


MoreTrials 
 

A public campaign to make it much easier 
to do randomised trials in medicine 

 
Created by trialists from Oxford 

with The James Lind Library, 
& Sense About Science 

 
It started on 1st January, 2016  



A paradox exists in medicine 

Awareness 
of value of 

evidence from 
randomised 

trials 

Ease 
of getting 

randomised 
trials done 



This has only happened in 
the last 20 years, 

but only in medicine 
 

And in medicine 20 years 
ago we created: 

 
ICH-GCP 







ICH-GCP is NEITHER an 
international: 

 
1. Ethical standard 

 
2. Scientific Quality standard  



We don’t need another ethical 
standard 

 
We already have one! 

  
The Declaration of Helsinki 

 
Which is universally used and 

regularly reviewed and updated. 



Why has ICH-GCP FAILED as a 
“scientific quality standard” 

1996: 

  

Now: Next 2-years: 

Regulators 

Industry 

  

Regulators 

Industry 

Everybody involved in trials 

  

Industry trials 

for new drug approvals 

  

All clinical research START with 

randomised trials 

Detailed procedures/ 

Administration 

 

Detailed procedures/ 

Administration 

 

Key Principles 

Static 

 

Static Dynamic 

Closed/Secretive Closed/Secretive Open/Transparent 



But, we have 
a TWOFOLD 

problem: 



 Problem #1 
 

ICH-GCP 



 Problem #2 
 

ICH itself 





MoreTrials 
 

To REPLACE 
ICH-Good Clinical Practice (ICH-GCP) 

 
with a modern set of principles of how to 

do a randomised trial well 
 

developed by everybody in the 
trial community 



Progress in first year 



Organisations (8) Supporting MoreTrials  

http://moretrials.net/supporters/ 

http://www.eortc.org/
https://www.escardio.org/
http://www.biomedeurope.org/
http://www.med.monash.edu.au/sphpm/anzca/


More than 200 trialists from 28 countries 

http://moretrials.net/supporters/ 
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PICTURE 
LISBON 



The update to ICH-GCP still 
focuses on things that 

don’t matter 
(data checking/admin) 

Problems still in ICH-GCP 

update: #1/4 



High quality DATA ≠ Reliable RESULT 

Reliable RESULT ≠ High quality DATA 

  







The update to ICH-GCP still 
focuses on things that don’t 

matter 
and STILL OMITS those few 

key principles that do matter. 

Problems still in ICH-GCP 

update: #2/4 



Staff Training: It’s not painting-by-numbers 

“ITT can’t be correct, or 

it would have been 

included in ICH-GCP” 

 

“ITT and avoiding 

missing outcomes is 

not consistent with 

statements in ICH-GCP 

about patient 

withdrawal.”  



The update doesn’t fix the 
confusion in key definitions 

across different trial 
regulations. 

 
(remember ICH has “harmonisation” in its name)  

Problems still in ICH-GCP 

update: #3/4 



Definition of trial “Sponsor” 

 

ICH GCP: 
“An individual, company, institution, or organization which takes 
responsibility for the initiation, management, and/or financing of a 
clinical trial.” 
 

US 21 CFR 312.3: 
“Sponsor means a person who takes responsibility for and initiates a 
clinical investigation. The sponsor may be an individual or 
pharmaceutical company, governmental agency, academic institution, 
private organization, or other organization.” 
 

EU Clinical Trials Regulation: 
“‘Sponsor means an individual, company, institution or organisation 
which takes responsibility for the initiation, for the management and 
for setting up the financing of the clinical trial.” 



ICH insist that their original 
text “is still correct” so just 

adding new text as an 
addendum results in even 

more confusion.   

Problems still in ICH-GCP 

update: #4/4 



“In general there is a need for on-site monitoring before, 
during, and after the trial: however in exceptional 

circumstances the sponsor may determine that central 
monitoring in conjunction with procedures such as 

investigators’ training and meetings, and extensive written 
guidance can assure appropriate conduct of the trial in 

accordance with GCP.” 
 

Original ICH-GCP 5.18.3 

Original 
text 

“The sponsor should develop a systematic, prioritized, risk-
based approach to monitoring clinical trials. 

The flexibility in the extent and nature of monitoring 
described in this section is intended to permit varied 

approaches that improve the effectiveness and efficiency of 
monitoring. 

A combination of on-site and centralized monitoring 
activities may be appropriate.” 

Draft Addendum to ICH-GCP 5.18.3 

New 
text 





What’s next in 2017? 
 

Increase number of researchers & 
organisations supporting 

MoreTrials. 
 

Write a New-GCP. 
 

Make the campaign a public 
campaign 



EC Clinical Trials Regulation (2014): 
 

“…ICH guidelines on good clinical practice 
should be taken appropriately into account 
for the application of the rules set out in 
this Regulation, provided that there is no 
other specific guidance issued by the 
Commission” 

 



http://moretrials.net/ 



Thank You! 
 
 
 

or join by emailing me: 
tim.sprosen@ndph.ox.ac.uk 


