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Study Questionnaire

Study Title:

Patient No.:

We are looking at ways of making our research Programme in the Diabetes Centre as
patient-friendly as possible. We would be grateful if you could answer a few questions that
will help us improve the way we work with you in the research clinic.

1. Why did you take part in clinical trial?
(Please tick any options which apply)

O | though my diabetes care would improve
O To find out more about diabetes
U To help others who have diabetes

0 Any other reason (Please detail below...)

2. Were you given enough information about the purpose of the study?
Yes U No O

COMIMENES: ..ot ce et ettt bt e a et s bbb s b et s bt es et ebe st beb s tebesebebsesate sreneneannanas

3. Do you think that you benefitted in any way from taking part in the study?
Yes U No O

COMIMENTES: ..ottt ettt bt e b et es bbb s et ebe bt es bbb saebeb s bebe sssebsess seeneneansanan
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Introduction
The background to this strategy is a commitment by the Scottish Topic-Specific Research Networks
 (Primary Care, Diabetes, Stroke, Medicines for Children, Mental Health & Dementia) to ensure that patients, those who care for them and the public are actively involved in all aspects of the research process, including shaping the direction of Research Network development. This document is intended to be a generic Patient & Public Involvement (PPI) strategy to be used by all Research Networks in conjunction with the specific deliverables
which each Network has set for itself. 
The Scottish Cancer Research Network is not mentioned specifically in this strategy as it works together, and in conjunction , with the UK Cancer Research Network and has directly contributed to their PPI strategy and has common deliverables.

Vision Statement

Patients and the public, actively involved in developing and sustaining a thriving clinical research environment in Scotland.

Objectives
1. To engage with the public to involve them in clinical research.

2. To improve public confidence in, and understanding of, clinical research through greater patient and public involvement.

3. To develop and support alliances with key groups i.e. the public, researchers, government, appropriate interest groups, funders and sponsors.

4. To identify and act on the real or imagined barriers that impede patient and public involvement in research.

5. To monitor and evaluate the effectiveness of patient and public involvement in, and feedback on, research.
Objective 1: To engage with the public to be more involved in research
This objective centres around raising awareness of clinical research within the Scottish community and making it easy for people to participate both in research studies and in the Steering Groups/Management Committees of both specific studies and the Research Networks. Being part of a large committee comprising of senior healthcare professionals may be very daunting for lay members so it is up to the professional members of the group to make the lay member feel that their contribution is valued and to equip the lay member with the necessary skills to take an informed part in any discussions. Patient and public representatives can be involved in the following levels of activity:-
· Commenting on or helping to develop patient information leaflets.

· Commenting on research proposals and/or seeming gaps.
· Participating in information sessions to interested parties
· Disseminating research findings
· Being a member of Steering/Management Committees.
· Developing research proposals
· Developing research priorities

Many of the roles listed above will invite much time and commitment from both the patient/public representative and researchers/research groups and as these are new roles for lay members, it will be essential that information and some mentoring and support are readily available. Researchers too should be supported in developing PPI within their studies and this may be a role with which the Research Networks can assist. The Scottish Topic-Specific Research Networks will develop an open and transparent system of patient and public involvement within its research infrastructure committees so that there is PPI at all levels of the research process.
Objective 2: To improve public confidence in, and understanding of, clinical research through greater patient & public involvement
This objective centres around ‘de-mystifying’ clinical research and better informing the public about medical research studies. In Scotland, there is much media coverage of medical research so the public has some awareness of current research issues. However, details of what happens to a patient during a study can be very sketchy and usually only the negative outcomes are widely publicised. Thus more positive outcomes of participant’s experiences of research would be a good starting point for achieving this objective. Properly informing the public about clinical research will require both researchers and the Research Networks to be very proactive in presenting their research not only to other healthcare professional but also to lay audiences. As in objective 1, lay members of committees will need information and support in order to become more effective and confident as committee members. In order to achieve this objective the following factors need to be addressed:
· Development of a structured framework to provide the necessary background knowledge/information on the role of Topic-Specific Research Networks.

· Assure lay members of committees that they will be equipped with the necessary skills before they commence as a member and their information needs assessed.

· Invite the lay member to visit a research site to see the day-to-day running of a study.
· Development of various media e.g. guidance leaflets, DVDs, websites to explain PPI in
clinical research.

· Target patient/public health conferences to inform people of current research developments and recruit people for studies and/or research committees.

· Re-imbursement of approved travel expenses incurred as a result of PPI activities.

· For participants in research studies, accommodate their visits to the research site as much as possible.

· Review recruitment strategies regularly for all kinds of PPI activity.

· Invite and encourage interested patients/members of the public to contribute towards greater involvement by taking part in a study or by joining a committee.

As in objective 1, incorporation of patient and public involvement in study design, literature, patient safety and direction of research can only serve to make research project and findings more robust and applicable to the general public. It may take several years to fully achieve this objective but each Research Network can make significant steps with their target group within the next three years.
Objective 3: To develop & support alliances with Key groups i.e. the public, researchers, government, appropriate interest groups, funders and sponsors.
This objective centres around targeting the appropriate groups for each Topic-Specific Research Network to ensure the appropriate kind of patient/public representation on Network committees. For example, some agencies e.g. (Chief Scientist Office), sponsors of studies, such as NHS Scotland and the Universities, support studies across all Networks. Research funders such as Chest, Heart & Stroke or Alzheimers Scotland will obviously specialise in supporting studies within their topic areas so it is crucial to build relationships with them and ensure that they are represented on committees.
Public groups such as CSO PIG (public involvement group) should be involved in generic initiatives across the Research Networks to help raise awareness of clinical research and participate in advisory committees as appropriate. Specific patient group (e.g. the Diabetes Care Focus Group, Scottish Dementia Working Group) can be a valuable source of patient input to Network Steering Committees. The motivated patients who attend these groups are likely to be keen to be involved in steering groups and, with appropriate support, can play an important role in developing the Research Networks. 
The Research Networks through their adoption process should ensure that Principal Investigators have considered PPI when multi-centre studies are designed and grant applications written by considering patient representation on the study steering committee. This will increase the integration of PPI activity into individual study design as well as representation on high level Network committees.

The Research Networks also need to work with the pharmaceutical companies who fund and sponsor clinical research to raise their awareness of the need for PPI in their drug development programmes. As much of this work is commercially very sensitive, patient/public representatives must be very aware of the confidential nature of these types of discussions between Network and industry and pharmaceutical companies must be assured that the PPI member will not divulge any information from these meetings. This need may be met by asking the patient/public representative to sign a confidentiality agreement, which raises awareness to the PPI member that drug development plans are commercially sensitive and will reassure the pharmaceutical companies that their information is safe.
Objective 4: To identify and act on the barriers that impede patient and public involvement in research
In order to meet objectives 1 and 2, we need to identify the barriers to PPI so that these can be broken down and a positive strategy developed. The barriers to PPI can be broken down into 2 main sections: barriers from patient side to becoming involved and barriers from the researchers side to stop patients/the public becoming involved. From the patient side, the following factors appear to be important:

· Lack of understanding about the options and opportunities for involvement in clinical research.
· Unfamiliarity with research process and jargon.

· Whether taking part in clinical research will have an impact on the condition of their health.

· Time and costs of participating in PPI activities.

· Literacy and language skills

From the researcher side, these factors appear important:

· Lack of understanding of the role of PPI in clinical research, as a tool to obtain
public support.
· Apprehension about the value of PPI activities either in study design or
research infrastructure.

The common factor is lack of understanding of the role and value of PPI and this is reflected in the fact that each side is unsure about the other and these barriers could be broken down by simply having more PPI activity in clinical research. This would enable lay members to become more confident in participating in PPI activities and would show researchers that PPI activity can be of great value and provide a significant contribution towards clinical research. As in Objective 2, it may take several years for PPI to break down all barriers but with the right attitude and genuine goodwill on all sides it is hoped results will start to show within the next three years.
Objective 5: To monitor & evaluate the effectiveness of patient & public involvement in research
As the saying goes ‘If you can’t measure it then you can’t improve it’. This final objective is designed to give Research Networks a method for monitoring and evaluating PPI activity. In the next section of this strategy, we will set out some generic and topic-specific deliverables for the next 3 years to measure PPI activity but this objective will try to define which metrics could be collected as a means of accurately reporting PPI. The views of participants in clinical trials can be collected on an audit questionnaire (e.g. Appendix 1 shows the audit questionnaire used by the SDRN (Scottish Diabetes Research Network) once the participant has completed the study). A questionnaire for lay members on study specific or network infrastructure committees should be developed to try and capture views from this group. However, the training records and learning plans from the lay committee members should give an indication of their views in the interim. PPI activity for each Network as a whole can be clarified using a chart (e.g. Appendix 2 shows that chart currently being used by SDRN to aggregate PPI activity from its registered sites). This PPI activity chart includes numbers of participants associated with each activity so can be used to give a total score for a calendar year, which can then be compared with the previous year’s figures. Obviously, PPI activity cannot be totally explained by a numeric figure but this does give each Network a base figure which can be reviewed regularly.
Generic Deliverables
	Deliverable
	
	Timeline

	Publish a generic guideline to explain the role of the lay member, both on committees and participating in research
	
	March 2010

	
	
	

	Develop an induction pack for lay committee members 
	
	March 2010

	
	
	

	Host an information day for lay members of committees from all Scottish Topic-Specific Research Networks.
	
	October 2010

	
	
	

	Lay member representation on  Research Network committees.
	
	March 2012

	
	
	

	Develop an online information programme for researchers on
PPI activity.
	
	March 2012


Topic-Specific Research Network Deliverables

	Scottish Mental Health Research Network (SMHRN)

	Deliverable
	
	Timeline

	Establish contact with key organisations which represent patients and users.
	
	October 2009

	Advisory Board to approve a Mental Health specific strategy and action plan to involve service users in the Network.
	
	November 2009


	Scottish Dementia Clinical Research Network (SDCRN)

	Deliverable
	
	Timeline

	Incorporate users and carers into the SDCRN management structure.
	
	Tbc

	Develop a research register of patients and the public who would be willing to participate in research
	
	March 2012

	30% of users and carers on the research register to be involved in research.
	
	March 2012


	Scottish Diabetes Research Network (SDRN)

	Deliverable
	
	Timeline

	Create a confidentiality agreement document for lay members on SDRN committees.
	
	October 2009

	
	
	

	10 %  of patients to be on research register
	
	March 2012


	Scottish Medicines for Children Network  (ScotMCN)

	Deliverable
	
	Timeline

	Develop registers of patients and the public with specific diseases or conditions who would be willing to participate in research. 
	
	October 2010

	
	
	

	Identify and make contact with relevant patient and parent focus groups and relevant national groups and develop a database of individuals who could advise ScotMCN as consumers of health care or lay persons.
	
	September 2010

	
	
	

	Develop a standard operating procedure for enrolling children able to comment on information sheets and consent forms to ensure that they are age appropriate and fit for purpose.
	
	October 2010


Scottish Primary Care Research Network ( SPCRN )

	Deliverable
	Timeline

	Identify and contact GP practice patient groups and NHS Board PPI groups from which  to invite potential SPCRN PPI representatives
	March 2010
Achieved

	Establish a Scotland-wide group of PPI representatives to review patient information for SPCRN adopted studies
	September 2010

	Lay membership on SPCRN Steering Committee
	March 2011
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[image: image2.jpg]4. Have you any suggestions as to how we could make participating in a clinical

trial easier?
Yes O No O

COMIMENES: ..ottt ettt ettt st et se s e beses et e s ebebes e bebesbebessesebessesebeasanesesananas

5. Were your expenses adequately covered?
Yes U No O

COMIMENES: ...ttt ettt ee et a e e s e b e ses b ebeae e b et es e bebesaebessesebe seasesess s s sseananan

6. Would you take part in another clinical trial?
Yes U No O

COMIMENES: ..ottt ettt et s e s e aese s ae et e s e s e s e s b ebes e besesbebes b ensane

Thank you very much for taking time to complete this questionnaire.
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Contact Details
Scottish Diabetes Research Network
Shona Brearley
 s.brearley@sdrn.org.uk

Louise Greig
 l.greig@sdrn.org.uk

Scottish Stroke Research Network

Fiona Graham
 fgraham3@nhs.net
Liz Ronald 
 liz.ronald@nhs.net

Scottish Primary Care Research Network

Alison Hinds 
 a.hinds@sspc.ac.uk

Scottish Dementia Clinical Research Network

Emma Law 
 emma.law@nhs.net

Scottish Mental Health Research Network

Laura Hodges 
 laura.hodges@ed.ac.uk

Scottish Medicines for Children Research Network

Pamela Dicks 
 p.dicks@abdn.ac.uk

References

 

Entwhistle, V.A.; Renfrew, M.J., Yearley, S, Forrester, J. and Lamont T. 1998 Lay perspectives: advantages for health research. BMJ Volume 316 563-466.
 

UK Clinical Research Collaboration (April 2008): Patient and Public Involvement Strategic Plan 2008-2011.

Hanley, B., Bradburn, J., Barnes, M., Evans, C., Goodare, H., Kelson, M., Kent, A., Oliver, S., Thomas, S. and Wallcraft, J. 2003 Involving the public in NHS, public health, and social care research: Briefing notes for reseachers. (second edition) INVOLVE.
Glossary

	Word(S)
	Meaning

	Research Networks
	An organisation set up by the government to encourage and provide practical support for research in particular fields (e.g. diabetes, mental health). Networks involve NHS and university staff.

	Patient
	A person who by virtue of their health status may be a participant in a research study. In this document the term is also used to include family or friends who provide care and support to someone with a health condition.

	Clinical Research
	Research in which a health condition and/or treatments or ways of preventing a condition are studied by observing patients.

	The Public
	Anyone who is not otherwise involved in research as a researcher or patient or in some other professional capacity.

	Researchers
	People who devise and/or carry out research (e.g. university staff, research nurses, laboratory staff).

	Funders
	Organisations which provide the money to carry out specific research projects, usually through a contract with the researchers or their employers

	Sponsors
	An individual, organisation or group taking on responsibility for securing the arrangements to finance and manage a research study.  Typically sponsors are Universities, the NHS and/or drug companies

	Research Proposal
	A plan which sets out research questions and plan and budget for finding the answers to those questions. Research proposals are written in order to request funding for a particular research study.

	Research Infrastructure Committees
	A committee which takes decisions about the management of generic resources available to support a number of different research studies.

	CSO
(Chief Scientists Office)
	The part of the Scottish Government’s civil service which deals with health-related research

	Network Steering Committees
	The committee in charge of the overall direction and priorities of a research network.

	Adoption Process
	The process by which a Research Network decides whether or not to provide support to a specific research project.

	Principal Investigator
(also Chief Investigator)
	The lead researcher responsible for running a particular research project.

	Multi-Centre Studies
	Research projects which involves more than one location (usually so that more patients can be involved and so that the answers discovered are not specific to one particular set of circumstances).

	Grant Application
	A document containing a research proposal and requesting money for that proposal from a funder.

	Metric
	A system or standard of measurement.

	Research Register
	A list of names and details of patients (either on paper or computer) used to help researchers find patients to take part in research (and therefore also to help patients take part in research).
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� Short explanations of words in bold are explained in the glossary at the back of this document
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