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BACKGROUND

The need to actively involve children in the decision-making process related to
a clinical trial is part of the recently updated guidelines ‘Ethical considerations
for clinical trials on medicinal products conducted with minors’ prepared by the
European Commission and the Paediatric Committee within the Regulation EU

536,/2014.

Despite it is universally established that written communication, combined with 35
verbal interaction, may enhance children’s understanding of their parficipationin
a clinical research, available data and publications show that ad hoc strategies to
inform minors to be enrolled in clinical trials are rarely produced.

Careful attention to the contents, format and style of documents addressed

to paediatric patients may largely influence their understanding of written
documents. For example, the use of pictures, improves the quality of
communication, especially for patients with very low literacy skills (Houts et al

2006). RESULTS

In multi-centre international trials, the difficulty to develop appropriate
communication strategies for paediatric patients increases, because of the
different cultural and educational backgrounds.
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5.1 Questionnaire addressed to paediatric patients enrolled in QuBo aged 6-10 years old
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DEEP-2 DEferiprone Evaluation in Paediatrics

Hi guys and girls! We need your help to evaluate the DEEP-2 MISSION IRONBUSTER
booklet. If you have read the booklet, please answer this short questionnaire. Your
answers will help us understand how well the booklet works or if we need to improve it.
Nobody will give you a mark for your answer and, if you do not want, you can decide at

DEEP-2 DEferiprone Evaluation in Paediatrics

In the framework of the international DEEP project (Deferiprone Evaluation in and 11-18 yrs respectively) and in Ii- [Hi=r ] RS ee
Paediatrics, Grant Agreement No. 261483), aimed at integrating the existing aly with'5 patients in Padun cenire (3 IR Ty st e e

information on deferiprone use in iron overloaded paediatric patients, an aged 6-10 and 2 aged 11-18 years) [ ettt et i [ il
appropriate communication strategy for the paediatric patients involved in the and 3 patients in Palermo centre [HiSESRaAYRSORI -
clinical trials has been developed. (aged 11-18 years). e Pr————w—— . {gn_—_p

YES

All parficipants have appreciated the [REEIZI

YES

informative booklets in the DEEP-2 ri- [/ -
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AIM AND METHODS al, bothinterms of formattingand siyle [ et — - o

(colours and pictures). Also in terms of K

A little bit NO

3. How did you find the content of the booklet?

A little bit
A little bit
A little bit

NO
NO
NO

(Please mark one for each question)
a. Easy tounderstand YES Alitte bit | NO

b. Flat YES Alittle bit | NO
c. Stimulating YES Alittlebit | NO

| Alittle bit | NO |

4. How were the font sizes?
A Justright YES Alittle bit | NO

C Too sma 1] YES A little bit NO
YES

A little bit

booklet about?

a. What are Anemias? YES Alittle bit | NO

To empower minors in DEEP-2 Study (an efficacy and safety trial to compare understanding, all participants have (()W)ry — [ R—rT
deferiprone versus deferasirox in 388 paediatric patients aged 1 month- <18 years demonsirated a good comprehension it 61 Did the_bookit provde you wih e [
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from Mediterranean area countries), age-tailored information booklets and assent of the key concepfs of the disease and
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forms have been prepared, In particular, 3 informative booklets and 2 ad hoc assent the clinical trial (study aim, design [N E——_—————
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6.2 If yes, about?

| TRUE | FALSE

. . . get rid of iron particles. | a. How blood and red blood cells work? YES Alittlebit [ NO

forms were prepared for different ages in six languages (Albanian, Arabic, English, and length, administrafion schedule, | N —— . Wt dperdetanaeriss e[V [mmebt_{no
. . . . . of o] : . Sometimes children taking these medicines might not  [TRUE [ FAISE | d Ionoverload reatment? = e

French, Greek, ltalian) thanks to a collaborative effort involving pharmacologists, possibility to withdraw). e = T — e -

like and no one will be upset. 7. A possible side effect of blood transfusion is iron

overload. Antibiotic therapy can remove it. | TRUE | FALSE |

paediafricians, child psychologists and illustrators, in an easy-to-manage format, o Even if the study was not comparafive,
charming graphic including picture, a simple vocabulary and sentences structures. it has demonstrated that the adoption emacionoon

9. The study needs to deeply study the effects of

In order to investigate the quality, the comprehensibility and the likeability of the of age-appropriate informative instru- St st b bt e v [T THEE

ensure they work well.

Thanks for helping!

(o]
| TRUE | FALSE |

10. Two times per day patients assigned to the deferiprone

informative hooklets for children involved in the trial, a pilot study (QUBO) has been ments is of benefit in paediatric clini-
conducted using age-tailored questionnaires.

| TRUE | FALSE

11. Who will decide if patients will be assigned to [Randomly | Physicians

°
(u | irl u | S. deferiprone or deferasirox group?

| Patients
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12. Can a patient leave the study at anytime?

| YES | NO |

13. What is the duration of the treatment? 6months | 12 months | 24 months |
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Thanks again for helping!
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= - Likeability and acceptance Likeability and acceptance

Subiects 610 | Subiects 11-18 0-6 : no liking, 0-14 : no liking,
CONCLUSION AND FUTURE PERSPECTIVES s | s 7-12: poor liking 14:28: poor liking,

: 13-18: liking 29-44: liking
Comprehension 3115 6.2+ 0.8 Comprehension Comprehension

Likeability and 168609  36.38+45 0-2: no understanding, 0-2: no understanding,
acceptance 3-4: poor understanding, 3-4: poor understanding,
5-7: full understanding 5-7: full understanding

This represents a pilot successful experience of appropriate information strategy to
paediatric patients involved in clinical trials. In the future, children and families’
active participation in the informative material drafting and evaluation is considered a
fundamental step to reach consensus and compliance fo treatments.



