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Introducere. Conform Comitetul National de Expertiza Etica, introducerea copiilor in studiu clinic
este inacceptabila pentru ca acestia nu sunt capabili sa isi dea consimtdmantul legal pentru participare.
Cu toate acestea imbunatatirea tratamentului existent este imposibild in aceste conditii.
Scopul lucririi. Aprecierea raportului riscuri/beneficii cu privire la implicarea copiilor in studiile
clinice in aspect bioetic.
Material si metode. Publicatii de referintd nationale si internationale, metodele statistice,
informationala, analiza bioetica si sociologica.
Rezultate. Dezvoltarea medicinii este inevitabila si implementarea noilor tehnologii si medicamente
pe piatd reprezintd o componentda indispensabila a evolutiei. Autorizarea introducerii unui produs
medicamentos pe piata necesita prezentarea unui dosar care congine informatii i documente cu privire
la rezultatele testelor si studiilor clinice realizate asupra produsului. Copiii sunt o populatie vulnerabila
care au diferente de dezvoltare fiziologica si psihologica in comparativ cu adultii, ceea ce face ca
cercetarea legatd de varstd si dezvoltare 1n favoarea acestora sia fie importantd. Produsele
medicamentoase destinate copiilor trebuie testate stiintific inainte de a fi puse in circulatie, ceea ce se
poate face numai prin studii clinice. Studiile clinice indispensabile in acest sens trebuie realizate doar
prin protejarea optima a subiectilor.
Concluzii. (1) Analiza riscurilor si beneficiilor implicarii copiilor in studiile clinice, releva faptul ca
acest lucru este indispensabil in scopul imbunatatirii tratamentului deja existent pentru acestia. (2) Desi
categoria data de persoane nu este in masura sa-si dea acordul pentru participarea in studii clinice, este
normalda si logica implicarea lor in situatia in care exista speranta cd administrarea produsului
medicamentos ar insemna pentru pacient un beneficiu direct mai important decat riscurile.
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Introduction. According to the National Ethics Expertise Committee, placing children in a clinical
trial is unacceptable because they are not able to give their legal consent for participation. However,
the improvement of actual treatment is impossible under these conditions.

Objective of the study. Appreciation of the report risks/benefits regarding the involvement of children
in bioethical clinical trials

Material and methods. National and international reference publications, statistical, informational
methods, bioethical and sociological analysis.

Results. The development of medicine is inevitable and the implementation of new technologies and
medicines on the market is an indispensable component of evolution. The authorization to place a
medical product on the market requires several subheadings, including the presentation of a dossier
containing information and documents with the results of clinical trials and studies extracted from that
product. Children are a vulnerable population with differences in physiological and psychological
development compared to adults, what makes the researches on them — very important. Medicinal
products for children should be tested scientifically before they are put into circulation, which can only
be done through clinical studies. Clinical studies that are indispensable — should be carried out only
with an optimal protection of the subjects.

Conclusions. (1) The analysis of the risks and benefits of involving children in clinical studies reveals
that this is indispensable in order to improve the already existing treatment for them. (2) Although they
are unable to give the agreement to participate in clinical studies, it is normal and logical to involve
them in a situation where is a hope that the given medical product would bring a direct benefit to the
patient rather than to expose him to a risk.
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