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Information at a glance 
Your Role PPIE member of the  Trial 

Steering Committee 

Trial Name  
 

Duration of public 
contributor role 

 

Location of 
involvement 

Meetings will take place 
either by face to face or by 
teleconference  
 

Expenses An o f f e r  o f  p a y m e n t  
will be made  for meeting 
attendance  
 

Key contact information 

 

Trial Manager / Study 
Coordinator: 
Email: 
Tel: 
 
*May change during the trial period 

PPIE Support Team 
 
Laura Campbell 
Email: l.campbell@keele.ac.uk 
Tel: 01782 734727 

 

This document outlines the background to the Trial 
Steering Committee and identifies the specific role and 
remit of patients, parents and carers who are members of 
this committee. 

Developed by Keele PPIE Team 
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[INSERT PLAIN ENGLISH SUMMARY] 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

What is the study about? 



  

 

 

What are Trial Oversight Committees? 

In this document we use PPIE (Patient and 
Public Involvement and Engagement) 
member to refer to  
 
Members of the public with experience of, 

or interest in clinical research, health 
conditions and/or health settings who are 

interested in helping researchers design 
and run clinical trials 

 

It is important to involve people with 
experience of the condition being studied 
to ensure the trial activities are 
considered from a patient perspective. 

Support 

There are three groups that oversee the 
running of the trial (sometimes you will hear 
these three groups referred to collectively as 
the Trial Oversight Committees). These groups 
are: 
 the Trial Steering Committee (TSC) 
 the Trial Management Group (TMG)  
 the Data Monitoring Committee (DMC) 

 
Each group have different roles but report to 
one another with the responsibility for 
reporting back to the funder sitting with the 
Trial Management Group: 
 
 
 
 
 
 

 
 
 
 
 

TMG 

TSC DMC 

TSC 
Feedback 

Questions/
Feedback 

DMC open report and 
recommendations 

Report Report 

FUNDER 

Report 

What is a Patient and Public Involvement 
and Engagement member? 

If you have any additional needs in 
order to undertake this role, please 
let the PPIE team know and they 
will do their best to support you in 
your role 
 



  

 

 

The Trial Steering Committee (TSC) is the 
executive body that has overall oversight 
of the trial. 

Membership of the TSC includes both 
independent members and members of 
the trial team. To be independent a TSC 
member must: 
 Not have been involved in designing the 

trial or applying for funding. 

 Not be involved in the day to day 
management of the trial. 

The TSC consider the trial from the 
perspective of the trial participants, trial 
team, the funder and the sponsor 

Roles of the TSC include: 
 To monitor the progress of the trial 
 To monitor adherence to the protocol 
 To consider recommendations from the 

Data Monitoring Committee (DMC) 
 To make recommendations to the Trial 

Management Group (TMG). 
 To make recommendations to the trial 

Sponsor. 
 To consider new information as it 

becomes available 

 
The full role of the TSC is described in the 
TSC terms of reference which will be 
agreed and finalized at the first TSC 
meeting. 

 

 

 

The Trial Management Group (TMG) is 
responsible for the set-up, day to day 
running and analysis of the clinical trial.  

 
The TMG meet regularly, typically monthly, 
and review the ongoing progress and 
conduct of the trial including: 

 Progress of trial and site opening 
 Recruitment rate (actual versus 

predicted) 

 Site issues 
 Data quality and return rate 
 Protocol amendments 
 General trial issues 

 

 

 

The DMC is responsible for safeguarding the 
interests of trial participants and for assessing 
both how safe and how effective the 
treatments being studied are. The DMC also 
review overall progress and conduct of the 
trial. 
The members of the DMC are independent 
and not involved in the trial in any other 
way. Whilst the trial is running the DMC 
may be the only committee that sees the 
trial data presented by treatment group. 
They will then report back on this to the TSC. 
  

What is the Trial Steering 
Committee (TSC)? 

What is the TMG – Trial 
Management Group? 

What is the DMC - Data Monitoring 
Committee? 



  

 

 

The TSC is comprised of independent 
members and some members of the 
trial team. The independent members 
represent statistical, clinical, 
methodological and PPIE expertise. Each 
member, including PPIE members, 
brings a different perspective, 
experience and knowledge to the trial 
team. Along with other members of the 
TSC you share the general role outlined 
in the TSC Terms of Reference 
(attached). As a public member we ask 
you to: 
 Attend TSC meetings (these may be 

teleconference or face-to-face) for the 
duration of the trial 

 Provide a public perspective on TSC 
discussions based on your awareness of 
the outcomes from the public advisory 
group 

 Respond to written or verbal 
communications about the trial between 
meetings providing a public perspective 

 Maintain the confidentiality of discussions 
and information relating to the TSC meetings 
and activities in accordance with the TSC 
confidentiality agreement (This is part of the 
TSC Terms of Reference). 

 Report to the TSC any studies or information 
known to you which highlights patient related 
issues that may inform the work of the group. 

Meetings are usually held annually 
however the frequency of meetings is 

usually discussed and agreed by TSC 
members at the first meeting.  

The Trial Coordinator will provide you with the 
TSC meeting dates, times and whether they 
will be a face to face meeting or by 
teleconference. 
 

The trial will aim to find a date and time for 
the meeting that is suitable for everyone 
and it is important that you attend the 
meeting. We do understand that sometimes 
things change at the last minute and these 
can’t be avoided. 
If you can’t attend a meeting but the rest of 
the TSC think your opinion is needed before 
making a decision you may be asked to give 
your opinion by email and feedback will be 
given. 
 

You may be asked to comment on documents 
by email between meetings but this will be 
minimal. Whenever possible, if there are topics 
that you think should be included in the 
agenda for the TSC meeting please send these 
to the Trial Manager/Study Coordinator 4 
weeks before the TSC meeting date. 

All members of the TSC must abide by the 
confidentiality agreement set out in the 
Trial TSC Terms of Reference. 

What is my role as Public Contributor 
member of the Trial Steering 
Committee? 

How many meeting will I need to go to? 

What happens if I can’t come to a meeting? 

Do I need to do anything in between 
meetings? 

Confidentiality 

 



  

 

 

 
It is important to the PPIE team that we 
can obtain some feedback from you on 
 

 How you are enjoying your 
involvement? 

 What is being done well to involve you 
in the TSC? 

 How can we improve your 
involvement? 

 
We will also contact the Research team to 
supply both the PPIE team and yourself with 
regular feedback on the trial progress through 
our electronic feedback system. 
 

 
Your first point of contact for issues relating to 
the study is the Trial Manager/Study 
Coordinator.  

Otherwise, contact the PPIE team who will 
always be happy to help with any queries you 
have.  
 
 
PPIE Team Contact details: 
 
Adele -  Project Coordinator:           
a.higginbottom.keele.ac.uk  
Tel:01782 734844 
Laura -  Project Support:                   
l.campbell@keele.ac.uk  
Tel: 01782 734727  
Steven Blackburn - Team Leader:    
s.blackburn@keele.ac.uk    
Tel:01782 734846 
Carol Rhodes -  PPIE Advisor:    
c.a.rhodes@keele.ac.uk    
Tel:01782 734834   

  

 
The National Institute for Health Research (NIHR) 
funds an organisation called INVOLVE which 
promotes active public participation in NHS, public 
health and social care research to improve the 
way that research is prioritised, commissioned, 
undertaken, communicated and used. INVOLVE 
have a range of resources which may be of value 
to public contributors -  www.invo.org . uk 
 

If you are also a Co-Applicant on this trial then 

you can get further information on the role and 

responsibilities of Co-Applicants below: 

NIHR INVOLVE Public Co-Applicants Guidance 

on Roles and Responsibilities 

https://www.invo.org.uk/posttypepublication/p

ublic-co-applicants-in-research-guidance-on-

roles-and-responsibilities/ 

 
The PPIE team can also give you a brief version 
of the role of Co-Applicant; 
 

 Public Co-applicant on Research Studies 
 

and a Guide to Costing for Public Co-Applicants 
 
 Public Co-applicants Guide to Budgeting for 

PPIE 
 

plus, tips for Principle and Chief Investigators 
when having public members as Co-Applicants 

 Guidance on the Role of Public Co-  
applicants on Research Grants  

 
 

Who can I contact for more information? 

Other information you might find helpful Feedback 



  

 
 

 

 
PPIE members should have experience and knowledge of the condition being researched 
as a patient, or as a family member or carer of a patient 

 

 
 
 
  
 

 
 

Essential criteria
• Have the time to be able to join TSC meetings as scheduled
• Understanding of the issues relating to having the condition researched
• Be able to maintain confidentiality (keeping information about the trial confidential, not 

discussing any information about the trial outside of the TSC)
• Ability to work effectively in a group situation
• Good communication skills with an ability to listen to others and constructively express a lay view 

beyond their own personal experience
• Have the time to attend meetings via teleconference / face to face meetings
• Have the time to comment on written information / emails between meetings

Desirable criteria
• Understanding of clinical trials or experience of taking part in a clinical trial
• Access to a computer, email and telephone. 

Qualities of a PPIE member 

Useful Guidance from other TSC lay members 

 Be confident to give your patient experience and expertise, it is invaluable and often no 
one else in the meeting has that knowledge 

 Don’t hesitate to ask for clarification. If you are unsure or don’t understand any stages in 
the meeting that you feel could have patient perspectives. The chair or Trial 
Manager/Study Coordinators would be only too pleased to clarify and often others in the 
room maybe thinking the same. 

 If you have further thoughts or ideas after the meeting "wish I had made that point during 
the meeting" don’t be afraid to email the Trial Manager/Study Coordinator after the 
meeting who will always give a reply and if necessary, pass the comment back to the 
chair. 

 Giving your personal experiences is paramount but often trying to imagine how other 
wider patient groups can participate or benefit from the trial is useful to consider. 

 Don’t feel obligated to have to comment in a meeting as your attendance and therefore 
having patient expertise to comment if required is sufficient 



 

  

 

 

 
 
 
 

  
 
 
 
STUDY SET UP PERIOD 
 
Research funding agreed  

Trial Manager recruited & appointed 

 
RECRUITMENT & DATA COLLECTION 
 

Recruitment of trial participants 
 
 
Trial participants in follow up 
 
 
Recruitment closes Follow up period closes 

Data entry completed 

 

 
ANALYSIS & REPORTING OF DATA 

 
 Data analysis completed 
 
 
 Report and article writing 
 
 

 Research findings published in an academic journal 

 

 

 

6 months approx. 
 
 
 

 
12 months approx. 
 
 
 
 
 
 
Approx. length of trial from 
initial recruitment to final 
follow up of all trial 
participants: 
 
 
 
 
 

18 months approx. 

 

 
 

 
 

 
 
 

 
Clinical Trial Timeline  

Stage in Clinical trial Approximate timescales 

Note: The times in this timeline 
are approximate and may 
change, for example, if the trial 
needs to extend the period of 
recruitment 
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