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Reporting Guideline Development



Scoping review
 Definitions

 Acceptability

 Limitations

 Guidance/advice in design and reporting

 

Data from 90 records 

synthesised into 17 

candidate items

Phase 1: Literature reviews



Phase 1: Literature reviews

Targeted review

~3500 trials and protocols published in last 5 
years identified

1400 trial authors invited to participate in the 
Delphi survey

Synthesis of the completeness of reporting in 
protocols and reports using surrogate primary 
endpoints



Phase 2: e-Delphi survey

• 212 registered and were eligible

– 195 (92%) rated items in Round 1, 176 (83%) in Round 2

• Representation from 31 countries & >26 clinical/research areas

• Multistakeholder effort:

– Clinicians, trial investigators, methodologists, statisticians, PPI 

partners, HTA experts, funding panel members, surrogate content 

experts, journal editors, regulatory assessor, ethics committee 

members, funding panel members

• Round 1 open from 24th August to 10th October 2022; and Round 2: 

31st October to 11th December 2022.



Consensus definition 

As per the project protocol, consensus was defined as follows:

 Consensus for inclusion: ≥70% participants scoring 7-9 and 

<15% participants scoring 1-3

 Consensus for exclusion: ≥70% participants scoring 1-3 and 

<15% of participants scoring 7-9

 No consensus for inclusion or exclusion: failure to achieve 

both the above



Rated items and consensus

• The 17 items identified from scoping review refined to 13 

CONSORT items and 9 SPIRIT items

– Rating for CONSORT and SPIRIT items done in  a single 

Delphi survey

– One more item for both CONSORT and SPIRIT added in 

Round 2

• 10 CONSORT and 7 SPIRIT items achieved consensus for 

inclusion after Delphi Round 2

• 4 CONSORT and 3 SPIRIT items did not reach consensus – 

discussed in Consensus meeting



Consensus meeting 

Hybrid meeting on 13th-
14th March 2023

33 delegates (10 in 
Glasgow + 23 virtual), 4 
observers

Discussion and vote on 3 
for SPIRIT and 4 for 
CONSORT items 

Consensus: 5 for inclusion 
and 2 for exclusion 

Fine tune items that 
reached consensus for 
inclusion



Integration of PPI in the project

•  Virtual learning workshop on 15th August 

2022

•  19 PPI partners attended

•  Interactive learning on what are surrogate 

endpoints and project rationale

•  Most of PPI partners attending workshop 

participated in Delphi survey

•  Four joined the Consensus Meeting
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Phase 4: Knowledge translation
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