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Background

= Conducting pediatric studies is complex and the most significant barrier is infant enrollment by parental consent
= This obstacle is currently found both for healthy and sick infants

= The reason for the parents’ refusal to consent is not obvious and may be due to multiple factors

Objectives
The objective of this survey was to identify the factors influencing parents’ decisions to refuse infant participation in pediatric studies

Methods

= This observational, transversal study was carried out by French pharmacists randomly selected among the 2,090 pharmacies of the
In fine PHARMA® network, representative of French pharmacies in terms of geographic location and sales

= Parents presenting to participating pharmacies were eligible
= Data was collected through questionnaires fulfilled by participating parents

Results

= 21 pharmacists agreed to participate and enrolled 105 participating parents. Among them, 78 (74%) filled out a questionnaire
= Participating families had an average of 2.3 children, 81% were living in an urban environment, and 51% of the infants were males
= Most of the parents (97%) had never enrolled their children in a study

= Main deterrents to parental consent were: they viewed pediatric studies as risky, they did not want their infant to be treated as
an experimental animal, their infant was not ill, the information provided by the physician was too confusing and/or complicated

= Parents may have been willing to have their child participate in a study only if the study was evaluating a new drug, their child’s
participation would further medical research, their child suffered from a severe illness, and they had great confidence in their
Health Care Provider (HCP)

= 60% of the parents expressed their willingness to have further information

Table 1. Infants’ characteristics (N=78) N % Graph 1.
Reasons for study participation acceptance (N=78)

Severity of child's iiness [ 20.8%
Confidence in HCP [N 25 2%
Contribution to medical progress _ 25.6%

Access to new medication - 14.1%
Better follow-up of the child - 9.0%
Other [l 6.4%
Gender Willingness to please the HCP [l 5.1%
Male
Female Graph 2.
o7 AnielEn Wil aherne cleeees Reasons for study participation refusal (N=78)

High risk for the child [ INEGEE £ 9%
Child not an experimental animal _ 25.6%
Table 2. Parents’ characteristics (N=78) N % Child too young to give consent [N 15.4%
Information provided is not clear [N 12.5%

Lack of time [N 10.3%

Age (years)

z

=
i

o

Completion of the questionnaire

:Aaé?ﬁér _ Advised by relatives [l 7.7%
Not interested in studies . 3.8%

Other | 1.3%

Primary school

High school Graph 3.
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Communication pathways preferred by the parents (N=47)
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Rural Pharmacist [ 70.2%

Ul - Health agency [N . 1%
Pharmaceutical companies [N .7

Yes . Patients/Parents association _ 40.4%

No : Other HCP [N 3 1.9%

Conclusions

The results of this survey show that the factors negatively influencing parents’ decisions to consent were the perceived risk
presented by the studies, the lack of interest to medical research if their child was not ill, and the lack of information about studies.

Poster presented at ISPOR (November 5-8, 2011) Madrid, Spain R EG I ST RAT’ M A P I



