Capacity Implementation Programme (2007) Making Decisions: a guide for people who work in health and social care. Second edition

http://www.dca.gov.uk/legal-policy/mental-capacity/mibooklets/booklet03.pdf 

NHS National Patient Safety Agency/National Research Ethics Service (2007) Research involving adults unable to consent for themselves http://www.nres.npsa.nhs.uk/EasySiteWeb/GatewayLink.aspx?alId=321 

Social Services Research Group (2008) Research Governance Framework Resource Pack for Social Care. 2nd Edition (Draft)
HAMPSHIRE COUNTY COUNCIL AND ADULT SERVICES DEPARTMENT REFERENCES
Adult Services Procedure 27/08: Offering fees to service users and carers who participate in involvement activity with the Adult Services Department: http://www3.hants.gov.uk/adult-services/aboutas/departmental-procedures-main/chronological-procedures/2708-procedure.htm 
Adult Services Research on Hantsweb: http://www3.hants.gov.uk/adult-services/aboutas/research.htm 

Children’s Services Research on Hantsweb: http://www3.hants.gov.uk/childrens-services/about-cs/cs-research/research-governance.htm 

Data Protection

http://hantsnet2000.hants.gov.uk/TC/hn2000security/dpa_staffguidelines.html
Equality and Diversity on Hantsweb: http://www3.hants.gov.uk/equality 

Service User and Carer Involvement Steering Group (2009) Service User and Carer Involvement Framework: http://intranet.hants.gov.uk/suci-framework.doc 
DEFINITIONS

Research and research-like activities
The Research Governance Framework defines research  as ‘the attempt to derive generalisable new knowledge by addressing clearly defined questions with systematic and rigorous methods’. The Social Services Research Group advises that, for the purposes of Research Governance it is good practice to treat ‘research-like activities’ -  activities which use research methods or techniques to collect new information from, or about, employees or individuals who may be service users, their relatives or friends, accessed via Adult Services or its contracted agencies, in records or in person- as ‘research’. This means ‘research’ might refer to any pieces of work involving questionnaires/surveys, observation, focus groups, and interviews. It may also include work involving diaries and other methods of capturing data.

It can include any formal consultation, evaluation, audit carried out as part of a service review, non-financial audit or a stand alone piece of work designed to gain new knowledge or information, if these involve using research-like methods.  
Spontaneous or unplanned consultation or ‘normal dialogue’ that may occur as apart of usual practice with service users or staff is not included.

It does not include management information or information/data that is routinely collected in the course of normal practice (e.g. assessments). For example, information stored within Swift or SAP is management information as it is routinely collected in the course of normal practice.  The subsequent analysis or interpretation of this management information by employees for the purpose of performance monitoring does not require governance as it is not regarded as research.  
Where a piece of work is ongoing and repeated on a monthly or annual basis (e.g. an audit or feedback/evaluation form) it is only on the first occasion it is conducted that the proposal has to go through Research Governance.  
Examples of ‘research’

Below are some examples of work that would require approval under the Research Governance Framework .
· 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 very low risk, it still involves collecting data that could be generalised and accessing users, or staff, via Adult Services records.  

· User Groups 
User groups established or facilitated by the department fall within the remit of the RGF in the same way as other forms of consultation, as they still involve accessing users via our records and the collection of information (opinions) that could be generalised.  In setting up any user consultation group issues concerning confidentiality and ethics in relation to participants and the information that they supply have to be addressed and the Research Governance Framework can provide an effective mechanism for developing these procedures.

· Ongoing consultation, audits, satisfaction surveys etc.  

Where a piece of work is ongoing or repeated, e.g. on an annual or monthly basis, it is only on the first occasion it is conducted that the proposal has to go through Research Governance. As long as the methods remain the same on each subsequent occasion it will not require further approval.  

Research Governance 

The procedure that has been developed from the framework to protect research participants by ensuring that there are clear arrangements to identify and manage any risks that are associated with a research study or activity.  This includes:

· ensuring that research and research-like activities are conducted according to high ethical and methodological standards, 

· clarifying the roles and responsibilities of the different agencies and individuals involved. 

Research Governance Framework 

A framework produced by the Department of Health in 2001 that provides guidance on good practice for research collaborations between researchers, health and social care agencies and research funders.  

ROLES

Managers – To ensure that any member of staff requiring access to users or staff for the purposes of conducting research complete the relevant Research Governance forms and obtain the necessary approval.

Research Development and Governance Panel – The role of the panel is to assess and review research proposals that require access to Adult Services staff and users and either approve, approve with amendments or reject whether the research projects can commence, on behalf of the Assistant Director, Performance & Business Management, Adult Services. The panel will assess and review the proposals using the following criteria: 
· Ethics; 
· Science;
· Information;
· Health and Safety;
· Finance.
The panel will also ensure that findings from all approved projects are published on Hantsnet.

South East Authorities Research & Information Group (SEARIG) – Is the regional research reviewing panel that comprises of local authority officers responsible for coordinating the Research Governance framework locally.  The group advises on governance related issues to ensure a uniform and consistent approach is implemented across the region. The group can also advise on individual proposals when there are particular concerns locally about the ethics or methods of a research project.

AUTHORITY TO VARY THE PROCEDURE

	Assistant Director, Performance & Business Management, Adult Services
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1. Background

The Department of Health’s Research Governance Framework for Health and Social Care sets out to encourage and sustain a research culture that promotes excellence in the conduct of research and reduces unacceptable variations in practice.

The central purpose of the Research Governance Framework (RGF) is to protect participants by ensuring there are clear arrangements to identify and manage any risks associated with the study. To achieve this the framework sets out 5 core principles of good research governance:

· Ethics: ensuring the dignity, rights, safety and well being of research participants;
· Science: ensuring that the design and methods of research are subject to independent review by relevant experts;
· Information: ensuring full and free public access to information on the research and its findings;
· Health and Safety: ensuring at all times the safety of research participants, researcher and other staff;
· Finance: ensuring financial probity and compliance with the law in the conduct of research.
Since November 2004 any research conducted by external organisations, agencies or individuals involving Adult Services has required approval from Hampshire’s Research Development and Governance Panel.  In December 2005 the governance process was extended to cover all research,  including internally conducted and commissioned pieces of research.  
2. What does Research Governance apply to?
The RGF applies to ‘research’ conducted within services under the responsibility of the Secretary of State for Health. This includes research undertaken by academic institutions, independent bodies and individuals commissioned by Adult Services, and research undertaken by staff employed by Adult Services or it’s contracted agencies.   

Whether an activity is called ‘research’, ‘evaluation’, consultation, audit, or something else, if it involves research techniques and requires accessing Adult Services staff, users, carers or their records in order to generate new information that is not routinely collected as part of business management, it is likely that the work will be classified as research under the Research Governance Framework and will require approval before the work can commence. In the majority of cases it will concern pieces of work involving questionnaires, focus groups, interviews and surveys. See ‘Research’ under ‘Definitions’ for more details. 
To help identify whether a research or research-like activity requires Research Governance approval under the framework, a flow diagram has been developed:

Flow diagram for defining internal research requiring Research Governance approval
























3. Application process
The following section describes the procedure and mechanisms of the governance process from the point of submission to the applicant being informed of the decision.

3.1. Submitting an application
· The member of staff proposing the research will undertake a risk assessment using the Research Risk Assessment Tool attached to the Project Plan Form (Appendix 1) and then complete and submit the form for approval before the research can commence. 

· If the research is ‘intrusive’, as defined under the Mental Capacity Act, (this definition includes all kinds of activity that would have required consent if the person had capacity, e.g. observation or the collection of personal data about an individual indirectly from another source), researchers who wish to involve people who lack capacity to consent must obtain section 30 approval from an appropriate body. This would be an NHS Research Ethics Committee or the National Social Care Research Ethics Committee. Researchers who wish to undertake research with NHS staff will need approval from an NHS Research Committee unless the work can be defined as ‘evaluation’ or ‘audit’. Proof of approval must be sent with the Research Governance project plan form. Researchers should be aware that NHS Research Ethics Committees can take 60 days to process applications. 

· Advice on undertaking research can be obtained from the Research Manager or found at: http://intranet.hants.gov.uk/adult-services/as-performance-business/as-quality-audit/as-quality-process-info/as-research/as-research-resources.htm. Inexperienced researchers are advised to read some of the following in order to understand the ethical implications of research activities: Leathard, A. and  McLaren, S (eds.) (2007) Ethics: contemporary challenges in health and social care, Bristol: Policy Press; McLaughlin, H. (2006) Understanding social work research, London: Sage; Adams, R., Dominelli, L, and  Payne, M. (eds.) (2005) Social work futures: crossing boundaries, transforming practice, Basingstoke: Palgrave Macmillan. 

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

The governance process acknowledges that not all research poses the same level of risk, as some proposals involve relatively little or no risk to participants, whilst others will be higher risk, for a variety of different reasons.  It is therefore important for the governance process to focus its time and resources on research proposals that deserve the greatest scrutiny.  

To ensure research proposals receive the appropriate level of scrutiny the governance has a tiered approval process where the level and depth of the review is related to the potential risk of harm involved.  

To help determine the potential 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 (supplied as part of the project plan form), that will measure the potential risk of the research against 8 categories:
· Competence of researcher

· Characteristics of participants

· Nature of information being sought

· Methods/nature of data collection

· Appropriateness of method and quality of research design

· Relationship between researcher and subject/participants

· Level of privacy for participants

· External considerations

For each category there are three statements relating to the potential risk of harm, (low, medium and high), and by selecting the one that best defines the research being proposed it will help identify the potential risks associated with the research.  Even if there are high risks associated with a piece of research it does not necessarily mean that the work cannot go ahead, or that it will require a higher degree of scrutiny. Once the areas of risk have been identified it is important to state how these risks (impacts) are going to be reduced, or mitigated against, as part of the research design.  For example, research involving people with learning disabilities may have higher risks associated with it than work involving carers. Nevertheless, if the former was undertaken by staff experienced in working with people who have learning disabilities and the research was designed to account for their needs, then the overall risks may not be greater than research involving other user groups.

3.1.2. Project plan form

Once the Risk Assessment Tool has been used to identify any areas of potential risk, the RGF Project Plan Form (Appendix 1) needs to be completed using the results from the assessment to identify where additional detail may be required on how these risks will be minimised.

The relevant line manager will then review the proposal, decide on the risk level and sign off the proposal form.

Completed forms can then be emailed to the Research Manager, AdultServicesResearchGov@hants.gov.uk. 

3.2. Recording the proposal
The details of the research application will be recorded by the Research Manager onto a central database for monitoring purposes at <file://\\Data2\Common\Social Services\SSD Shared\Research Governance\2009\Application process.xls>.

3.3. The approval route
On receiving the completed project plan the Research Manager will check whether the line manager has authorised the research as a level 1, or whether they have requested the work is reviewed as a level 2 or 3 proposal.  To ensure that proposals are dealt with quickly and efficiently there are three tiers to the governance process, dependant on the perceived level of risk associated with the research and the methods proposed to minimise them.  Level 1 proposals have the lowest risk and will receive minimal review, whilst level 3 is for potentially high risk projects that will receive an in-depth review by all the panel members as part of the approval process.

Whichever application route is chosen all proposals will either be approved, approved subject to conditions (recommendations) or rejected.  The review process for each level is outlined below:

Level 1 – Low Risk

Where the risk assessment predominately identifies ones, or where the methods proposed to reduce any adverse risks are deemed satisfactory by the line manager of the person proposing the research, they can authorise the research.  Copies of the completed risk assessment and project plan forms will still be sent to the Research Manager who will audit the proposals to ensure that the assessment satisfies the framework.  If after auditing the proposal the Research Manager has concerns, or believes the project is not low risk, the authorising line manager will be contacted and asked not to commence with the work until the proposal has been reviewed at a higher level and/or amended appropriately.

Level 2 – Medium Risk 

Where the risk assessment predominately identifies two’s, or where it is not clear if the methods proposed to reduce any adverse risks would be fully satisfactory, the line manager is to refer the project to the Research  Development and Governance Panel. The proposal will then be reviewed by the Research Manager in consultation with three other members of the panel, (where possible one of the panel members will be from a care sector relevant to the research). If the reviewers can not agree on whether to approve, approve subject to changes or reject a proposal the chair of the Research Development and Governance Panel will have the final decision. It is estimated that Level 2 applications would be processed within 10 days, presuming all the necessary information is included within the project plan and no addition detail is required. All correspondence between reviewers will be via email or collated on an electronic document stored on the shared drive.

Level 3 – High Risk

Where the risk assessment has identified level 3 risks, or where the line manager believes aspects of the project could represent a high level of risk to users or staff, the project will be processed at level 3. At this level the proposal will go to the full panel for approval and an application would be processed within four weeks of all the necessary information being submitted.  If at full panel no decision can be made or the panel feel that they do not have the necessary knowledge to make a decision the application will be referred on to SEARIG.  

At this stage the Research Manager will be able to offer support and guidance to assist in the development and implementation of the project, including the design of questionnaire, the selection of the sample, collating the findings and analysing the results.

3.4. Feeding back on the proposal
· Once the proposal has been reviewed by the governance the line manager submitting the proposal will be emailed the outcome; approved, approved subject to amendments or rejected.  For level 2 and 3 proposals, a copy of the panel’s review feedback form will also be sent. It will include information on the level of review the proposal received, the name of the reviewers and the comments that were made; although no specific comments will be attributed to an individual.  

· Where amendments have been recommended, the Research Manager will contact the researcher to discuss the changes and to seek an agreement on how they can be incorporated into the research.  

· Once an agreement has been reached a confirmation email will be sent by the Research Manager.
· If the panel decide to reject a proposal the line manager will be contacted to explain the reason for the decision and will be offered assistance in developing a new proposal, where appropriate.

4. Research involving people who lack capacity to consent: the role of personal and nominated consultees

The Mental Capacity Act 2005 requires that, before a person who lacks capacity to consent to research is enrolled as a participant in an approved research project, the researcher must identify a person who can act as a consultee and advise the researcher on whether the person who lacks capacity would want to be involved in the project. 

The researcher must take steps to identify a ‘personal consultee’, an unpaid carer of the person who lacks capacity or someone else who knows the person well and is interested in their welfare but is not paid or acting in a professional capacity (e.g. a family member, a friend, a person acting under a Lasting Power of Attorney). The researcher must provide the personal consultee with information about the project and explain to them that they are being asked for advice on whether the person who lacks capacity should take part in the project. If the consultee advises that the person would not have wanted to take part if they had the capacity to consent, or could be unhappy about the project, the researcher must abide by this.  
In some cases the researcher may not be able to identify such a consultee because the person who lacks capacity has no family or friends who are wiling and able to fulfil this role (for example, where family live a long distance away and are not in frequent contact with the person). In such instances the researcher might ask a manager to nominate a professional as a ‘nominated consultee’.
The ‘nominated consultee’ must be a third party unconnected with the research and must be willing to be consulted about the participation of a person who lacks capacity in an approved project. They should be someone well placed to be able to advise the researcher about the person who lacks capacity’s potential participation. They might be a paid carer, social worker or nurse for the person who lacks capacity.  An example might be people in a care home who have no close family but are close to a member of care home staff.  In this case, the Unit Manager could ask a member of the care staff to act as a nominated consultee.  
If the person who lacks capacity appears to be unhappy about any aspect of the research then the researcher must stop the research with that individual.  

5.   Dissemination of findings
On completion of the research the report will be put onto Hantsnet and, where appropriate, a hard copy of the full report will be placed in Hampshire Social Care Information and Library. A summary of the research will be placed on the Research Register for Social Care, hosted by SCIE, provided that the findings are generalisable and are not commercially sensitive. It is the responsibility of every local authority to register the details of all the research projects approved by their governance panels. This centralised database provides a national record of the social care research being undertaken around the country.

.6.   Impact assessment
Some groups are disadvantaged because people are reluctant to allow them to participate in research. The Research Development and Governance Panel 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.

To help ensure that needs of service users and carers are taken into account, membership of the Research Development and Governance Panel will include at least one service user and one carer, should suitable candidates be available (for criteria to be met by potential panel members, see Social Services Research Group (2008) Research Governance Framework Resource Pack for Social Care. 2nd edition (Draft), p.42.).

7.   Safeguarding
Research often involves sensitive information about individuals, which could be harmful or distressing if made public. Research can involve face-to-face contact with individuals for prolonged periods, sometimes in people’s own homes, or, in the case of drugs trials for example, physical interventions, thus there is also a potential for physical harm. Some research participants may be particularly vulnerable by virtue of factors such as age, social status and powerlessness. 

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.

· 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 line manager authorising the research is responsible for ensuring that researchers have had CRB checks. 

8.   Service User and Carer Involvement
As iterated in section 9, the Research Development and Governance Panel will include at least one service user and one carer, should suitable candidates be available. Along with other members of the panel, they can look at research proposals in terms of how they would benefit service users and carers and help ensure that the needs of service user and carer participants have been fully considered in the proposal.  Where the service users and carers are not employed by the Council, they will be offered reimbursement for their contribution at the current rate (Adult Services Procedure 27/08: Offering fees to service users and carers who participate in involvement activity with the Adult Services Department). This supports the Service User and Care Involvement Framework Standard 3: ‘Users’ and carers’ contributions are listened to and responded to’.  

According to the Service User and Carer Involvement Framework Standard 1: ‘Users and carers are well informed about service provision’, staff are expected to consult users and carers in developing literature and questionnaires and ensure that they are designed in accordance with Hampshire’s Total Communications Strategy. The Communications Team can provide advice on making all literature associated with the research fully accessible to the intended research participants in line with this Strategy. The Research Development and Governance Panel will support this further by encouraging those undertaking internal research to actively involve service users and carers in their research, where possible, if the research focuses on these groups. This might include encouraging researchers to: 

· involve service users or carers as co-researchers;

· seek user or carer advice on the design, conduct, analysis, write-up and dissemination of the research;

· ask service users or carers to test the research method (e.g. asking Completing the Circle to trial a survey);

· share findings with service users and carers;

· ask service users or carers to help in the dissemination of findings. 
9. Performance standards
The panel will meet on a monthly basis where the progress of projects will be monitored and reported. The procedure will also be reviewed at these meetings on an annual basis.
The Research Manager will keep informed of any developments in Research Governance and attend any relevant training.  
Adult Services Internal Research Governance  
APPENDIX 1       

Project Plan Form


Please complete this form in conjunction with the Risk Assessment Tool (Appendix) and return to the Research Manager, at AdultServicesResearchGov@hants.gov.uk or post to Research Manager, Performance and Business Management Directorate, 
Adult Services, Hampshire County Council, 3rd Floor Elizabeth II Court West,  The Castle,  Winchester, SO23 8UQ. Please call 07545 415 319 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  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	Characteristics of participants                                        1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 
 

     

	Nature of information being sought                                1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	Methods/nature of data collection                                   1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	Appropriateness of method and 

quality of research design                                               1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	Relationship between researcher

and subject/participants                                                  1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	Level of privacy for participants                                      1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	External considerations                                                  1  FORMCHECKBOX 
   2  FORMCHECKBOX 
   3 FORMCHECKBOX 

     

	To be Completed by Line Manager

By signing, or returning this form electronically, I confirm that I have read the project plan form and the associated risk assessment form and I believe that with the measures proposed the project is a level:

 1 (low)  FORMCHECKBOX 
                                     2  FORMCHECKBOX 
                             3 (high) FORMCHECKBOX 
 risk project and I 
· authorise the research  FORMCHECKBOX 

· would like the project to be reviewed by the Research Development and Governance Panel  FORMCHECKBOX 

(If the risk assessment identifies predominantly 2’s or 3’s it is recommended that the project is automatically reviewed by the panel).
Name:      
Job Title:      
Signature:                                                                 Date:      
By signing this form I also confirm 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 an enhanced-level  Criminal Records Bureau (CRB) check in the last 3 years and the CRB disclosure certificate is clear. 
· Anyone requiring contact with users in order to conduct the research has registered with the Independent Safeguarding Authority in accordance with the phased roll-out of the Vetting and Barring Scheme. For existing staff, this is starting from January 2011.
· I Agree to the findings being published on the research pages of Hantsnet. 




	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 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 either the topic being researched, the participants or the methods being used.

	Risk Level 
	1
	2
	3

	Characteristics of participants 


	The participant is capable of making 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 or incapacity of the adult.  There are communications 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 whom it is being collected or about whom it is being obtained. e.g. medical conditions, psychiatric history, criminal records etc.

	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. participant observation or 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 used 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 advise 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 subjects/participants are unknown to the researcher.
	Limited information about the participants will be provided/available to the researcher to ensure participants cannot be identified.
	Participants are personally known to the researcher and they 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 to 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

	External considerations

(e.g. what impact will the findings have for the participants?)


	No known sensitivities are associated with the study.
	Parts of the study may be sensitive.
	Study is likely to be extremely sensitive.

	Risk Level
	1
	2
	3
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Does the activity involve Adult Services?











Yes














Are the participants being accessed via Social Care or contracted agencies,  in records or in person?





Yes





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





Does the activity involve accessing users, carers, their relatives & friends or staff?
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