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PARTICIPANT INFORMATION SHEET 

Version 1.2, 2nd August 2022. 

Ethics project code: 200210051 

Study title: Developing reporting guidelines for randomised 

controlled trials using surrogate primary endpoints 

Introduction 
You are being invited to take part in a research study to develop reporting 

guidelines for randomised controlled trials protocols and reports that use 

surrogate endpoints – SPIRIT-SURROGATE and CONSORT-SURROGATE, 

respectively. Before you decide, it is important for you to understand why 

the research is being done and what it will involve. Please take time to 

read the following information carefully and discuss it with others if you 

wish. Ask us if there is anything that is not clear or if you would like more 

information. It is entirely your decision whether to take part in this study. 

If you agree to take part, you are free to withdraw at any time without 

giving a reason. 

What is the purpose of the study? 
Surrogate endpoints can make randomised controlled trials more efficient, 

that is, shorter follow-up, smaller sample, and hence lower cost. 

However, surrogate endpoints can overestimate health benefits or fail to 

predict the true benefits of interventions leading to interventions that 

have no benefit or harmful. Current reporting guidelines, Standard 

Protocol Items: Recommendations for Interventional Trials (SPIRIT) 

https://www.spirit-statement.org and Consolidated Standards of 

Reporting Trials (CONSORT) http://www.consort-statement.org are not 

enough for reporting trials and protocols using surrogate endpoints. 

Therefore, this study aims to extend the SPIRIT and CONSORT guidelines 

(modify items or add items to the guidelines) to facilitate more complete 

and transparent reporting of trial protocols and reports using surrogate 

endpoints.  

 

https://www.gla.ac.uk/spirit-consort-surrogate
https://www.spirit-statement.org/
http://www.consort-statement.org/
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Why have I been invited to participate? 
You have been invited to participate because you have knowledge, 

expertise or interest in surrogate endpoint use in trials. To take part you 

must meet the inclusion criteria:  

• expertise in surrogate endpoints or self-reported interest and 

basic understanding of surrogate endpoints 

• registered interest to participate during the allocated period 

Do I have to take part? 
No. It is up to you to decide if you want to take part in this research. If 

you agree to participate, you can register/take part using this link 

https://delphimanager.liv.ac.uk/consort-surrogate. However, you would 

still be free to withdraw from the study at any time, without giving a 

reason and without any negative consequences, preferably by letting the 

project team know through consort-surrogate@glasgow.ac.uk. 

What would taking part involve? 
You will be taking part in an online Delphi survey to give your opinion on 

what items should be included when reporting trial protocols and 

reports that use surrogate endpoints. Through looking at relevant 

literature, we have identified items which you will rate on a 9-choice 

scale, and you will have an opportunity to add any items you think we 

might have missed. Apart from identifying candidate items, our 

literature search found different definitions of surrogate endpoints and the 

project team would appreciate your view on which would be the most 

inclusive definition. Therefore, after rating of items there is a chance to 

rate different definitions.  

 

What is a Delphi Survey? 

A Delphi survey is a process at which to arrive at a group decision, or a 

‘consensus’. A group of people (from different backgrounds) are asked to 

rate how important they think something is, in this case how important 

proposed items are when reporting use of surrogate endpoints. This will 

be done in 2-3 rounds. It is expected that each round will take 15-30 

minutes to complete. 

You will be given the opportunity to briefly justify why you chose the 

rating you did (this is optional, you do not have to do this) and change 

item wordings/suggest new items if you wish to do so. 

In round 2 and 3, you will be provided with a summary of scores from 

other participants along with your own score. You will then be given the 

https://delphimanager.liv.ac.uk/consort-surrogate
mailto:consort-surrogate@glasgow.ac.uk


SPIRIT|CONSORT-SURROGATE Participant Information Sheet Version 1.2 

  

3 
 

chance to change your rating or keep with your original decision. You will 

have four weeks to complete each round. 

It is very important that you complete all rounds. The reliability of the 

results could be compromised if people drop out of the study before it is 

completed, because they feel that the rest of the group does not share 

their opinions. If people drop out because they feel their opinions are in 

the minority, the final results will overestimate how much the sample of 

participants agreed on this topic. 

Those items that reach a certain criterion (for example, 70% of the group 

rate the items as being ‘Critical’, scoring it 7-9), will be assumed to have 

reached consensus and therefore considered for inclusion in the final list 

of items of the SPIRIT-SURROGATE and CONSORT-SURROGATE 

extensions. 

Proposed Key Dates: 

Delphi Survey Round 1: September 2022 

Delphi Survey Round 2: November 2022 

Delphi Survey Round 3, if done: January 2023 

What are the possible disadvantages and risks of taking 

part? 
There are no anticipated risks in taking part in the study. No potentially 

sensitive information will be collected, and data will be shared in a de-

identified form. There will be the option to save and return to the survey 

to reduce time burden. 

What are the possible benefits of taking part? 
You will receive no direct benefit from taking part in this study. The 

information that is collected during this study will contribute to improved 

reporting and design of trials that use surrogate endpoints and ultimately 

to better clinical and policy decision-making, and health of the population.  

Participants who complete all survey rounds will be given the 

opportunity to be entered into a prize draw to receive £100 (GBP 

equivalent) of online shopping vouchers. Two participants will be 

randomly selected to receive this prize. The prize winners will be drawn 

using a random number generator by March 2023 and notified via email. 

The prize cannot be substituted for a cash alternative. You will be given 

the opportunity to opt out of the prize draw at the end of Delphi survey 

should you not wish to be entered. 
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We would like to acknowledge those who contribute to the SPIRIT and 

CONSORT guidelines by completing the Delphi survey. We plan to report 

the names of the Delphi participants as an appendix to our reports. We 

will ask you after the final Delphi questionnaire if you would like to be 

included in the list of contributors. We will make it clear that participation 

in the Delphi does not necessarily mean agreement with the final 

guidelines and that participants had a range of views. If you would prefer 

to not be included in the list of names, you can opt out at the end of the 

Delphi survey. 

Will my taking part in this study be kept confidential? 
All information which is collected about you, or responses that you 

provide, during the course of the research will be kept strictly 

confidential. You will be identified by an ID number, and any information 

about you will have your name and address removed so that you cannot 

be recognised from it.  

What will happen to my data? 
All study data will be held in accordance with UK Data Protection Act. 

The data will be archived and shared for future research and learning in 

archiving facilities in line with the University of Glasgow retention policy of 

up to 10 years. After this period, further retention may be agreed, or your 

data will be securely destroyed in accordance with the relevant standard 

procedures. 

What will happen to the results of the research study? 
At the end of the study the results will be published in scientific journals 

and presented at conferences/meetings. The publications will also be 

uploaded on the project webpage https://www.gla.ac.uk/spirit-consort-

surrogate and ResearchGate page. You will be acknowledged in these 

publications if you complete the Delphi survey and do not opt-out from 

being acknowledged. We will share with you these publications unless you 

ask us not to. 

Who is organising and funding the research? 
The study is being organized and coordinated by the MRC/CSO Social and 

Public Health Sciences Unit, Institute of Health and Well Being, University 

of Glasgow. The research is funded by the Medical Research Council. 

Who has reviewed the study? 
The project has been reviewed by the University of Glasgow College of 

Medical, Veterinary & Life Sciences Ethics Committee.  

https://www.gla.ac.uk/spirit-consort-surrogate
https://www.gla.ac.uk/spirit-consort-surrogate
https://www.researchgate.net/project/Development-of-surrogate-endpoint-reporting-guidelines-SPIRIT-SURROGATE-and-CONSORT-SURROGATE
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Contact for Further Information 
If you have a question/concern about any aspect of this project, please 

speak to the study team who will do their best to answer your query: 

Project email: (consort-surrogate@glasgow.ac.uk) 

Dr. Anthony Manyara (Anthony.Manyara@glasgow.ac.uk) 

Associate Prof Oriana Ciani (oriana.ciani@unibocconi.it) 

Prof Rod Taylor (Rod.Taylor@glasgow.ac.uk) 

 

Thank you for reading and your interest in 

participating in this study 

mailto:consort-surrogate@glasgow.ac.uk
mailto:Anthony.Manyara@glasgow.ac.uk
mailto:oriana.ciani@unibocconi.it
mailto:Rod.Taylor@glasgow.ac.uk

