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This section should refer to the phase of the trial (see *ICH Harmonised Tripartite Guideline
(General Considerations For Clinical Trials £8: General Considerations for Cliical Trials" for
descriptions of tral phases) and specify the fact that this trial is only one study in an overall drug
development process or process for understanding how treatments can be improved. Some trials
take place outside of the four phases and the rationale for these trials should be explained, for
example, long term safety study, pragmatic trials of existing licensed products etc.

Example Language:
Researchers look at the results of many studies to understand which drugs work and how they

work. It takes lots of people in many studies all around the world to advance medical science.
This summary only shows the results from this one study. Other studies may find different results,

1.1 Study name

o Itisimportant that the titl is specific o the trial o that it can be directly linked with other
information included within the EU database.

(HP) https://ec.europa.eu/health/system/files/2020-02/2017_01_26_summaries_of_ct_results_for_laypersons_0.pdf

4. What patients/people were included in this study?

4.1 the number of subjects included in the trial by country both within and outside of the EU
For example:

This trial included [specific population to whom this applies, including healthy volunteers and
patients as appropriate]

The trial was run in the following [list country(ies) that enrolled patients]. In each country [name the
country] [#] people were enrolled in this study. If there are a lot of countries involved, it may be
easier to present this data in a table or pie chart. It may be helpful to combine the requirement under
section 3.1 with those of this section presenting both together rather than separately.

4.2 Age group and gender breakdown
+  Provide basic breakdown of participants by age and gender in the trial as a whole

Consider including a simple graphic that helps the reader understand the study.

4.3 Inclusion and exclusion criteria

«  The number of inclusion and exclusion criteria can vary substantially, and long lists of technical
criteria can be very difficult to understand. It is suggested that when there are large numbers of
inclusion and exclusion criteria, the sponsor should only list the most important inclusion and
exclusion criteria ~ and draw attention to those criteria that have the most impact on the
population to be studied.

«  If possible, sponsors should include references to age, gender, diagnosls, indication, disease stage

or severity as this will help define the scope of the trial (for example, ‘very severe chronic

obstructive lung disease’)

Sponsors should also avoid using technical terms that lay persons might struggle to understand.

For example, ‘myocardial infarction’ would be better described as a ‘heart attack’. Explain the

concept simply. If you wish to use the medical term, use it in brackets after the simple

explanation.

Care should be taken not to provide information that might inadvertently identify specific

individuals who have taken part. Particular care should be taken in trials for rare diseases where

the number of potential participants will be relatively small.

o

. Which medicines [or vaccines] were studied?
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