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The challenge...

Mother tongue and country of
residence are used as eligibility
criteria in clinical trials.

This practice Is unethical, especially

when there is a potential benefit of
participating in a clinical study.
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Exclusion criteria: . L
X Exclusion criteria:

Parents or children with poor .
understanding of the English language. ;Zf\gf;gznt knowledge of the Dutch

Inclusion criteria:

The legally acceptable representative(s)
and patients 15-17 years must be able
to understand and speak local language

Inclusion criteria:
English as a first language.

Exclusion critevia:

Neither parent competent in
Norwegian language

Inclusion criteria:

Parents or the legal guardian able
to read and write in the local

lanquage.
Exclusion criteria: guag
Parents unable to speak and Exclusion criteria: ‘
read Dutch/English language. French language not spoken by parents.




To provide recommendations that
will facilitate the inclusion of
paediatric patients in a clinical trial
conducted in a language other than
the patient's mother tongue, and in a
different country than the country of
residence, especially when there is
a potential benefit to the child.
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Data Collection
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Data sources

Clinicaltrials.gov
+ EUDRA-CT

(N=1,754/5,690)

Parents of
children living
with a rare
disease

(N=1,436)

Sites- Clinical
Trials Units

(N=43)

Clinical trial
protocols
including

international
patients

(N=44)




Clinicaltrials.gov EUDRA-CT
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Data NOT published.



Clinical trial sites

Albania 1
Austria
Belgium
Czech
Republic
4 3 Denmark

Finland

=N |

) France
Sites Germany
Greece
Italy 10
Luxemburg
Netherlands
Norway
Poland
Portugal
Slovakia
Spain
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Clinical trial sites

Distribution of international patients by continent

14% 14%
2%
N
9%

34%

\

m Africa
® North America ®m Oceania = South America

Data NOT published.

27%

m Asia = Europe




(Good practices questionnaire

Denmark 50 studies
Spain 36 18%
Italy 21

113 eoium

Czech Republic

1

1

Germany 1
Greece 1
1

1

1

Studies

Investigator-
led/publicly
funded trials
113 " 82%

Poland
Sweeden

Data NOT published.



Cases of discrimination

\ Distribution of cases of discrimination by study phase

20

Studies 50%

Czech Republic 1
Italy 12

M Phase I- Phase |l
M Phase I

& Phase Il - Phase lll
M Phase lll

Spain

Sweden 1

/' WORK IN PROGRESS
‘ Data NOT published.




Cases of language discrimination

* 70 % of the studies were related to rare conditions (not including childhood
cancer).

» 70% of the clinical trials were commercial sponsored.

» Patients excluded were from European and non-European countries.

‘ Data NOT published.

 Limited data.




Parents' Questionnaire
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4 Parents’ questionnaire

B Spain M France M Slovenia M Portugal M Poland

1,436

Answers

Data NOT published.




y Parents’ questionnaire

Parents able to
communicate in English

B Yes ENO

Level of English

B Beginner ® Intermediate m Advance ® Native

a— 10%

14% 48
44%\
37% 56%
4

Data NOT published.




DCT options - clinical trial in the country of the patient

600
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M Not really wiling

300 M Not willing

B Undecided

200

B Somewhat willing
100

m Willing

Data NOT published



DCT options. Cross-border clinical trial
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Next steps... ‘
4 Manuscripts submitted to scientific journals
) Manuscripts (working progress)

5,960 EUDRA-CT data analysis

Studies

Studies

44  Sponsors’ questionnaire ‘




Timeline ...

1 Guidance: paediatric cross-border clinical trials
avoiding language discrimination (draft).
Feb-26  (Open) Public consultation

2 (Close) Public consultation
June-26
) Guidance: paediatric cross-border clinical trials
‘ avoiding language discrimination (FV). ‘
Set-26
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WG members

Dr. Gilles Vassal Dr. Ricardo Fernandes
Oncologist CT NH Network Chair
(France) (Portugal)

Dr. Pamela Dicks
CT Network Manager
(United Kingdom)

Segolene Gaillard Dr.
CT Network Manager
(France)

Martine Delingher
Industry expert
(Germany)
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Thank you so much!
begonya.nafria@s|d.es




