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The regulatory science study of the significance of pediatric drug development

from the viewpoint of patients, pharmacists and pharmaceutical companies
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Abstract Pediatric drugs are required worldwide, but their amounts are not clinically
sufficient. We therefore conducted the regulatory science of developing pediatric drugs
because there are many difficulties regarding their development. First, we clarified the
needs of the patients and the pharmacists. According to pediatric drug approval
guidelines, new formulations, and new dosages and administration are approved to treat
life-threatening neonate diseases. Next, we examined the needs of the patients from the
survey for 6th-year-students after completing the practical on-site training and

graduation training curriculum provided at the Pharmacy School of Shujitsu University.
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Ninety-four students answered the survey. They found difficulties in pediatric dosing
based on weight. Students sometimes crushed the tablets to prepare the pediatric
formulation but blood concentration profiles varied due to the formulation changes.
Children and pharmacists prefer stable powder or dry syrup to tablets. In the consulting
training, students found that children and mothers were interested in the taste of the
medicine because of palatability and acceptability. It is difficult for pharmaceutical
companies to change the formulation of the medicine for each country. Active use of
international clinical trials was found to be helpful in determining the pediatric use and
dosage. For pediatric drug development, the International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use (ICH) guideline E11 (R1)
step3 from 2016 is available.

Keyword: pediatric drug development, formulation change, pediatric dosing,

palatability, acceptability.
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