Current practice in the conduct of acceptability/palatability/swallowability
trials: A review of methodology associated with trials registered on the EU
clinical trials portfolio
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INTRODUCTION

AIM

Guidance issued by the European Medicines Agency (EMA) states that patient acceptability
must be an integral part of paediatric formulation development and described in the paediatric
investigation plan (PIP) [1]. However, the methodology used to assess acceptability and the
timing of this assessment is unclear. Previous reviews have used literature sources to review
methods to assess acceptability with diverse methods reported [2].

To review the available evidence on
acceptability studies reported on the
European Clinical trial database to
determine the “real-life” setting and
conduct of these studies.

METHODS
A search was conducted using the key words “palatability” or “swallowability” into the EU Clinical Trials Register
(https://www.clinicaltrialsregister.eu/), search conducted in June 2020. Specific details were extracted from studies
identified (e.g. PIP status; phase of study; number of participants; age of participants; formulation evaluated;
sponsorship status and methodology used).

RESULTS
108 studies were identified using the term palatability; 5 for swallowability; these data sets were pooled for further analysis.
Of these studies 81 (75%) were part of a PIP application.
107/113 (95%) were commercially sponsored studies.
103/113 (91%) studies included participants under 18 years of age; 7 of those where participants under 18 were not included were reported to be
part of a PIP yet these were all Phase I studies where ethical restrictions may limit the involvement of children.
• Only 18/113 studies had results associated with them, further work is required to identify whether data from these studies is available in the
public domain.
•
•
•
•

Palatability/swallowability was most frequently listed as a secondary objective

The majority of trials were conducted in phase II-III of development

Proportion of studies where palatability/swallowability is listed as an
objective
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Methodology used
The methodology used to assess the palatability/swallowability varied.
26/113 studies reported using a questionnaire; 8 used an unspecified
scale; 12 a facial hedonic scale and 8 a visual analogue scale. Insufficient
detail on methodology used was identified in 59/113 studies.
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Dosage form studied
A range of formulations was used within the trials; the
majority (68%) of formulations studied were solid oral
dosage forms.

CONCLUSIONS
•
•
•
•

The European Clinical trial database provides limited details on palatability/swallowability studies.
The majority of these studies are commercially sponsored and form part of a PIP application.
Details on the methodology used is sparse and further efforts are required to mine the database to provide details on methodology used.
Further work is required to better interrogate data sets, including separate searches for results to provide clear guidance on the relevant
assessments required to obtain regulatory approvals.
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