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OBJECTIVES
Primary Objective:

To evaluate the improvement from baseline in reported Health Related Quality of Life (HRQL) using
the Quiality of Life Questionnaire in Reflux and Dyspepsia (QOLRAD) after 4 and 7 months, for the two
study arms, those that received the comprehensive counselling intervention and those that received
basic counselling.

Secondary Objectives:

1. To evaluate the improvement from baseline in quality of life (QoLRAD) domains after 1 month for
the two study arms.
2. To evaluate the proportion of subjects who achieve an improvement, relief and resolution in

symptoms in terms of their Global Overall Symptoms (AGOS > 2, GOS < 2, GOS = 1) during the 7

months for the two study arms.

3. To evaluate any improvement in the Reflux Disease Questionnaire (RDQ) during the 7 months for
the two study arms.

4. To evaluate the improvement in overall subject response for Specific Symptoms Subtypes (SSS)
after seven months.

5. To measure the overall subject satisfaction after 7 months by means of a Satisfaction Survey (SS)
for the two study arms.

6. To measure the overall physician satisfaction after 7 months by means of a Satisfaction Survey
(PSS) for the two study arms.

7. To evaluate in those patients that received the counselling Intervention, the perceived value of
each component of the Intervention at 7 months.

8. To evaluate the resource utilisation for each study arm due to the burden of disease related to
GERD by capturing both direct and indirect costs through a Health Care Resource Utilisation
Questionnaire (HRUQ).

9. To evaluate the safety and tolerability of esomeprazole through examination of adverse and
serious adverse events.



METHODS

This study evaluated Health-Related Quality of Life, symptoms, patient and physician satisfaction and
health economic differences over a period of 7 months between uninvestigated heartburn-predominant
dyspepsia patients who have received a standardised disease management comprehensive
counselling and those who have received basic counselling, with all subjects receiving esomeprazole
40mg once daily treatment during their first month. The centres were randomly allocated to either
providing the comprehensive counselling intervention or providing the basic counselling intervention.

RESULTS
Efficacy
Primary variable:

Change from baseline in Quality of Life (QoLRAD) domains and the overall scores after 4 and 7
months for the two study arms. If there was less than 40% missing data for a subject in the
questionnaire within a domain, the missing items will be imputed using the mean score of the
non-missing item scores. If more than 40% item scores were missing, no imputation was
performed and the domain score was excluded from the analysis.

Secondary variables:

This secondary objective related to quality of life (QoLRAD) was assessed using the change from
baseline in Quality of Life (QoLRAD) domains and the overall scores after 1 month of treatment
for the two study arms. The missing value imputation will follow the method as stated above in the
primary objective.

The symptom relief variable was derived as absolute GOS < 2 (Minimal or No problem). The

symptom improvement variable was derived as improvement in GOS from baseline
(ADGOS > 2).

The symptom resolution variable was derived as GOS = 1 (No problem). Symptom relief,
resolution and improvement for the two study arms were evaluated after 1, 4 and 7 months.

For each of the specific symptom subtypes (SSS), for the subgroup of subjects that are
symptomatic at baseline (score > 4), the number and proportion of subjects with relief (score < 2)
of the specific symptoms after 7 months was used as an outcome variable. In addition, the
number and proportion of this subgroup of subjects (SSS score > 4) with overall symptom relief
(GOS < 2) at 7 months was used as an outcome variable.

The objective on the Reflux Disease Questionnaire (RDQ) used the symptom severity scores and
the change from baseline for all domains and the overall scores after 1, 4 and 7 months.

The number and the percentages of subjects in each satisfaction category for the two study arms
were the outcome variables for the objective on patient satisfaction (SS).

The number and the percentages of subjects in each satisfaction category were used as efficacy
endpoint for the physician satisfaction survey (PSS).

For the subjects who have received the counselling Intervention, the number and percentage of
subjects in each response category for the three components were used as outcome variables for
the objective on the comprehensive counselling intervention evaluation (CIEVAL).

The number of resource utilisation events such as hospitalisation, professional visits or laboratory
tests or procedures as well as the total Societal and MOH cost variables were used to evaluate
the health resource utilisation for the two study arms.



Safety

The incidence, severity and duration of adverse events were used as outcome variables for
safety.

The number and proportion of subjects with normal and abnormal physical findings at baseline
and at the end of the treatment period as well as the number of subjects whose normal findings at
baseline changed to abnormal were considered as safety outcome variables.
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As with any comprehensive clinical trial programme, individual studies may include both approved
and non-approved treatment regimens, including doses higher than those approved for clinical
use. Before prescribing Nexium™ (esomeprazole), Healthcare Professionals should view their
specific country information.




