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Introduction
The Clinical Trials Project under ESGO ENGAGe was 
started in 2019 with 20 gynecological cancer patients 
from 11 different European countries. The idea was to 
get the patient perspective into the design and 
implementation of clinical trials. ENGAGe is
collaborating with ENGOT on this project. 

Methodology
In order to be able to read and understand a trial the patients need education, 
and they need to have a high level of English. Teaching was done via webinars and 
the webinars were made into study books. The lecturers were ENGOT members. There have 
also been tests along the way to see how much the patients understood. When passing the 
most recent test, the patients received a certificate signed by Birthe Lemley from ENGAGe 
and Prof. Jalid Sehouli from ENGOT.

Results
So far there have been 9 webinars with the following content:
  • Terminology in a clinical trial
 • Background and design of a clinical trial –  the PRIMA trial
 • Outcome of a clinical trial
 • Evaluation of a clinical trial
 • Patient experts’ involvement
 • Endometrial cancer – the Ruby trial
 • Genetics
 • Cervical cancer
 • How to write a study protocol

Conclusion
Under ENGAGe there is now a group of expert patients ready to give the 
patient perspective on clinical trials, consensus statements, surveys etc. 
The project is still ongoing in order to keep the present group up-to-date 
and educate new patients.

Special thanks go to the following lecturers: Jalid Sehouli, Mansoor Mirza, Eduardo Castañon Alvarez, Kristina Lindemann, Murat Gultekin, Antonio González Martín, Jonathan Ledermann, 
Florentia Fostira, Carien Creutzberg and David Cibula
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The SOLO1 trial as an example:

It becomes more reliable with the SOLO 1 trial with olaparib, when data are more mature at 36 months 

with a hazard ration of 0.30, when 60% in the olaparib arm are still alive compared to 27% in the pla-

cebo arm at three years. 

The hazard ratio is a bit more complicated to understand. The slide shows the curves in the subgroup of 

the BRCA mutated population. The hazard ratio compares a difference between 2 curves and looks at 

the whole curve. The difference between the two curves – the grey area of difference - means that there 

is a 60% reduction in the risk of recurrence or death. The curves look at the whole area and gives a risk 

SOLO1 PFS by investigator assessment

The hazard ratio

PFS for BRCAmut HRd subgroup

• Hazard ratio compares  
  a difference between  
  2 curves- looks at the 
  whole curve

• A ratio of 0.4 means a 60%
  reduction in the risk  
  recurrence or death

• But, the trial has only been  
  done once. What would  
  happen if the trial was done  
  again, 5 times, or 50 times?  
  - would the result  
  be the same?

HR, 0.40 (95% CI: 0.27 
-0.62)

10.9 months
for placebo
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Members of the team with Prof. Jalid Sehouli

Stratification:
If we want to study round fruit in a 
clinical trial, we have to look at the 
subgroup of oranges apart from the 
group of red and green apples. That 
is what stratification does. 
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There was a major stratification into subgroups on the left-hand side, but if the trial is too small you may 

by chance just happen to have an imbalance.

 Stratification 

There are important factors for entering the trial. There are patients with stage III and stage IV disease. 

We know that patients with stage IV disease do worse than patients with stage III disease. Therefore, 

there needs to be a balance between the niraparib and the placebo arms in relation to stage III and stage 

IV disease.

You will also see that important inclusion criteria are listed both in the trial population in the first slide 

and also in the first column in Table 1. 

In table 1 there are two columns with niraparib and two columns with placebo. This is because we need 

a major stratification into subgroups. If we have a large trial with hundreds of patients, the balance is 

usually pretty good, but if the trial is small – you may have an imbalance in the trial, which you should 

try to solve to avoid criticism of the outcome. 

If the trial is very large trial with hundreds of patients, the chances are you may have a good balance 

across all those points on the left-hand side, but if the trial is too small, you may just by chance have an 

imbalance. 

That is a problem when you are analyzing a trial because people might say you have too many patients 

with this or too few patients with that so in order to help achieve that balance in addition to strati-

fication there are other ways in which the patients can be grouped when they are randomized this is 

sometimes called randomization by minimization to ensure that there is good balance and you can see 

it through all those variables here. There is a pretty good balance. 

An example was shown with oranges and red and green apples

If we want to study round fruits in a clinical trial, we have to look at the subgroup of oranges apart from 

the group of red and green apples. That is what stratification does. It separates the groups that may be 

the key to affecting the outcome of a trial.

Stratification

Scan the code and you  find the
Study books here:
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