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· What is research and why does Research Governance affect me?

We define ‘research’ as any work, which involves collecting information from or about individuals who may be service users, their friends or relatives, members of the public or employees of Salford Community, Health and Social Care Directorate and Children’s Services Directorate. It includes: surveys, focus groups, evaluations, work in connection with Best Value and audit, student projects. It may be funded internally or externally. It does not include the routine collection of management information.

· What is Research Governance?

Research Governance is the means by which the quality of research can be assured and the rights of those involved can be protected. The Department of Health has drawn up a number of standards and procedures for anyone involved in research, so that organisations

● are aware of what studies are being undertaken

● can safeguard researchers’ integrity and make sure of compliance with standards

● can take full responsibility for how the work is carried out

● can ensure public confidence

● can make sure users/carers and staff are protected.

The standards about which the Department of Health is most concerned fall into 5 main categories: ethics, science, information, health and safety, finance and intellectual property.

· What does Research Governance mean:

...if I am asked to take part in a survey or consultation exercise?

You will know:

● the research being carried out is good and necessary and that it has been fully approved;

● that you will have your role in the research fully explained to you in a clear and understandable         way;

● that you have certain rights

● that you will be told about the results

● who you can make a complaint to, if necessary.

...if I want to do my own research?

If you are doing some independent research, which will involve asking people to take part who are either users of services or members of staff in Salford Community, Health and Social Care Directorate and Children’s Services Directorate, you will need to have your project plan approved by the Research and Statistics Section (CH&SC) 

If your research involves only people from your user group or support group, and does not involve any Salford Community, Health and Social Care Directorate and Children’s Services Directorate Staff or users of services, you will not need to make an application to the Research and Statistics Section, although it could assist you if you do.

· What has happened up until now?

Studies have been carried out haphazardly without the knowledge of any organisations involved.

This has meant that:

● often studies have been repeated

● the same participants have been used over and over again

● there have been reported incidents of bad practice.
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· What will happen now?

From 1st December 2005, anyone who wants to carry out a piece of ‘research’ will need:

● to discuss their ideas with their line manager;

● put their idea to the Research and Statistics Section of the Salford Community, Health and Social Care Directorate by completing a project plan.

● have their project plan approved at the appropriate level

● give details about who will fund the project and identify which organisation will accept responsibility for the research

If you want any help about any aspects of your project e.g. how to actually carry out a piece of work, you can contact the Research and Statistics Section of the Salford Community, Health and Social Care Directorate who have access to a team of qualified researchers to help you

· What is a Project Plan?

The project plan shows how you will plan and design your research. It basically deals with the following:

● what the research is about

● what the researcher is trying to find out or achieve

● how the researcher will set about doing that

● how long the research will take

● what we will learn from the research

● why we need to learn from the research

The project plan gives you an opportunity to present your ideas and proposed actions. You are helping those responsible for approving your project to:

● see how you view the situation

● how the idea fills a need or gap

● how it builds on what has been done before

● how it will proceed

● how you will avoid/safeguard against pitfalls

● what the study’s consequences are likely to be

● what significance they are likely to have

· When do I need to think about ethical issues?

You will need to think about ethical issues especially if your study involves

● in depth interviews

● involvement of children (under 18 years)

● involvement of anyone who is unable to give informed and written consent

● involvement of anyone in minority categories e.g. asylum seekers

● if your study requires covert observation

Salford City Council insurance cover may not apply if Ethics Committee approval has not been obtained.

If your study has already had Health Ethics Committee approval it will still require checking by the

Research and Statistics Section of the Salford Community, Health and Social Care Directorate and may need to be reviewed by the Research Review Panel.

· What will I need to send with my project plan?

● timetable for your project

● copy of the information letter and copy of consent forms, which you propose to send to participants

● copies of any questionnaires

● copies of the questions you are going to ask if you are using formal interviews

● a summary of the discussion topics you are going to use if using informal interviews or focus groups

● any letters of permission from participating organisations

· How will my plan be assessed?

Your project plan will be assessed as to:

● value and feasibility

● whether you have considered all the necessary points as laid out in the Application Form

● whether the plan meets the standards set by the Research Governance Framework

● the level of approval your project plan needs.

Who will assess my application and how long will it take?

The process for approval is illustrated in the diagram shown below. Once you have submitted your project plan, the Research and Statistics Section of the Community, Health and Social Care Directorate and the Strategic Support Service of Children’s Services Directorate will decide on which level of approval is required. 

If the application falls into Level 1 or Level 2 categories, the Research and Statistics Section has a number of expert researchers available to them who will assess your application.

Level 3 & 4 Assessment at Corporate and External level, will be made by the Research and Statistics Section and professionals in the field who have had research training.

The Research Review Panel will comprise people from the Salford University, and the Greater Manchester Research Group.

Decisions on applications will depend on the level. The approximate time-scales are:

The Application Process

Level 1 & 2: up to 5 days   Level 3 & 4: up to 30 days




· What is ethical approval, why is it necessary and what if I already have it from another organisation?

Research Governance is aimed at facilitating rather than hindering research. Although you may have already obtained ethical approval elsewhere, the Research and Statistics and Strategic Support Sections will need to check that: 

● there is no potential risk or harm to anyone taking part. (Risk or harm includes physical, emotional or psychological harm)

● the proposed study is not intrusive

● there are no serious concerns e.g. methodology, ethics, etc.

If there are any concerns regarding the above, your project plan may require approval by the Research Review Panel. This will ensure that Salford Community Health and Social Care Directorate and Children’s Services Directorate are fully aware of every aspect of the research before accepting responsibility.

· What happens once a decision has been made?

Once your project plan is approved, it will be registered on a database by the Research and Statistics Section of Salford Community, Health and Social Care Directorate and you will be able to proceed. Your study will be monitored throughout by your supervisor and if any serious ethical issues arise, you may need to revise your project plan. If your project plan is not approved, suggestions will be made to help you rewrite the plan.

· How will my research be monitored?

By regular reporting of your progress to your supervisor/Line Manager or to the Research and Statistics Section of the Salford Community, Health and Social Care Directorate.

· Why will it be monitored?

Research is often an ‘evolving’ process and things can change on a day-to-day basis, especially when people are involved. Important issues may come up which you had not thought about before. For this reason, your project plan will need to be regularly reviewed especially if there are serious ethical issues involved. If there are changes to your original project plan, you will need to contact the Research and Statistics Section of the Salford Community, Health and Social Care Directorate.

· What will I do about dissemination of my findings?

Dissemination means telling people about your findings when you complete your piece of work. There may be an issue relating to who actually owns your findings and you may need to contact the Research and Statistics Section of the Salford Community, Health and Social Care Directorate to discuss this.

Any further information is available from:

Research and Statistics Section
Community, Health  and Social Care Directorate

Crompton House

100 Chorley Road

Swinton

M27 6BP

Telephone: 0161 793 2863

Email: sarah.griffiths@salford.gov.uk
Website: www.salford.gov.uk
Research Governance Standards
The dignity, rights, safety and well-being of participants must be the primary consideration at all times

1. Ethics

1.1. 
All research involving patients, service users, care professionals or volunteers or data about them should be reviewed independently to ensure it meets ethical standards.

1.2. 
All studies must have appropriate arrangements for obtaining informed and written consent.

1.3. 
All those carrying out studies must be aware of the legal and ethical duties regarding the protection of data as laid out in the Data Protection Act 1998 and Caldicott legislation

1.4. 
All those carrying out studies must ensure that secure systems are in place for the storage of personal information

1.5. 
Participants, wherever possible, should be involved in the design, conduct, analysis and report of the research.

1.6. 
Ensure that the body of research evidence available to policy makers reflects the diversity of the population. All those carrying out studies should show respect for the diversity of human culture and conditions and take full account of ethnicity, gender, disability, age and sexual orientation in the design, undertaking and reporting.

2. Science

2.1 
A systematic review of previous work in the area must be undertaken to ensure that the proposed study will contribute something of use to existing knowledge.

2.2 
All proposals for health and social care research must be subjected to review by experts in the relevant fields able to offer independent advice on its quality

2.3 
Data collected in the course of the study must be retained for an appropriate period to allow further analysis by the original or other research teams.

3. Information

3.1 
There should be free access to information both on the research being conducted and on the findings of the research once these have been subjected to appropriate scientific review. The information must be presented in a format understandable to the public. The language must be comprehensible and language and other needs must be taken into account.

3.2 
All those carrying out health and social care research must open their work to critical review through the accepted scientific and professional channels. All findings must be made available to those participating in the research and to all those who could benefit from them through publication/and or other appropriate means.

4. Health and Safety

4.1 
The safety of participants, and of research and other staff must be given priority and all times and health and safety regulations must be strictly observed.

5. Finance and Intellectual Property

5.1 
Organisations employing researchers must be in a position to compensate anyone harmed as a result of their negligence. All researchers must check with their employing authority that these arrangements are in place.

5.2 
Careful consideration must be given to the appropriate exploitation of intellectual property.

Roles and Responsibilities
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The Research Governance Framework (2001) clearly sets out the roles and responsibilities of those involved which are shown below.

· Glossary

Participants – users, carers, their relatives or friends, professional social workers and members of staff employed by Salford Community, Health and Social Care Directorate and Children’s Services  Directorate

Principal/Main Researcher – the person designated as taking overall responsibility for the design, conduct and reporting of the study

Co-Researchers – other members of the research team

Research Supervisor – responsible for the management of the researcher(s)

Research Sponsor – the organisation responsible for

● assuring the scientific quality of the proposed research

● ensuring research Ethics Committee approval is obtained where necessary

● ensuring the management and monitoring of the research

● ensuring that the research represents value for money

Host Organisation – the organisation within which the research is carried out

Employing Organisation – the organisation which employs the main researcher or co-researchers. This organisation will normally hold the contract(s) with the funder(s) of the study. They are also responsible for the management of the funds provided

Care Organisation -the organisation(s) responsible for providing care to users and carers participating in the study

Funder(s) – organisation providing the funding for the study through contracts or grants to either the employing or care organisation

· Researchers’ Responsibilities

● 
to carry out high quality research in accordance with the Research Governance Framework

Specifically

● 
to consult a supervisor/and or the Research and Statistics Section of Salford Community, Health and Social Care Directorate prior to formulating a project plan

● 
to submit a project plan to the Research and Statistics Section of Salford Community, Health and Social Care Directorate prior to commencing any project which demonstrates:

1. 
methods of gaining informed and written consent

2. 
ways of involving proposed research participants in its design

3. 
awareness and compliance with Health and Safety Issues

4. 
awareness and compliance with the Data Protection Act 1998

● 
to report any adverse incidents in the appropriate manner

● 
to disseminate findings appropriately

● 
not to wilfully be guilty of research misconduct or fraud

· Research Supervisor’s Responsibilities

● 
to offer advice concerning any research ideas

● 
to ensure that any person wishing to carry out a study within Salford Community, Health and Social Care Directorate or Children’s Services Directorate, is made thoroughly aware of the appropriate application procedure and of the requirements of the Research and Statistics and Strategic Support Sections in accordance with the Research Governance Framework

● 
to offer regular support and advice throughout the execution of the study and to monitor the project progress

· The Sponsor

1. 
to develop and promote a quality research culture and to ensure that staff are supported in and held to account for the professional conduct of research.

Specifically

● 
to ensure the proposed research is worthwhile and offers value for money

● 
to ensure that the research is of the highest quality

● 
to ensure that the researcher(s) involved receive the necessary training to carry out the research

● 
have access to the necessary resources in order to carry out the research successfully

● 
to ensure that the methods proposed for the collection and analysis of data are ethical and appropriate

● 
to ensure that data protection issues and intellectual property rights have been addressed

● 
to ensure that the work complies with the research governance framework and that the project plan has approval from the appropriate independent review body

● 
to ensure that the responsibilities of the organisations and individuals involved are clearly defined and agreed and that contracts are signed

● 
to offer regular support and advice throughout the execution of the study and to monitor the projects progress

· Peer Reviewer’s Responsibilities

● 
to give helpful constructive criticism and to ensure that the standards of the departments/organisations/agencies they represent are maintained.

· Ethics Committee Responsibilities

● 
to review the research proposal and to ensure that all ethical considerations have been thoroughly considered to ensure the respect, dignity, rights, safety and well-being of participants in accordance with the Department of Health Research Governance Framework (2001)

Researcher’s Code of Conduct
Research, for the purpose of Research Governance, is defined as any activity which is funded either internally or externally and which involves the collection of information from, or about, individuals who may be service users, their relatives or friends, members of the public or employees of the department. It includes any consultations/surveys, or audit carried out in connection with Best Value but does not include the routine collection of management information.

· Ethics

1. 
The respect, dignity, rights, safety and well-being of participants must be of primary importance in the consideration of any proposed research.

2. 
All proposed research project plans, involving Salford Community, Health and Social Care Directorate and Children’s Services Directorate which involve data concerning users, their relatives or friends, care professionals, volunteers, must be referred to the Research and Statistics Section of Salford Community, Health and Social Care Directorate for appraisal prior to commencing the project. 

3. 
The arrangements for obtaining INFORMED AND WRITTEN CONSENT from participants must be considered as a matter of prime importance in the project plan. In cases where it is not possible to obtain a written signature directly from the participant, the researcher must take all reasonable steps to identify and obtain consent from a legal guardian or advocate. Approval of the arrangements must be sought from the appropriate reviewing body prior to commencing the research. See details below of how the Mental Capacity Act 2005, affects research.
4. 
Every effort should be made to ensure that the design of the research does not discriminate against participants on the basis of sex, ethnic origin, age, sexual orientation or disability. This may mean that special arrangements need to be made to ensure participation e.g. Braille, audio cassettes, plain English, translations in minority languages, payment of travelling expenses etc.

5. 
Wherever appropriate, participants or their representatives should be given the opportunity to help with the research including, planning, data collection and analysis.

6. 
During contact with participants, care must be taken not to raise expectations of services or to imply that resources will be available to meet their needs.

7. 
Researchers have a duty to pass on requests for help or information to the appropriate agency in any situation which gives rise to serious concern, e.g. domestic abuse or child protection issues.

8. 
An appropriate channel for registering any complaints must be identified to participants

9. 
All data is confidential and should not be put to any use, which may conflict with the original purpose for which it is gathered, without the informed and written consent of the participants.

Note:

(i) INFORMED CONSENT includes

● 
giving participants as much information as Is appropriate about the purpose of the study and it’s intended outcomes

● 
explaining clearly their rights and limits to their participation. e.g location (if appropriate), time involved, how the data will be used and stored etc.

● 
raising participant’s awareness to any potential harm/risk in taking part

● 
ensuring compliance is freely given

● 
ensuring participants are made aware of their right to withdraw or refuse to take part in a study without suffering any affect on their right of access to services

● 
giving consideration to obtaining informed consent from ‘vulnerable’ populations e.g. children, learning difficulty etc. 

● 
ensuring that all reasonable steps will be taken to assure confidentiality and anonymity. However, they should be informed that data which gives postcodes or other geographic data identifiers could lead to identification.

The issue of informed consent does not apply if data is collected through anonymous questionnaires.

(ii) 
If the method of collection of data is by observation, which relies on observing behaviour without the participant’s knowledge, such studies should only take place in a location in which people would normally expect to be in public view. If possible, an attempt should be made to obtain consent after the study has taken place

(iii) MENTAL CAPACITY ACT 2005 
· There is a requirement in law, under the Mental Capacity Act 2005, for any research undertaken with "any person who lacks a capacity to consent", to first undergo an ethics approval process.

              (Loss of capacity during a Research Project)
· From 1st October 2007, any person who has given Informed Consent, including any given before that date for an ongoing research project, is protected under the Act. 

· This means that if a person who has already given Informed Consent, but before the conclusion of the research project loses capacity to consent to continue to take part in it, must have safeguards put in place to protect their interests. 

· The safeguards include a responsibility on the researcher of 

· identifying a person who is caring for or is interested in the welfare for the person who loses capacity; 

· or if not possible; 

· nominating another person with their agreement, who can advise the researcher about the person who lack capacity; 

· if the identified or nominated person advises that the person who lack capacity should withdraw from the research project, then the researcher must ensure that occurs. 

· any prior knowledge of the researcher regarding the wishes of a person who subsequently loses capacity must be complied with 

· If the person who now lack capacity indicates (in any way) that they wish the research in relation to them to be discontinued, it must be discontinued without delay. 

· The interests of the person losing capacity are assumed to outweigh those of science and society

· Science

10. All existing sources relating to the proposed area of study must be considered before undertaking any projects to avoid replication of existing work

11. All project plans must be submitted to the Research and Statistics Section of Salford Community, Health and Social Care Directorate for checking. No work can begin on the study until the appropriate level of approval has been granted. If the plan requires ethical approval (see page 4) it will be reviewed by the Research Review Panel.

12. All data collected during the course of the research must be stored securely for an appropriate period to allow further analysis by the original researcher or others and also for the purposes of monitoring and the development of good research practice. This may require gaining the consent of the participants involved i.e. if there are any consequences for the participant from whom the data was originally collected.

· Information

13. Once appropriate approval has been granted, all information about the research and its findings should be made freely available.

14. All results of the research need to be presented at an appropriate level e.g. in such a way that it is easily understood, using non-jargon language.

15. All research work should be open to critical review through accepted scientific and professional channels.

· Health and Safety

16. The safety of participants and of research staff must be given priority at all times and health and safety regulations must be strictly observed.

Participants:

Harm can arise from stress through participation, loss of self-esteem, psychological injury or other side effects.

All researchers must assess potential risks as part of their Project Plan.

Researchers:

Employing Organisations are responsible for the safety of their staff. All researchers should carry identification and ensure that a system is in place so that your whereabouts are known. Contact should be made before any home visits and a risk assessment made.

· Finance and Intellectual Property

You must

17.
consult your employing agency or organisation regarding details of arrangements for compensation to yourself or anyone harmed by the research should the need arise, prior to submitting you project plan.

18.
give details about any grants covering the study and estimates of any expenditure

19.
state if you or anyone else will profit financially from the results of your study.

What the Data Protection Act 1998 means for you
· What is Data Protection?

It is legislation which relates to personal data/information held by organisations about individuals.

Personal Data includes anything that can help identify an individual e.g. names, addresses, car registration, National Insurance numbers etc.

Sensitive Personal Data includes information concerning: e.g. racial/ethnic origin, political or religious beliefs, trade union membership, physical or mental health, details of sexual orientation, criminal record etc.

The purpose of the Data Protection Act is to protect the rights of individuals by ensuring the ways in which data is obtained, stored, processed, shared by others etc. and is strictly governed.

What rights do individuals have?

● to see any information held about them

● to challenge organisations if appropriate

● to have inaccurate information changed or deleted

● to claim compensation if appropriate

What are the Data Protection Key Principles?

PERSONAL DATA MUST BE PROCESSED FAIRLY AND LAWFULLY

Data can only be processed if ONE of the following conditions apply:

1. 
The individual about whom the data has been collected has given informed consent. i.e. they clearly understand the purpose for which the data is being collected and how it will be stored.

2. 
It is necessary for:

● 

Performance or contract

● 

compliance with legal obligation

● 

Protection of a person’s vital interests i.e. their life

● 

Administration of justice

● 

Crown/public functions

● 

Legitimate interests of a controller/third party

3. By order of the Secretary of State.

● 
Personal data must only be used for the stated purpose and should not be used in any other way without explicit consent from the data subject

● 
Personal data shall be adequate, relevant and not excessive

● 
Personal data shall be accurate and where necessary, kept up to date

● 
Personal data processed for any purpose or purposes shall not be kept for longer than is necessary

● 
Personal data shall be processed in accordance with the rights of data subjects (stated above)

● 
Security measures shall be taken against unauthorised or unlawful processing of personal data and against accidental loss or destruction or damage to personal data.

● 
Personal data shall not be transferred to a country or territory outside the European economic area, unless that country or territory ensures an adequate level of protection for the rights and freedoms of data subjects in relation to the processing of personal data.

· Exactly what do we mean by data?

The 1998 Act which was amended in 2000 includes ‘all structured data in relevant filing systems.’ This includes both electronic and manual files.

A relevant filing system may be structured either

● by reference to individuals, or

● by reference to criteria relating to individuals

It includes manual records e.g. structured files in filing cabinets containing personal data. (Data which was processed before 24th October 1988 does not need to be fully compliant with the Data Protection Act until October 2007)

· What else does it include?

Any personal data that is obtained from, or used for the Internet/Intranet including digitalised images on web pages, photographs, e-mail addresses

Personal images recorded on CCTV, Sensitive Personal Data – data subjects must give their explicit consent (informed and written consent) before data can be processed. If consent cannot be given, and no legal guardian or advocate is able to give written consent on behalf of the data subject, processing must only take place where necessary and justifiable.

· What will happen if I do not comply?

Failure to comply with the above terms of the Act could result in prosecution.

Caldicott Standards – General Principles
Justify the purpose(s)

Every proposed use or transfer of personally identifiable information within or from an organisation should be clearly defined and scrutinised, with continuing uses regularly reviewed by an appropriate Guardian.

Do not use personally identifiable information unless it is absolutely

necessary
Personally identifiable information items should not be used unless there is no alternative.

Use the minimum necessary personally identifiable information

Where use of personally identifiable information is considered to be essential, each individual item of information should be justified with the aim of minimising the need to identify individuals.

Access to personally-identifiable information should be on a strict need to know basis

Only those individuals who need access to personally identifiable information should have access to it, and they should only have access to the information items that they need to see.

Everyone should be aware of their responsibilities

Actions should be taken to ensure that those handling personally identifiable information are aware of their responsibilities and obligations to respect an individual’s confidentiality.

Understand and comply with the law

Every use of personally identifiable information must be lawful.

Guidelines for the Research Review Panel
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The Research Review Panel will carry out both the functions of the Peer Review and Ethics Committees.

Its duty will be to review project plans and to ensure that all ethical and scientific considerations have been thoroughly considered so as to ensure the respect, dignity, rights, safety and well-being of participants in accordance with the Department of Health Research Governance Framework (2001).

Any Project Plan submitted to the Research and Statistics Section of Salford Community, Health and Social Care Directorate for appraisal will need approval if any of the following criteria apply, eg:

● in depth interviews

● involvement of children (under 18years)

● involvement of anyone who is unable to give informed and written consent

● involvement of anyone in minority categories e.g. asylum seekers

● the study requires covert observation

● the study requires the use of identifiable data, which has already been collected

● the study involves members of staff

The following checklist for the process of approving project plans is based on the commonly agreed standards of good practice such as laid down in the Declaration of Helsinki and the statement of ethical practice produced by the British Sociological Association and the Department of Health.

The checklist covers the considerations by which the project plan has been formulated:

1
Is the design of the project plan appropriate?

2
Will it involve only minimal and predictable risk to the researcher?

3
Will it involve only minimal and predictable risk to the participant?

4
Are the arrangements for the supervision of the project appropriate?

5
Are the researcher(s) and supervisor competent?

6
Will the benefits of the research outweigh any risks?

7
Will the participants be fully and clearly informed as to the purpose of the study?

8
Will the participants be clear about the expectations of the researcher?

9
Are the ways in which informed and written consent are to be obtained adequate?

10
Will participants be clear about their right to withdraw or refusal to participate?

11
Where participants are vulnerable, because of their social, psychological or medical


circumstances, has this been taken into account in obtaining consent?

12
Where participants are unable to provide informed and written consent for


themselves, has the consent been given by a responsible legal representative?

13
Are the methods of ensuring the anonymity and confidentiality of participants adequate?

14
Are the methods of ensuring the confidentiality of data, adequate?

15
Have you thought about who will have access to any stored data?
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Research Plan Application Form

Title of Research: 

Name of Main Researcher: 

Status:

Organisation Address:

Department/Location:

Telephone No: 



email:
Name of Research Supervisor: 

Status:

Organisation Address:

Department/Location:

Telephone No: 



email:
Name of Co-Researchers: 

Status:

Organisation Address:

Department/Location:

Telephone No: 



email:
Who will fund your project?
Please ensure that it is fully completed

	
	Background

	1.1


	Describe the rationale that has led to this research. 

(Give a full description of why you think this research should be carried out)



	1.2
	Why is this topic important?



	1.3
	Describe what steps have been taken to review existing research on the subject matter and what was discovered.

(Note: Researchers are expected to know if there has been recent or historical research undertaken on the subject matter in order to correctly identify trends or differences and why)



	1.4
	How will your research add to your to any previous work?



	1.5
	What specific questions will you ask? 

(Attach any questionnaire you will use)



	
	Strategy

	2.1
	Who are you targeting?



	2.2
	How are you going to select your sample?



	2.3
	How many people will be involved?



	2.4
	Where will your research take place?



	2.5
	What sort of data will be collected?

Numbers / Words / Both


	2.6
	How are you going to collect your data?

(e.g. survey/interview/consultation/case file audit/focus group)



	2.7
	Will you be paying your participants?

Yes/No  (If YES, describe the payments you expect to make and any conditions you will impose)


	
	Ethics, Methodology and Health and Safety

	3.1
	(Note: The Salford Children’s Services Directorate must give approval for any research involving children, The Salford Community, Health and Social Care Directorate for adults)

(For internal research conducted by a Salford City employee, permission may be granted by the relevant Head of Service or Principal Manager)
1. Has permission for the research been given by: 

· Salford Children’s Services Directorate?
  Yes / No

· Salford Community, Health and Social Care Directorate?

  Yes / No



	3.2
	If you are going to work within another organisation for this research, do they have their own procedures for gaining ethical approval – for example, within a hospital or health centre?

(Note:  All NHS Trusts will have their own RGF procedures that must also be complied with)

Yes / No  (If YES, state the organisation)


	3.3
	How are you going to recruit your participants?



	3.4
	How will this comply with the Salford City Council Equal Opportunities Policy?

(See the Researchers Code of Conduct)



	3.5
	How will you ensure you gain informed consent from anyone involved in the study?

(Note: All participants must give informed consent prior to the research commencing)



	3.6
	1. Will any animal or child (i.e. person under 18 years old) or otherwise vulnerable person (e.g. old, infirm, mentally, learning or physically incapacitated or under influence of a misused substance) be researched or interviewed either as a participant or a primary carer? (Note:  Any person deemed to be vulnerable must be protected from any form of abuse during the research)

 Yes / No   If YES, state whether it is an:  Animal / Child / Vulnerable Adult
2. Where the participant or primary carer is a child, are they Gillick/Fraser competent regarding their age and understanding?

 Yes / No

	3.7
	1. Is the researcher aware of Mental Capacity Act 2005? 

  (Note: The MCA 2005 requires all research with persons who are mentally impaired to undergo an independent RGF ethical   review)
 Yes / No

2. Will vulnerable persons be interviewed on their own?

  Yes / No

3. Does researcher have Criminal Record Bureau clearance?

 Yes / No

4. Is there any danger to the researcher or any person accompanying them?

  (Note:  Any person accompanying a researcher must be able to protect the client and their own partner)

 Yes / No

5. Will any accompanying person be:-

  5.1  vulnerable?

  Yes / No

  5.2  aware of the scope of the research?

  Yes / No

  5.3  in a position to protect?

  Yes / No

  5.4  a danger to the researcher?
  Yes / No

  Describe what arrangements will be made to ensure the client and/or researcher is safeguarded?



	3.8
	1. Where professionals are to be interviewed, has permission been sought from their organisation?

             Yes / No

	3.9
	Will another agency or group be involved in the research?

(Note: It is essential that all researchers in the project are aware of their responsibilities and liabilities)

Yes / No

If NO, go to 3.10
1. state who they are and what control they will have over their own researchers.

2. Submit any protocols for research governance they have.

3. Confirm that their researchers know about the RGF requirements.  

	3.10
	Will access to any file be required?

(Note: Access to files has to be controlled and managed with permissions as required) 

Yes / No

If NO, go to 3.11
1. Has permission of the client been obtained?

                             Yes / No

2. Are the files held by Salford Children’s Services or Salford Community, Health and Social Care  Directorates or a third party?

                             Yes / No

3. Does the file holder have any objections to disclosing information?

                             Yes / No

4. Has the researcher signed a confidentiality agreement?

                             Yes / No

	3.11
	Is Researcher aware of Data Protection Act 1998 and Caldicott legislation?

(Note: This legislation is in force to prevent unauthorised use or exchange of data)

Yes / No



	3.12
	Does the research involve a trial or test of clothing, machinery, equipment or apparatus?

Yes / No

If NO, go to 3.13
1. Have Health and Safety implications been assessed?

                             Yes / No

2. Describe how clients are to be selected for trial or test.

3. Describe in detail the methodology to be used in such testing.



	3.13
	Will recording or video equipment be used?

Yes / No

	3.14
	Describe what consultation has taken place with potential clients in the design, conduct and proposed analysis of the research.

(Note: It is strongly recommended that clients are involved at an early stage in the design of the research)



	3.15
	Describe what consideration been given to eliminating the possibility of identifying individuals from the otherwise anonymous data, through small or localised samples.

(Note: Small survey samples can lead to identification of clients by the use of otherwise anonymous data)



	3.16
	Describe what consideration has been given to ensure local ethnic, cultural, gender, age, sexual orientation, or disability diversity is involved, respected and quantified within the research.

(Note: Surveys should always reflect the local characteristics of the population to be meaningful)



	3.17
	Will clients be aware of their right to refuse or cease participation in the research?

(Note: All clients must be able to refuse to participate or cease participation at any time after it has commenced)

Yes / No

	3.18
	Submit a copy of the consent form to be supplied to clients.

(Note: All clients must consent to be part of the proposed research: See last page for a generic consent form)

	3.19
	Will samples of body tissue or fluids, marks of body identification (e.g. fingerprints, Iris, DNA) samples be taken or, a physical examination be made, of the client during the research?

(Note: Where possible intrusive research should be avoided or subject to more ethical review)

Yes / No



	3.20
	Will the client be requested to take, ingest or digest, in any way any substance during the research?

(Note: Where possible intrusive research should be avoided or subject to more ethical review)

Yes / No

	3.21
	Does the project involve the use of ionising or other type of “radiation”?

(Note: Where possible, intrusive research should be avoided or subject to more ethical review)

Yes / No

If No, go to 3.22
Is the use of “radiation” in this project over and above what would normally be expected? (e.g. in diagnostic imaging)

Yes / No

	3.22
	Will the project require the use of any hazardous substances?

(Note: Where possible intrusive research should be avoided or subject to more ethical review)

Yes / No

	3.23
	Will the project carry any risk of injury to the participants?

(Note: All aspects of the proposed research must have a risk assessment carried out to ascertain preventative measures to be taken) 
Yes / No

If NO, go to 3.24
1.     Attach a copy of the risk assessment.

	3.24
	Will the project require participants to answer questions that may cause disquiet / or upset to them?

(Note:  Whilst this is subjective, reasonable judgements have to be made as to whether such questions are actually required or the terminology amended)

Yes / No

	3.25
	Will any aspects of the research possibly lead to referrals for consideration of services?

(Note:  Where any research hints at a change or an improvement to future services, the client may believe that they are entitled to something in addition to what they currently get.  This must be avoided)

Yes / No

If NO, go to 3.26
1. Will any expectation of service provision be raised?

Yes / No

	3.26
	Is there any provision for dealing with complaints arising from the research project? 

(Note: There must be a complaints process relating to the research in addition to any the local authority has in operation and the client must be made aware of this)

Yes / No

1.        Submit any notice or form that you will give to clients about their right to complain



	3.27
	Will any part of the research be conducted covertly?

(Note:  Most research will not require covert observation.  Where that does occur, legal advice must be obtained first)

Yes / No

If NO, go to 4.1
1. Describe what legal advice been sought and submit a copy.

	
	Science

	4.1
	Describe what steps will be taken to retain the data collected, including:


· Secure storage facilities;

· Quickly identifiable;

· Storage time limits;

· Who will have access?
(Note: All the identifiable data collected during research, must be stored securely for a period of time and with the minimum number of people having access to it)

	4.2
	Describe how you will evaluate and make sense of the research responses.

(Note:  There are many ways to evaluate responses to research.  All must be capable of achieving the desired dataset, the scope of the research and acceptable statistical methods)



	
	Information

	5.1
	Will your data be used for any purpose other than your research?

Yes / No

	5.2
	Provide copies of:-

· Any information sheet to be provided to the clients regarding the proposed research;

· A copy of any questionnaire to be provided or to be used in interviewing a client in the research;

· Posters or other literature to be used for promoting the research project.

(Note: All proposed clients must be provided with the background to the research and why they are being invited to participate)

	5.3
	Describe what steps will be taken to ensure that the research findings are:

· Independently reviewed;

· Published to the participants and public in an appropriate manner (e.g. Braille);
· Provided to RSI for the local and National Social Care Database.

(Note: To be scientifically acceptable all research findings must be capable of peer group scrutiny.  All Social Care research undertaken in Salford City Council will be published to the public via a national database and locally on intranet and internet)

	
	Finance and Intellectual Property

	6.1
	Who will have ultimate ownership of the data?



	6.2
	Will you or anyone else benefit financially from your research?

Yes / No

	6.3
	Provide a copy of any insurance for the research project.

(Note:  Where the research is undertaken by Salford City Council staff alone or with a local NHS Trust with whom Salford has a partnership agreement, the existing Salford Insurance will cover the research.  Where another party is involved, or is solely carrying out the research insurance MUST be obtained to cover any eventuality in the event a claim is submitted by a client or researcher)

	6.4
	Describe what consideration has been given to the exploitation of the intellectual property resulting from the research.

(Note:  Whilst most research is generic in nature and incapable of actual intellectual exploitation, some research may be capable of this and this needs careful assessment as to where legal entitlement lies, i.e. with the researcher, any third party, or Salford City Council)


NB  YOU MUST INCLUDE A RESEARCH TIMETABLE WITH YOUR APPLICATION


Specimen Research Information Sheet


Title of proposed Research:
Researcher:

Introduction

The aim of this research is to….

 

What will I have to do if I take part?

If you agree to participate in the research project you will be required to …….

 
What are the possible risks of taking part?

There are no risks in participating in this project

or
The risks are…..


Are there any possible benefits?

Although there is no direct benefit to you by becoming involved in this study you will be indirectly helping us to assess …


Do I have to take part?

No, taking part is voluntary. If you would prefer not to take part, you do not need to give a reason. If you decide to take part but later change your mind you can withdraw at any time, without having to give a reason. In all respects of personal data, i.e. your name and details will be kept strictly confidential.
Your personal data will be kept in a secure environment.  [Explain what this is, and for how long]

What do I do now?

Thank you very much for considering taking part in our research. If you would like to discuss any of these matters further in the future, please contact the researcher [insert name of researcher] or the project lead [insert name of project lead].

I would like to thank you in advance for expressing an interest in taking part in the research project. You are under no obligation to proceed any further with active participation in this research.

xyz, Project Co-ordinator.

Specimen Research Participant Consent Form


As part of your agreement to participate in the project being undertaken, please could you take your time to read the following statements and if in agreement with your continued participation complete the responses and sign this consent form.


I would like to thank you in advance for expressing an interest in taking part in the research project. You are under no obligation to proceed any further with active participation in this research.

xxxxx  Research Project.


xyz, Project Co-ordinator.

· I have read and understood the information sheet for the above research project and what my contribution will be.

Yes / No

· I have been given the opportunity to ask questions (face to face, via telephone and email).

Yes / No

· I agree to take part in the research.

Yes / No

· I understand that my participation is voluntary and that I can withdraw from the research at any time.

Yes / No

· I wish my name to be anonymised.

Yes / No

· I understand that in some circumstances, where, during the research it is discovered that some practices are illegal, unethical or bad practice, that the researcher may have to identify me to protect my own welfare and maintain a duty of care.

(Optional)
· I give permission for the researcher to have access to any file held on me that is relevant to the research being undertaken.

Yes / No

Name of participant ………………………………………………………………….

Signature……………………………………………Date…………………………


WHERE THE PARTICIPANT IS A PERSON UNDER 18 YEARS OF AGE:-

I give permission for ……………………………………to take part in this research.

I understand that they can or I can insist that they withdraw from the research at any time.

Name of parent or guardian ……………………………………………………….

Signature……………………………………………Date……………………………

Name of researcher taking consent…………………………………………….….

Signature……………………………………………Date……………………………

What you need to do now.

Send the following documents:-

1.
This Application Form;

2.
Information Sheet;

3.
Consent Form;

4.
Where relevant, copies of any proposed questionnaire, poster and advertising of the research;

4.
Copies of confirmation that the research has been approved by the relevant Directorate;

5.
Where another agency has also been required to approve the research, copies of their protocols;

6.
Where relevant, copies of any confidentiality agreement signed by the researcher for access to files;

7.
A copy of any Risk Assessment;

8.
Where relevant, a copy of any legal advice relating to covert research;
9.
Where relevant, a copy of the insurance certificate covering the proposed research.
10.
The Research Timetable.

To:

The Research and Information Section
Community, Health and Social Care Directorate 
Salford City Council 
Crompton House 
100 Chorley Road 
Swinton 
Salford M27 6BP






























Is this your first application for registration for this research? YES / NO





Date of Previous Application








I have read the Researcher’s Code of Conduct, Research Governance Standards, Data Protection and Caldicott Guardian general principles, and the Roles and Responsibilities documents. I agree to carry out my research in accordance with Salford City Council Community Health and Social Care Directorate Research Governance Policy and I understand that failure to do so could result in serious consequences.





Principal Researcher’s Signature: _________________________________


Date:





Supervisor’s Signature:     	_________________________________


Date:





Idea/Task








Discuss with Line Manager/R&S/Supervisor





Complete and Submit Proposal Form to R&S








Is the proposed study intrusive?


Is there any potential risk/harm?


Is there any real cause for concern?





No





Yes





Review by Research Review Panel








Approval, Registration, Proceed





Review by Research Unit





Review at Corporate Level





Review by External Consortium





Level of Review decided by R&S and SS Sections











1. 


 Is the work only using secondary data?





2.


Is the work only concerned with CHSC or CS?





3.


Does the work involve other directorates in Salford?





4.


Is the work linked to external organisations?





Yes





Yes





Yes





Yes





Are there any Critical Issues?








No





Yes
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