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Gastroesophageal reflux disease (GERD) is a prevalent 
health problem, with a significant impact on health-

related quality of life (HRQoL) and a substantial economic 
burden (1,2). Although GERD symptoms have been reported 
to fluctuate with time (3), it is generally considered to be a 
chronic disease. Because GERD symptoms overlap consider-
ably with other upper gastrointestinal symptoms (4,5), heart-
burn and acid regurgitation are included in the definition of 
uninvestigated dyspepsia (6).

In heartburn-predominant dyspepsia without alarm symp-
toms, acid-suppressive therapy with a proton-pump inhibitor 
(PPI) is the initial strategy recommended by current treatment 
consensus guidelines (6-10). In general, lifestyle changes and 
patient counselling are minimally addressed in these guide-
lines, in part, because of the lack of evidence supporting their 
clinical value (11).

Lifestyle alone is not the cause of GERD symptoms, but 
lifestyle changes may modulate their severity and perception. 
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OBJECTIVE: To determine whether strategies to counsel and empower 
patients with heartburn-predominant dyspepsia could improve health-
related quality of life. 
METHODS: Using a cluster randomized, parallel group, multicentre 
design, nine centres were assigned to provide either basic or compre-
hensive counselling to patients (age range 18 to 50 years) presenting 
with heartburn-predominant upper gastrointestinal symptoms, who 
would be considered for drug therapy without further investigation. 
Patients were treated for four weeks with esomeprazole 40 mg once 
daily, followed by six months of treatment that was at the physician’s 
discretion. The primary end point was the baseline change in Quality 
of Life in Reflux and Dyspepsia (QOLRAD) questionnaire score.
RESULTS: A total of 135 patients from nine centres were included in 
the intention-to-treat analysis. There was a statistically significant 
baseline improvement in all domains of the QOLRAD questionnaire 
in both study arms at four and seven months (P<0.0001). After four 
months, the overall mean change in QOLRAD score appeared greater 
in the comprehensive counselling group than in the basic counselling 
group (1.77 versus 1.47, respectively); however, this difference was not 
statistically significant (P=0.07). After seven months, the overall 
mean baseline change in QOLRAD score between the comprehensive 
and basic counselling groups was not statistically significant (1.69 ver-
sus 1.56, respectively; P=0.63).
CONCLUSIONS: A standardized, comprehensive counselling inter-
vention showed a positive initial trend in improving quality of life in 
patients with heartburn-predominant uninvestigated dyspepsia. 
Further investigation is needed to confirm the potential benefits of 
providing patients with comprehensive counselling regarding disease 
management.
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Les conseils des médecins de première ligne 
peuvent aider les patients ayant une dyspepsie 
inexplorée se manifestant surtout par des brûlures 
d’estomac

OBJECTIF : Déterminer si les stratégies pour conseiller et habiliter les 
patients ayant une dyspepsie se manifestant surtout par des brûlures 
d’estomac pourraient améliorer la qualité de vie liée à la santé.
MÉTHODOLOGIE : Au moyen d’une méthodologie multicentrique 
groupée aléatoire avec contrôle parallèle, neuf centres ont été désignés 
pour donner des conseils de base ou des conseils détaillés aux patients 
(plage de 18 à 50 ans) ayant des symptômes œsogastroduodénaux se 
manifestant surtout par des brûlures d’estomac et pour qui on envisag-
erait une pharmacothérapie sans exploration supplémentaire. Les 
patients ont été traités à l’aide d’une dose quotidienne de 40 mg 
d’ésoméprazole pendant quatre semaines, suivie d’un traitement de six 
mois au gré du médecin. Le paramètre ultime primaire était l’indice du 
questionnaire QOLRAD sur le changement de qualité de vie à l’égard du 
reflux et de la dyspepsie par rapport aux valeurs de départ.
RÉSULTATS : Au total, 135 patients des neuf centres ont participé à 
l’analyse du projet thérapeutique. On a constaté une amélioration statis-
tiquement significative par rapport à la valeur de départ dans tous les 
domaines du questionnaire QOLRAD au bout de quatre et sept mois, 
dans les deux volets de l’étude (P<0,0001). Au bout de quatre mois, le 
changement global moyen de l’indice QOLRAD semblait plus important 
dans le groupe ayant reçu des conseils détaillés que dans celui ayant reçu 
des conseils de base (1,77 par rapport à 1,47, respectivement), mais cette 
différence n’était pas statistiquement significative (P=0,07). Au bout de 
sept mois, le changement global moyen de l’indice QOLRAD par rap-
port à la valeur de départ entre les groupes ayant reçu des conseils 
détaillés ou des conseils de base n’était pas statistiquement significatif 
(1,69 par rapport à 1,56, respectivement; P=0,63).
CONCLUSIONS : Une intervention normalisée de conseils détaillés 
s’associait à une tendance initiale positive vers l’amélioration de la 
qualité de vie des patients ayant une dyspepsie inexplorée se manifestant 
surtout par des brûlures d’estomac. Il faudra approfondir les recherches 
pour confirmer les bienfaits potentiels de conseils détaillés sur la prise en 
charge de la maladie.
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Only a minority of individuals with GERD seek advice from 
a health care professional and, for many subjects, dyspepsia 
persists for several months or years. Compared with asymp-
tomatic individuals, those seeking health care have impaired 
HRQoL, increased work absenteeism and decreased produc-
tivity (12). The reasons for seeking medical help are only 
partially explained by the severity or frequency of symptoms 
(13). In a patient-based study of patients with heartburn 
and/or functional dyspepsia (14), 65% reported anxiety and 
worry about their condition, followed by various psychological 
problems (35%) and dyspepsia itself (26%). Patient fear and 
anxiety related to the possible presence of a more serious 
condition in the presence of GERD and/or dyspepsia has also 
been supported by community- (15,16) and population-based 
studies (17,18). When diagnostic and prognostic information 
is provided to primary care patients presenting with physical 
symptoms, there is short-term improvement in symptoms and 
functional status (19). A general therapeutic approach without 

pharmacotherapy (20) and overtly discussing the motives for 
consultation (21) have been shown to reduce symptoms and 
health care visits in patients with irritable bowel syndrome. 
Therefore, factors other than initial and long-term drug ther-
apy are likely to influence the patient’s behaviour in managing 
their disease; indeed, patient concerns and fear of serious dis-
ease, anxiety and psychological issues account for an important 
part of the differences in health care use. Other factors may 
relate to patients’ expectations and education on the chronic 
nature of their symptoms. Strategies to counsel and empower 
the patient could influence global management and outcomes, 
leading to improved HRQoL and satisfaction, and decreased 
health care system costs.

In the present study, we assessed the benefit of a six-month 
patient-empowering and counselling strategy after four weeks 
of initial therapy with esomeprazole 40 mg once daily in pri-
mary care patients with heartburn-predominant uninvestigated 
dyspepsia. The primary objective was to evaluate the four- and 
seven-month change from baseline in dimensions of HRQoL 
using the Quality of Life Questionnaire in Reflux and Dyspepsia 
(QOLRAD) (22) for patients who received comprehensive 
counselling versus those who received basic counselling.

METHODS
The present study was performed according to a parallel group, 
multicentre, cluster randomized design. Before subjects were 
enrolled, the participating centres (urban family practice clin-
ics) were randomly assigned to provide only one type of coun-
selling intervention: basic or comprehensive counselling. This 
was to minimize potential bias that may have been introduced 
by the same investigator providing the two counselling 
interventions.

Patients were initially treated with four weeks of oral 
esomeprazole therapy (40 mg once daily). Treatment in the 
following six months was open to the physician’s discretion. 
The duration of treatment was in accordance with the results 
of the CADET (23) group of studies and the Canadian 
Dyspepsia Working Group guidelines (6).

Study plan
The study enrolled men and women 18 to 50 years of age, with 
a history of heartburn-predominant symptoms (continuous or 
intermittent) lasting a minimum of one month. Study subjects 
were also required to identify heartburn as their most bother-
some symptom on the specific symptom subtype scale at visit 1, 
and have overall symptoms of moderate severity (Global 
Overall Symptom [GOS] score of 4 or higher at visit 1). 
Patients were excluded if they were currently experiencing or 
had a history of gastric or duodenal ulcers, gastrointestinal 
malignancy, erosive esophagitis, Zollinger-Ellison syndrome or 
primary esophageal motility disorders, documented upper 
gastrointestinal surgery, Helicobacter pylori eradication or 
attempted eradication therapy in the previous six months, 
pregnancy or lactation, chronic alcoholism or drug abuse. 
Treatment with PPIs, H2-receptor antagonists or prokinetics 
during the 30 days before visit 1 was also not permitted.

The counselling interventions were delivered in a standard-
ized manner using the template provided in Table 1. Training 
was provided by the same individual (PP) to all participating 
physicians, and separately to those randomly assigned to basic 

TABLE 1
Template for intervention strategy
1. Educate on the natural history of symptoms/disease
Common symptoms
   Heartburn and acid regurgitation
Abnormal function of gastroesophageal sphincter: a valve-like mechanism to 

prevent reflux of acid and/or food in esophagus
Dyspeptic symptoms: abnormal stomach function
   Slow emptying of stomach
   Increased sensitivity of stomach to distension
Lifestyle modifications
   Not the cause of these symptoms but modulate their severity or perception
      Eating
         Avoid high-fat meals, large meals, eating before retiring/lying down 
         No specific diet otherwise
      Potential irritants
         Juices, chocolate, mint, alcohol
      Smoking cessation
      Weight control 
   Methods to control acid reflux 
      Acid-neutralizing drug (antacids) 
      Inhibiting acid secretion
2. Address the patient’s expectations for symptom relief
Heartburn and acid regurgitations 
   Highly responsive to acid-suppressive therapy
Other dyspeptic symptoms 
      Variably and less responsive to acid-suppressive therapy
3. Address reason(s) for consulting
“You have had these symptoms for sometime, what prompted you to seek 

consultation at this point in time?”
Items for discussion 
   Severity and frequency of symptoms
   Personal concern about a serious disease
   Emotional/psychological distress
   Anxiety
   Depression
   Difficulty arising from major life events and psychosocial issues
Reassure after eliciting the patient’s worries and concerns

Note: The discussion should, as much as possible, be of the same content and 
be delivered in the same manner to all subjects
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counselling and those to comprehensive counselling. Groups 
did not have access to the template of the other group. One 
group of centres was randomly assigned to basic counselling, 
which included only one component. The other group of 
centres was randomly assigned to comprehensive counselling, 
which included three components. Basic counselling (compon-
ent 1 only) aimed to provide education on the natural course 
of the disease and symptoms, including lifestyle changes that 
could help reduce the frequency and severity of symptoms as 
well as methods to help relieve the symptoms when present. 
Comprehensive counselling included the components of basic 
counselling and two other components to address the subject’s 
expectations concerning symptom relief (component 2) and 
to address the reasons why subjects consult their physicians 
for these symptoms (component 3). Component 2 aimed to 
elaborate on the symptoms of the disease and the nature of the 
symptoms that would respond best to acid-suppressive therapy. 
Component 3 focused on the reasons why the subjects believed 
they needed to consult their physician concerning their symp-
toms and allaying any fears or concerns.

Investigators provided the counselling intervention their 
centre was randomly assigned to by using a template to standard-
ize the protocol at the first visit before esomeprazole therapy and 
one month later, at the end of initial esomeprazole therapy. 
Although the investigators were required to answer any ques-
tions that were asked by patients, questions were not solicited.

The study plan included visits at entry and at one, four and 
seven months (Figure 1). At each visit, the QOLRAD (22), 
GOS (24,25) and Reflux Disease Questionnaire (RDQ [26]) 
questionnaires were completed. Patients were provided with 
journals at each study visit, with instructions to record infor-
mation regarding health care visits, costs incurred and days of 
work or salary lost, both dyspepsia-related and those incurred 
for any other concomitant illnesses. Patients were contacted by 
telephone at weeks 10 and 22, to enquire about adverse events 
and any new concomitant medications, including any medi-
cines used to treat their dyspepsia and to remind them to rec-
ord all health care costs incurred in the journal.

At the end of the study (month 7), all subjects were assessed 
for their overall satisfaction with the counselling they had 
received. Patients who received comprehensive counselling 
were also questioned to assess which component of the inter-
vention they found most helpful. The investigator’s satisfaction 
with the management strategies was also assessed.

Statistical analysis
Statistical analyses were performed, using SAS version 8.2 
(SAS Institute, USA).

For hypothesis testing, a P<0.05 probability of type I error 
was considered to be statistically significant. Changes in base-
line QOLRAD scores and GOS scale after one, four and seven 
months were analyzed using analysis of covariance with factors 
of the study arms and language, if applicable. The difference 
in relative baseline response to the QOLRAD questions at 
four and seven months was summarized for the five separate 
domains to describe the primary efficacy end point. In addi-
tion, the change from baseline in overall quality of life score, 
derived as average of all QOLRAD questions, was calculated 
and reported. In view of the exploratory nature of the study, no 
adjustment for multiplicity was performed. The baseline score 

was included in the model as a covariate and the centre effect 
was treated as a random effect. Sixty per cent of nonmissing 
QOLRAD data was the minimum requirement for the mean 
calculation within a domain. The frequency and percentages 
of subjects with symptom relief, resolution and improvement 
were summarized for the two study arms after one, four and 
seven months, and 95% CIs for the estimated percentages were 
determined. The change in baseline RDQ scores after one, four 
and seven months was analyzed using the signed rank test. All 
missing values were determined using the last observation car-
ried forward method. Least-square means, 95% CIs and graph-
ical presentations are included in the presentation of data. 
The confidence limits for the health economics variable were 
computed using the nonparametric bootstrap method.

The primary approach to statistical analyses for all efficacy 
and patient-reported outcomes was an intention-to-treat (ITT) 
analysis. All randomly assigned patients were included in the 
ITT population. All subjects who received at least one dose of 
study medication were included in the analysis of safety data.

The present study was exploratory; therefore, appropriate 
sample size with adequate power was not determined. Three 
investigative sites were to enrol 65 subjects who would be pro-
vided with comprehensive counselling, while six other investi-
gative sites were to enrol 65 subjects who would be provided 
with basic counselling. Of 130 subjects enrolled, 100 subjects 
(50 in each study arm), were expected to complete the full 
seven-month study period.

RESULTS
In total, 135 subjects were enrolled and received treatment in 
nine centres (six basic counselling and three comprehensive 
counselling). There were one to six primary care physicians at 
each centre, and each centre enrolled one to 27 patients. All 
135 patients were included in the ITT analysis (three patients 
in the basic counselling group discontinued participation before 
receiving esomeprazole). Figure 1 illustrates subject participa-
tion throughout the study. In the comprehensive counselling 

Patients 
N=135 

Comprehensive counseling 
N=67 

Basic counseling 
N=68 

Received  
esomeprazole 

Discontinuation 

� Treatment phase 

� Follow-up phase 
   (Number between visit 3-4) 

Completed study 

N=67 N=65 

N=2 N=9 

N=13 (6) N=11 (6) 

N=54 N=43 

Figure 1) Subject disposition 
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group, 13 patients were lost to follow-up. In the basic counsel-
ling group, 15 patients were lost to follow-up, four patients 
withdrew their consent and three patients did not fulfill eligi-
bility criteria. The baseline demographic characteristics of the 
two intervention groups were similar (Table 2). Regarding clin-
ical characteristics, the basic counselling group showed a lower 
QOLRAD mean score, a higher GOS and overall RDQ mean 
score than the same scores in the comprehensive counselling 
group. The corresponding baseline value was included in the 
analysis for adjustment. Regarding specific symptom subtypes, 
epigastric pain (34% versus 50%), epigastric discomfort (27% 
versus 51%) and regurgitation (37% versus 48%) were reported 
more often in the basic than in the comprehensive counselling 
group, respectively. Overall, patients reported bloating (31%), 
belching (37%), nausea (17%), early satiety (21%) and post-
prandial fullness (32%). The most bothersome symptom was 
heartburn in all patients of each group.

Primary outcome: HRQoL
Treatment phase: Figure 2 depicts the mean scores for the 
QOLRAD questionnaire during the course of the study. Both 
groups showed a statistically significant improvement from 
baseline at one month (P<0.001). The overall mean change 
in QOLRAD score from baseline to one month was 1.85 for 
the comprehensive counselling group and 2.00 for the basic 
counselling group (P=0.62 between groups). There were no 

statistically significant differences in any domain when comparing 
between groups.
Follow-up phase: A statistically significant baseline improve-
ment in all domains of the QOLRAD questionnaire at four and 
seven months was observed in both study arms (P<0.001). The 
overall mean baseline change in QOLRAD score at four 
months was 1.77 for the comprehensive counselling group and 
1.47 for the basic counselling group (P=0.07). The former 
group showed a statistically significant improvement in 
QOLRAD score from baseline to four months in the emotional 
distress domain compared with the basic counselling group 
(1.96 and 1.54, respectively; P=0.03). The overall mean 
change in QOLRAD score from baseline to seven months was 
1.69 for the comprehensive counselling group and 1.57 for the 
basic counselling group (P=0.63). There were no statistically 
significant differences in any domains between groups from 
baseline to seven months.

Compared with the end of treatment phase (month 1), 
when both sessions of counselling had been delivered, the 
overall QOLRAD score three months later declined signifi-
cantly more in the basic counselling group than in the compre-
hensive counselling group (mean change 0.51 and 0.10, 
respectively; P=0.005). All domains of the QOLRAD ques-
tionnaire, except sleep disturbance, showed statistically signifi-
cant differences between the two groups. At six months after 
the end of treatment phase, the changes in the overall 
QOLRAD score or any of its domains, did not differ between 
the two study arms.

Secondary outcomes: Symptom assessment
Both groups showed a statistically significant improvement in 
GOS score from baseline to one, four and seven months 
(P=0.0001). The changes in GOS score at four and seven 
months did not differ significantly between the two groups.

After the end of the initial four weeks of treatment with 
esomeprazole, both groups showed a progressive decrease in the 
proportion of patients with symptom improvement, relief and 
resolution during the follow-up phase (symptom relief [GOS 2 
or less] at one, four and seven months: comprehensive counsel-
ling: 78%, 60% and 66%; basic counselling: 83%, 48% and 

TABLE 2
Baseline demographics and characteristics

Characteristics

Counselling intervention group
Comprehensive 

(n=67)
Basic  
(n=68)

Demographic
Sex

   Men 54 60

   Women 46 40

Mean age, years 39 36

Language

   English 48 47

   French 52 53

Body mass index, kg/m2 (mean) 29.1 28.2

Education

  High school or less 49 62

  College or above 51 38

Clinical
Heartburn 100 100

Mean duration of heartburn, years 5.5 5.8

Previous procedures for  
gastrointestinal symptoms

30 26

QOLRAD overall score,  
mean (95% CI)

4.36 (4.08–4.64) 4.06 (3.80–4.32)

Global overall symptoms 

   Moderate (score = 4) 52 25

   Moderately severe (score = 5) 36 41

   Severe/very severe (score = 6 or 7) 12 34

   Mean score (95% CI) 4.6 (4.4–4.8) 5.1 (4.9–5.4)

Overall RDQ score, mean (95%CI) 30.1 (27–33.1) 33.2 (30.8–35.7)

Data are presented as %, unless indicated otherwise. QOLRAD Quality of Life 
in Reflux and Dyspepsia; RDQ Reflux Disease Questionnaire
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Figure 2) Overall Quality of Life in Reflux and Dyspepsia 
(QOLRAD) and Global Overall Symptom (GOS) scores over time 
(mean and 95% CIs)
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58%, respectively). There was no significant difference at four 
months between the two groups in terms of symptom improve-
ment, relief or resolution. At four and seven months, there was 
a trend showing that GOS worsened more in the basic than in 
the comprehensive counselling group, but there was no statis-
tically significant difference between groups (0.6 versus 0.9 at 
four months [P=0.47] and 0.6 versus 0.7 at seven months 
[P=0.77], respectively).

A similar number of subjects had symptom relief measured 
by the specific symptom subtype scale (a change from a score of 
4 or greater at baseline to a score of 2 or less at seven months) 
in the comprehensive and basic counselling groups (72% to 
85% versus 64% to 92%). When individual scores of the RDQ 
were compared with baseline at one, four and seven months, 
both groups showed a statistically significant improvement 
(P<0.001). Generally, the comprehensive counselling group 
had more improvement in their RDQ scores than with basic 
counselling; however, frequency of regurgitation, between 
seven months and baseline, was the only domain that showed 
statistical significance between the two groups (P=0.034).

Subject and physician satisfaction after seven months
More subjects in the comprehensive counselling group (53.7%) 
were completely satisfied with therapy than in the basic coun-
selling group (38.6%), but the difference was not statistically 
significant. Overall, 100% of the comprehensive counselling 
group were at least ‘satisfied’ with the counselling they received, 
compared with 93.2% of those who received basic counselling.

Based on a 4-point scale, most subjects who received the 
comprehensive counselling intervention reported the three 
components of the counselling intervention (education 
[92.3%], expectations [96.1%] and reasons for consulting their 
physician [94.2%]) as being ‘at least helpful’.

Overall, more patients were satisfied with the counselling 
intervention than the physicians for both the comprehensive 
(57.4%) and basic counselling groups (52.3%).

All investigators in the comprehensive and basic counsel-
ling groups reported being ‘at least satisfied’ with the counsel-
ling intervention they provided; 41% and 30% of physicians, 
respectively, quoted being ‘very’ or ‘completely satisfied’.

Health care resource use
After calculating the health care costs incurred during the study 
for each subject group and normalizing to yearly costs, there were 
no statistically significant differences between the comprehen-
sive and basic counselling groups ($290.82 versus $355.39; 95% 
CI of difference between groups –$172.06 to $26.33). The major 
drivers of costs were study medication and the cost of prescrip-
tion drugs. After the initial one month of esomeprazole therapy 
and during the six-month usual care phase, PPIs were taken by 
27 patients (of a total of 65) and by 24 patients (of a total of 56) 
during the first three months, and by 12 patients (of a total of 
60) and seven patients (of a total of 49) during the last three 
months in the comprehensive and basic counselling groups, 
respectively. For those who took a PPI as a concomitant medica-
tion, the mean duration of PPI treatment during the usual care 
phase was 95 days (median 98 days, range one to 173 days) in the 
comprehensive counselling group and 112 days (median 106 days, 
range 10 to 177 days) in the basic counselling group.

There were no safety or tolerability concerns arising from 
the study.

DISCUSSION
The aim of the present study was to evaluate the impact of 
a disease management counselling intervention on HRQoL 
in a representative population of patients presenting with 
heartburn-predominant uninvestigated dyspepsia. A cluster 
randomization design was used in which sites were assigned to 
provide either a basic or comprehensive counselling interven-
tion. The basic counselling intervention was developed by the 
initiating investigator (PP) after consulting primary care phys-
icians. This consultation found that these physicians provided 
all items of the basic counselling intervention; however, usu-
ally over several patient visits rather than in total at one or two 
visits. In the comprehensive counselling intervention, items 
not routinely reviewed with patients by primary care physicians 
were added and were believed to be of clinical relevance by 
physicians participating in the study.

The present study was exploratory in nature and, therefore, 
had some inherent limitations. A sample size was not formally 
calculated and the study design was not optimal. The most 
natural way to analyze a cluster randomized trial would be to 
examine the cluster level; for example, one response per centre 
weighted by centre size. However, because the number of cen-
tres in the present study was small, this type of analysis was not 
a viable option. Due to the small number of centres and 
patients, some of the variables may not have been sufficiently 
powered to show a statistically significant difference between 
the two study groups. Additionally, because the study com-
pared two counselling interventions, the design lacked a true 
control group in which no counselling was provided.

There was a statistically significant baseline improvement 
in all domains of the QOLRAD score at four and seven 
months in both counselling study arms. At four months, the 
overall mean change in QOLRAD was greater with compre-
hensive versus basic counselling. Compared with baseline, 
however, this difference was not statistically significant 
(P=0.07), except in the emotional distress domain (P=0.03). 
The QOLRAD change at four months compared with the 
time when the intervention was completed (after the four-
week treatment phase) was statistically greater with compre-
hensive versus basic counselling; however, the magnitude of 
the difference may not be clinically relevant. The study results 
suggest that the patient perception of overall benefits obtained 
from the two counselling interventions may be similar. This is 
consistent with the lack of difference in QOLRAD scores at 
seven months.

Both interventional counselling templates included a dis-
cussion on education in the natural history of heartburn-pre-
dominant dyspepsia, mechanisms of symptoms, lifestyle 
modifications and available drug therapies. However, the com-
prehensive intervention template also addressed two additional 
topics: patient expectations in symptom relief (discussing the 
types of symptoms that would be highly responsive to acid-
suppressive therapy versus other symptoms that would be vari-
ably or less responsive), and patient reasons for consulting with 
their physician (discussing patient symptoms, concerns about 
serious disease, psychosocial issues, and providing reassurance 
regarding patient worries and concerns). The finding of a sta-
tistically significant improvement in QOLRAD emotional 
distress domain at four months in the comprehensive counsel-
ling arm may, therefore, suggest that the discussion of these two 
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additional topics may have helped to alleviate the patient’s 
emotional and psychological distress and concerns surrounding 
their gastrointestinal symptoms.

When implemented in conjunction with medical therapy, 
the incremental benefits of behavioural modifications and 
counselling may not be apparent. A study arm in which no 
template for a counselling intervention would have been pro-
vided, as in routine care, was not included because consulted 
physicians and participating investigators unanimously 
reported routinely using items of the basic counselling inter-
vention. This physician behaviour may not be generalizable 
because of probable variability in interest in upper gastro-
intestinal conditions. Furthermore, patient counselling and 
education promoted for several medical conditions are diffi-
cult to implement in daily practice (27). To our knowledge, 
the present study is the first to attempt assessing the value of 
individual counselling in patients with upper gastrointestinal 
symptoms, specifically heartburn-predominant uninvesti-
gated dyspepsia. In patients with GERD, it has been shown 
that physicians may overestimate the benefit of treatment 
and that paying more attention to HRQoL may help phys-
icians better understand patient experiences (28). In patients 
with mild GERD, a group-based education program showed 
no effect on HRQoL or use of health care resources at two 
and 12 months of follow-up (29). In patients with irritable 
bowel syndrome, a variety of counselling actions have been 
properly assessed and shown to provide benefit (20,30-32). 
Variations in the results of studies of therapeutic lifestyle and 
disease management interventions are expected, given the 
heterogeneity and complexity of such programs.

Slightly more patients appeared to be completely satisfied 
with comprehensive counselling than with basic counselling, 
but the difference was not statistically significant. Although 
there was no difference in the level of physician satisfaction 
with the two intervention strategies, a greater proportion of 
patients in both groups than physicians were more satisfied 
with the counselling interventions provided. This observa-
tion may demonstrate the difficulty encountered by practicing 
physicians in delivering counselling and education in the usual 
care setting. Nevertheless, our results show that the majority of 
subjects in the comprehensive counselling group reported the 
three components of the intervention as being at least helpful. 

These three components were perceived by patients to be of 
equal value. The third component (‘address the reasons why 
you consult the physician for these symptoms’) was unique to 
the comprehensive counselling arm and was not considered by 
patients to be of greater value than the other two; this may be 
one reason why larger differences in HRQoL and satisfaction 
were not observed between the two groups.

Although there was a small but statistically significant dif-
ference in QOLRAD score measured at four months versus one 
month between the two groups, there was no difference in 
symptom control. However, the improvement in HRQoL was 
maintained during the six-month follow-up despite a progres-
sive decrease in symptom control, whereas the mean and 
median duration of PPI treatment did not differ significantly 
between the two groups. This suggests that counselling inter-
ventions help to maintain HRQoL beyond the use of drug 
therapy. Also, no significant differences were shown between 
the health care costs observed for two counselling groups dur-
ing the six-month follow-up period of usual care.

There was a statistically significant improvement in base-
line QOLRAD score after one month of treatment with 
esomeprazole for both counselling groups. Similarly, the three 
types of questionnaires to assess patient symptoms showed sig-
nificant improvement. These findings are consistent with data 
in the literature (6,33-42), and support PPIs as the mainstay of 
initial therapy for patients with heartburn-predominant 
uninvestigated dyspepsia.

SUMMARy
Although some of the data show a positive initial trend for 
comprehensive counselling to improve HRQoL in patients 
with heartburn-predominant uninvestigated dyspepsia com-
pared with basic counselling, a larger study is required to con-
firm the value of this approach.
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