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Introduction 

Asthma is one of the most common diseases in the industrialized  world, estimated to affect 7% of 
children, and has a profound impact on functioning in everyday activities. The goals of asthma 
treatment have broadened beyond managing traditional  clinical markers of disease severity and 
now include a focus on the benefits of treatment in terms that are most meaningful to patients.1 

 
Asthma clinical trials in adults often rely on patient reports of daily symptoms through diaries, 
along with traditional assessments of lung function. Pediatric assessments of asthma symptoms 
in children under age 12 can be complex. Previous research and discussions with FDA have 
suggested that because parents are not always with their child, and because children under age 12 
may or may not be able to reliably  self-report some symptoms, an innovative  method to assess 
asthma symptoms needs to be used.2,3

 

 
A draft symptom diary has been developed by the Pediatric Asthma Working Group within 
Critical Path Institute’s (C-Path) PRO Consortium;  this diary is meant to be co-completed by 
parents and their children who would answer the questions together so that both perspectives are 
included in each answer. Detailed instructions to the parents, who will complete the diary with 
their child, have also been developed. This co-completion  approach has not yet been tested for its 
feasibility. 

 
The purpose of this protocol is to provide an overview of the methods that will be used to assess 
the feasibility  of the co-completed symptom diary, compared to a more traditional approach of a 
parent-administered  diary for the younger children (4 through 7), diary self-completion for older 
children (8 through 11), and parent observer ratings of symptoms across the age range that are 
reported independently  of the children’s reports. 

 
 
Objectives 

The primary objective of the present study is to assess the feasibility  of the co-completed 
symptom diary, compared to traditional  methods of pediatric diary completion.  Specific 
objectives of the study are as follows: 

 
1. To conduct a training session for the parents on how to co-complete and administer the 

diary to their child, facilitate self-completion  by the older children, and complete the 
ObsRO diary 

2. To have the parents complete or ensure completion  of the diaries, using varying modes of 
administration,  counterbalanced to avoid bias, so they can adequately assess the  
feasibility  of each mode 



3. To conduct qualitative  focus groups with the parents to assess the feasibility  of each 
mode of diary administration  (co-completed versus interview administered for children 
ages 4 through 7, self-completed for children ages 8 through 11, and ObsRO diary 
completed by the parents of children ages 4 through 11) 

4. To make final recommendations  regarding the feasibility  of the different modes of 
administration  for the diary 
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