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Objective: To compare clinical, health-related quality
of life (HRQL), and medical cost outcomes in patients
with symptomatic gastroesophageal reflux disease (GERD)
receiving omeprazole sodium or ranitidine hydrochlo-
ride treatment.

Methods: A multicenter, randomized, open-label, medi-
cal effectiveness trial conducted in 5 university-based fam-
ily medicine clinics. Two hundred sixty-eight patients with
GERD were recruited and randomly assigned to omepra-
zole sodium, 20 mg once daily, or ranitidine hydrochlo-
ride, 150 mg twice daily, for up to 6 months. Main out-
come assessments included the Gastrointestinal Symptom
Rating Scale (GSRS) Reflux score, Psychological Gen-
eral Well-Being Index, and Short-Form—-36 Health Sur-
vey administered at baseline and 2, 4, 12, and 24 weeks.
Medical resource use and cost data were collected.

Resulis: More omeprazole-treated patients reported im-
proved heartburn resolution at 2 weeks (49.0% vs 33.3%;
P=.007) and 4 weeks (58.6% vs 35.0%; P<.001) com-
pared with ranitidine-treated patients. The GSRS Reflux

scores across 3 months showed overall differences be-
tween omeprazole (mean, 2.67) and ranitidine (mean,
2.95) groups (P=.04). Mean total 6-month medical costs
were $915 lower ($8371 vs $9286; P=.64), and no dif-
ference in mean outpatient medical costs ($1198 vs $1158;
P=.76) were observed in the omeprazole group com-
pared with the ranitidine group. A post hoc secondary
analysis showed that, at 12 and 24 weeks, patients treated
with omeprazole for 8 weeks or more reported greater
heartburn resolution (ie, 24 [43%] of 56 patients at both
intervals) than patients treated with ranitidine for 8 weeks
or more (12 [24%] and 13 [26%] of 50 patients, respec-
tively; P=.001).

Conclusions: Ranitidine and omeprazole were both ef-
fective at improving heartburn symptoms; however,
omeprazole provided greater resolution of heartburn
symptoms at 2 and 4 weeks. Despite omeprazole’s higher
acquisition cost, there were no significant differences in
total or outpatient costs between groups.
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ASTROESOPHAGEAL reflux

disease (GERD) is a com-

mon disorder that results

from inappropriate re-

flux of gastric contents
from the stomach back into the esopha-
gus. It is prevalent in the primary care and
general populations.* Most patients who
present to and are treated by primary care
physicians have mild to moderate symp-
toms (eg, heartburn, acid regurgitation) and
relatively uncomplicated disease. The fre-
quency and severity of heartburn and other
GERD-related symptoms are associated with
impairment in patient functioning and well-
being or health-related quality of life
(HRQL).>*

The primary focus of medical treat-
ment for GERD is to reduce the acid con-
tent of reflux. Treatment goals are to re-
lieve pain and GERD-related symptoms; to
decrease frequency and duration of reflux;
to heal erosions, if present; and to prevent
recurrence.”® Pharmacological treatment
with acid suppressant agents (eg, hista-
mine, receptor antagonists [H,RAs] and pro-
ton pump inhibitors [PPIs]) is the main-
stay of therapy.

Ranitidine hydrochloride, an H,RA,1°
and omeprazole sodium, a PPL,"> have dem-
onstrated effectiveness in control of heart-
burn in patients with symptomatic GERD
and in improvement of HRQL, compared
with placebo. Several clinical trials have
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PATIENTS AND METHODS

A prospective, multicenter, open-label randomized clini-
cal trial was conducted to compare the clinical, HRQL, and
medical cost outcomes of patients with symptomatic GERD
initially treated with omeprazole or ranitidine. Patients were
enrolled during a 24-month period from 5 clinics affili-
ated with a university-based department of family medi-
cine. Physicians identified patients with a clinical diagno-
sis of GERD who, in the physician’s judgment, needed to
start medication treatment. Diagnosis of GERD was based
on frequency of heartburn and/or acid regurgitation,>*!
despite nonprescription treatment for 2 weeks or more.
Study patients were aged 18 years or older, with no PPI or
H,RA treatment in the previous 30 days or contraindica-
tions to the study treatments, were not pregnant or lactat-
ing, and had no clinical evidence of renal or hepatic insuf-
ficiency. Eligible patients were randomly assigned to
unblinded omeprazole or ranitidine therapy, and all sub-
sequent medical care (eg, dose changes, diagnostic tests)
was managed by their primary care physicians as per usual
care. Before the start of the study, the university institu-
tional review board approved the research protocol, and
all study participants provided written informed consent.

TREATMENT REGIMEN

Computerized randomization was used, and the study coor-
dinator prepared labeled medication vials before study com-
mencement that were placed in sealed envelopes and stored
ateach study site. Once study patients were identified and in-
formed consent was complete, patients were given astudy packet
that contained a sealed envelope with the 30-day supply of their
assigned drug, an advertisement regarding the study goals and
incentives, response scales to use during interviews, and asched-
ule of follow-up calls. The enrolling prescriber was aware of
the assigned treatment before completion of the initial visit.
Patients were assigned randomly to treatment with omepra-
zole sodium, 20 mg once daily (n=138), or ranitidine hy-
drochloride, 150 mg twice daily (n=130). All subsequent
prescriptions were filled through the patients’ usual phar-
macy under their usual health insurance coverage. All pa-
tients were observed for 6 months regardless of duration
of study drug treatment, unless they withdrew consent to
participate in the clinical trial. Patients remained under the

care of their primary care physician throughout the study,
and physicians were free to prescribe treatment as clini-
cally necessary, including any modification to GERD medi-
cation treatment. There were no mandated, protocol-
related visits. Physicians were free to schedule follow-up
visits, specialist referrals, and diagnostic procedures (eg,
endoscopy) according to their usual clinical practice.

PATIENT OUTCOME ASSESSMENTS

Baseline and follow-up patient demographic, symptom, and
HRQL assessments were administered by telephone interview
by a trained research coordinator (G.E.S.) unaware of treat-
ment assignment. Data on gastrointestinal tract symptoms,
HRQL, and medical resource use were collectedat 2,4, 12, and
24 weeks. Patients underwent follow-up assessment regard-
less of whether they continued study medication treatment.

CLINICAL SYMPTOM MEASURES

The Gastrointestinal Symptom Rating Scale (GSRS) was used
to assess patient report of gastrointestinal tract symptoms.
The GSRS consists of 15 items evaluating common gastro-
intestinal tract symptoms.* Respondents rate each ques-
tion using a 7-point Likert scale ranging from “no discom-
fortatall” to “very severe discomfort,” with a higher score
indicating more severe discomfort with symptoms. Scores
for total GSRS and Reflux (heartburn, acid regurgitation),
Indigestion, Abdominal pain, Diarrhea, and Constipation
subscales are determined by averaging related items. The
GSRS has good reliability and validity.***

The primary clinical end point was defined as heart-
burn resolution based on the GSRS. Resolution of heart-
burn symptoms was classified as patient response to the
GSRS heartburn item indicating no discomfort related to
heartburn during the past week. A secondary clinical end
point was the GSRS Reflux subscale score.

HRQL MEASURES

Health-related quality of life was assessed using the
Psychological General Well-Being (PGWB) Index?** and
Short-Form-36 (SF-36) Health Survey.”” The PGWB is

a generic instrument that consists of 22 items measuring

Continued on next page

shown that compared with ranitidine, omeprazole provides
greater improvement in psychological well-beingand HRQL
outcomes in patients with symptomatic GERD.'*!* Sev-
eral clinical trials have compared H,RAs and PPIs">1>17;
most of these studies were in patients with endoscopi-
cally confirmed esophagitis. The control of heartburn symp-
toms was better in patients with GERD who were treated
with omeprazole; however, it is not clear whether these
findings can be extrapolated to primary care practice.

Few cost-effectiveness analyses have been com-
pleted comparing ranitidine vs omeprazole for the treat-
ment of symptomatic GERD.'®!° Although the medica-
tion costs of the H,RAs are clearly lower than those of
omeprazole, differences in the use of GERD-related medi-
cal services and patient outcomes may favor omepra-
zole.'81

This naturalistic clinical trial was conducted to evalu-
ate the clinical, HRQL, and medical cost outcomes of
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psychological well-being and distress.** Respondents rate
each question using a 6-point scale, with a higher score in-
dicating better health status and psychological well-
being. The PGWB has excellent reliability and validity, and
has been used in previous GERD studies.>*%%’

The SF-36 is a generic health status measure designed
to assess functioning and well-being.?” The SF-36 contains 8
domain scales, and Mental Component Summary (MCS) and
Physical Component Summary (PCS) scores are con-
structed.” Extensive evidence supports the reliability and va-
lidity of the SF-36,”?® and this measurement tool has been
used in previous clinical trials comparing treatments for
GERD.>!'**" For this study, we report data only on the PCS
and MCS scores.

MEDICAL SERVICE USE AND COSTS

The patients were asked to provide information on all out-
patient physician visits, specialist visits, diagnostic proce-
dures (eg, endoscopy), emergency department visits, hos-
pitalizations, and use of prescription medications during
the 6-month follow-up period. We verified patient re-
ported data by reviews of clinic and hospital records and
computerized administrative records. For hospitaliza-
tions, we collected use and cost information on primary
care and specialty physician inpatient services. No data were
collected on the use and cost of over-the-counter medica-
tion for heartburn, since we did not think we could collect
accurate quantitative data on the use of these medications
from patient interviews.

We estimated the costs of outpatient physician and di-
agnostic services and inpatient hospital services based on the
actual charges from university billing and accounting system
records. We estimated the costs of all medications using Red
Book average wholesale prices.” Medical costs for all patients
were aggregated into total, outpatient, inpatient, and medica-
tion cost categories. Since we were able to gather information
onall medical resource use and costs, no imputation of medi-
cal costs was needed. All costs are given in 1998 dollars.

STATISTICAL ANALYSIS

Baseline demographic, clinical, and HRQL characteristics
for the 2 treatment groups were compared by means of x*
tests for categorical variables and t tests for continuous
variables. We also compared baseline characteristics of

patients with (n=251) and without (n=17) follow-up data
by means of x* and ¢ tests.

An intention-to-treat approach was taken for all pa-
tient outcome and medical cost comparisons. For the analy-
sis of heartburn resolution, patients with missing data or
who withdrew from the study were counted as failures (ie,
patients continued to experience heartburn symptoms).
Resolution of heartburn by treatment group at 2,4, 12, and
24 weeks was evaluated by means of logistic regression
analysis, controlling for baseline GSRS Reflux scores. Ad-
justed treatment comparisons of GSRS Reflux and HRQL
scores were conducted using mixed-model analysis of vari-
ance (ANOVA) techniques, with a compound symmetry
covariance matrix. The ANOVAs included terms for treat-
ment group (omeprazole vs ranitidine), assessment (0, 4,
12, and 24 weeks), clinic location (urban vs rural), inter-
actions of treatment group by clinic location, and treat-
ment group by assessment.

Medical cost data were logarithm-transformed before
data analysis. For the medical cost outcomes, we used or-
dinary least squares regression analysis to compare mean
costs by treatment group. These regression analyses in-
cluded age, sex, and clinic location; comorbidity status (ie,
presence of =1 chronic medical condition); and baseline
PCS scores.

A post hoc secondary analysis compared treatment
group differences in heartburn resolution, GSRS Reflux
scores, PGWB total scores, and total and outpatient medi-
cal costs for the following 4 treatment duration groups: (1)
omeprazole treatment for less than 8 weeks (n=71); (2)
omeprazole treatment for at least 8 weeks (n=56); (3) ra-
nitidine treatment for less than 8 weeks (n=69); and (4)
ranitidine treatment for at least 8 weeks (n=50). The 8-week
time interval was selected because many patients covered
by Medicaid were shifted to other medications between 8
and 12 weeks under state policy. We used x* tests to com-
pare resolution of heartburn during 24 weeks. Mixed-
model ANOVA was used to compare differences in mean
Reflux and PGWB total scores. Ordinary least squares re-
gression analysis, including age, sex, clinic location, co-
morbidity status, and baseline PCS scores, was used to com-
pare mean total and outpatient medical costs by treatment
duration group. A P value of .05 was used for all statistical
comparisons. No adjustments were made for multiple com-
parisons; interpretation of statistical significance took into
consideration the number of tests.

omeprazole vs ranitidine treatment for patients with clini-
cally diagnosed, symptomatic GERD. The study was per-
formed in clinics affiliated with a university-based depart-
ment of family medicine and located in a catchment area
that included a large proportion of rural primary care pa-
tients. Naturalistic or pragmatic clinical trials are best suited
to answer research questions regarding treatment effec-
tiveness and costs in usual practice settings, but cannot ad-
dress questions about treatment efficacy.?

— T

During a 24-month period, 268 patients entered the study.
One hundred thirty-eight patients were randomized to
omeprazole treatment; 130, ranitidine treatment. Seven-
teen patients (6.3%) discontinued the clinical trial with-
out any follow-up assessments, including 8 (5.8%) in the
omeprazole group and 9 (6.9%) in the ranitidine group
(P=.71). Study dropouts were not significantly differ-
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Table 1. Baseline Demographic, Clinical Symptom, and
HRAQL Variables by Treatment Group*
Ranitidine
Omeprazole Hydrochloride
Sodium Group Group
(n =130) (n=121)
Age, mean (SD), y 453 (13.4)  44.75 (14.9)
Male, % 40.8 36.4
White, % 88.5 93.4
Urban treatment center, % 64.6 67.8
=1 Chronic medical condition, %  59.0 62.0
GSRS Reflux subscale score, 3.9 (1.6) 4.3 (1.5)
mean (SD)
SF-36 Mental Component 39.2 (11.1) 37.8 (10.2)
Summary score, mean (SD)
SF-36 Physical Component 415 (13.1) 42.0 (13.4)
Summary score, mean (SD)

*HRQL indicates health-related quality of life; GSRS, Gastrointestinal
Symptom Rating Scale; PGWB, Psychological General Well-Being Index; and
SF-36, Short-Form—-36 Health Survey. No statistically significant differences
were observed between treatment groups.

ent from patients with 1 or more follow-up assessments
on baseline demographic, clinical, or HRQL measures
(data not shown).

There were no statistically significant differences be-
tween the omeprazole and ranitidine treatment groups
on demographic or baseline GSRS or HRQL scores
(Table 1). The ranitidine group reported baseline GSRS
Reflux scores that were slightly higher than those of the
omeprazole group (P=.06).

RESOLUTION OF HEARTBURN SYMPTOMS

Figure 1 summarizes the percentage of patients with
resolution of heartburn symptoms by treatment group.
After 2 weeks, 49.0% of omeprazole- and 33.3% of ran-
itidine-treated patients reported no discomfort with heart-
burn symptoms (P=.007). At 4 weeks, 58.6% of omepra-
zole- and 35.0% of ranitidine-treated patients reported
no discomfort with heartburn symptoms (P<<.001). There
was attenuation in heartburn resolution status in both
groups, and no significant treatment group differences
in heartburn resolution were observed at 12 (P=.14) or
24 weeks (P=.18).

GERD SYMPTOMS

Figure 2 shows mean GSRS Reflux scores by treatment
group over time. The mixed-model ANOVA indicated no
interaction effect of treatment by assessment (P=.09) and
no main effect of treatment (P=.20) during 6 months.
There was no difference in adjusted mean Reflux scores
during 6 months (omeprazole group, 2.68; ranitidine
group, 2.85). A secondary analysis comparing only 2- and
4-week Reflux scores demonstrated a significant treat-
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Figure 1. Complete resolution of heartburn symptoms by treatment
with omeprazole sodium or ranitidine hydrochloride.

61 4 Omeprazole Sodium
M Ranitidine Hydrochloride
5.
® u
S 41
w
x
3
&
w 3-
o
[72]
(&} ./
o
8 2
=
1 4
Baseline 1mo 3mo 6 mo

Figure 2. Adjusted mean Gastrointestinal Symptom Rating Scale
(GSRS) Reflux scale scores by treatment with omeprazole sodium or
ranitidine hydrochloride.

ment effect (P=.005). The omeprazole group reported
lower adjusted mean Reflux scores (adjusted 1-month
mean score, 2.53) compared with the ranitidine group
(adjusted 1-month mean score, 2.89), suggesting im-
provement in GERD symptoms during the initial month
of therapy. When these ANOVAs were repeated restrict-
ing follow-up to 3 months, we found statistically signifi-
cant treatment differences (P=.04) favoring the omepra-
zole group (adjusted 3-month mean score, 2.67) compared
with the ranitidine group (adjusted 3-month mean score,
2.95).

HRQL OUTCOMES

Figure 3 summarizes the PGWB total scores by treat-
ment group for each follow-up assessment. The mixed-
model ANOVA indicated no interaction effect of treat-
ment by assessment (P=.35) and no main effect of
treatment (P=.66) during 6 months. For MCS scores, there
were no significant treatment-by-assessment interac-
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Figure 3. Adjusted mean Psychological General Well-Being (PGWB)
Index total scores by treatment with omeprazole sodium or ranitidine
hydrochloride.

Table 2. Mean Medical Costs by Treatment Group

Mean (SE) Cost, $

1
Ranitidine

Omeprazole Hydrochloride
Costs Sodium (n = 130) (n=121) P*
Total 8371 (2408) 9286 (2268) .64
Inpatient 7174 (2313) 8128 (2189) .28
Outpatient 1198 (158) 1158 (129) .76
Physiciant 606 (152) 607 (116) .38
Medication 592 (40) 551 (44) .20

*Indicates P value for treatment group from ordinary least squares
regression analysis of logarithm-transformed costs.
tincludes outpatient physician and urgent care center visits.

tions (P=.25) or main effects of treatment (P=.69) (not
shown). For PCS scores, there were no significant treat-
ment-by-assessment interactions (P=.13) or main ef-
fects of treatment (P=.82) (data not shown).

MEDICAL COSTS

Total and disaggregated medical costs are reported in
Table 2. Although there was a $915 difference in total
costs, the regression analysis demonstrated no statisti-
cally significant difference between the omeprazole and
ranitidine groups (P=.64). Outpatient costs were com-
parable between both treatment groups (P=.76).

POST HOC ANALYSIS OF PATIENT OUTCOMES
AND COSTS BY TREATMENT DURATION

Five patients (3 treated with omeprazole and 2 treated
with ranitidine) were excluded from the post hoc analy-
sis because of missing data regarding their supply of medi-
cation. At 1 month, the omeprazole-treated groups re-
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m Omeprazole >8 wk

704 O Ranitidine Hydrochloride <8 wk
O Ranitidine =8 wk

2 R _
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3
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Figure 4. Percentage of complete heartburn resolution by duration of
treatment with omeprazole sodium or ranitidine hydrochloride.

ported more heartburn resolution (41 [58%] of 71 patients
and 34 [61%] of 56 patients) compared with the raniti-
dine-treated groups (24 [35%] of 69 patients and 17 [34%]
of 50 patients) (P=.002; Figure 4). By week twelve, 24
(43%) of the 56 patients treated with omeprazole for at
least 8 weeks reported complete heartburn resolution
compared with 12 (24%) of 50 patients treated with ra-
nitidine for at least 8 weeks, 18 (26%) of 69 patients treated
with ranitidine for less than 8 weeks, and 19 (27%) of
71 patients treated with omeprazole for less than 8 weeks.
The 43% (24 of 56 patients) heartburn resolution was
maintained during 24 weeks of follow-up for that group.
The group treated with omeprazole for less than 8 weeks
showed improvements in clinical outcome during the first
month, followed by decreases to the levels experienced
by the ranitidine treatment groups.

The mixed-model ANOVA for mean Reflux scores
demonstrated a statistically significant interaction of treat-
ment duration group by assessment (P=.04). This inter-
action effect was attributable to the improvement in GSRS
Reflux scores in the group treated with omeprazole for
less than 8 weeks during the first month, with deterio-
ration in Reflux scores at 12 and 24 weeks (data not
shown). No statistically significant differences in mean
PGWSB total scores were observed among the 4 treat-
ment duration groups during the 24-week study (data
not shown).

Statistically significant differences in mean total medi-
cal costs were seen among the 4 treatment duration groups
(P=.03; Table 3). The groups treated with omeprazole
for less than 8 weeks and ranitidine for at least 8 weeks
had the highest mean total medical costs. Mean differ-
ences in outpatient medical costs were statistically sig-
nificant among the 4 treatment duration groups (P<<.001).
The groups treated with omeprazole and ranitidine for
at least 8 weeks had comparable mean outpatient costs
(P=.84). Although the group treated with omeprazole for
less than 8 weeks had somewhat higher mean outpa-
tient medical costs, there was no statistically significant
difference between the groups treated with omeprazole
and ranitidine for less than 8 weeks (P=.11).
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Table 3. Mean Total and Outpatient Medical Costs
by Treatment Duration Group

Mean (SE) Cost, $
ITcntal Medical

Group OutpatienlI
Omeprazole sodium <8 wk 8862 (3165) 1189 (273)
Omeprazole =8 wk 7749 (3734) 1209 (95)
Ranitidine hydrochloride <8 wk 7568 (2756) 869 (130)
Ranitidine =8 wk 11656 (3840) 1557 (234)
Overall P* .03 .001

*Indicates P value for overall test group differences from ordinary least
squares regression analysis of logarithm-transformed costs.

— T

Patients treated with omeprazole were more likely to re-
port resolution of heartburn symptoms in 4 weeks com-
pared with patients treated with ranitidine. These ad-
vantages of omeprazole were attenuated after 3 and 6
months of follow-up. Symptoms related to GERD (ie,
heartburn and acid regurgitation) also were reduced in
the omeprazole group during the initial month of treat-
ment. These findings are consistent with the clinical ef-
fectiveness findings in other clinical trials.'*!>8

No significant differences in HRQL outcomes were
observed between the treatment groups. Although pre-
vious clinical trials showed improvements in psycho-
logical well-being and HRQL in patients treated with
omeprazole compared with ranitidine,'*" the study by
Oster and colleagues'® showed few differences in psy-
chological well-being. Omeprazole has been associated
with improvements in psychological well-being and
HRQL.">3%32 However, not all studies have shown dif-
ferences in HRQL outcomes between patients with GERD
who were treated with omeprazole or ranitidine. Our
HRQL findings are not surprising, given the naturalistic
study design, presence of multiple medical comorbidi-
ties, and the fact that only 44% (56 of 127 patients) of
the omeprazole and 42% (50 of 119 patients) of the ra-
nitidine group received treatment for 8 weeks or more.

The total medical costs associated with omepra-
zole treatment were $915 lower than those associated with
ranitidine treatment, although this difference was not sta-
tistically significant. The omeprazole group had a $40
higher outpatient medical cost compared with the ran-
itidine group. These medical cost outcomes were simi-
lar to the findings in the study by Oster et al.'®

During the study, patients covered by Medicaid were
subject to an evolving prior authorization program that
restricted access to PPIs and H,RAs in a general effort to
reduce overall medical costs. This policy caused many
study subjects to experience difficulty getting their pre-
scriptions filled, particularly among the omeprazole group.
Many of the patients covered by Medicaid initially ran-

domized to omeprazole were subsequently shifted to other
agents during weeks 8 through 12 under this policy.

Our study demonstrated that patients treated with
omeprazole for more than 8 weeks reported more im-
provements in heartburn resolution after 3 or 6 months
compared with ranitidine-treated patients or patients who
discontinued omeprazole treatment before 8 weeks. Pa-
tients who started receiving omeprazole but discontin-
ued the treatment before 8 weeks reported improve-
ments in heartburn symptoms during the first month (41
[58%] of 71 patients) and heartburn resolution rates com-
parable to those of the ranitidine-treated groups at 3 and
6 months. Although the policy decision resulted in lower
outpatient medical costs, these outpatient costs were not
significantly different from those of the ranitidine-
treated groups or the group treated with omeprazole for
at least 8 weeks. In fact, total medical costs were com-
parable or lower in the group treated with omeprazole
for at least 8 weeks compared with the other 3 groups.

There are some limitations associated with this
clinical trial. First, patients and physicians were aware of
study medications, which may have affected patient out-
comes and physician management. Our intent, however,
was to perform a completely naturalistic clinical trial,
and unblinded treatment is necessary to generalize com-
pletely to usual-practice settings.® Second, the introduc-
tion of nonprescription ranitidine while our study was
ongoing may have biased clinical outcomes against ran-
itidine. However, nonprescription ranitidine is given at a
lower dosage, and there is some evidence that continued
treatment with ranitidine hydrochloride at higher dos-
ages (ie, =300 mg/d) is necessary to provide clinical effi-
cacy against GERD.'" Third, during the course of our
study, the West Virginia state government restricted
omeprazole use in patients covered by Medicaid. This
resulted in many patients discontinuing omeprazole
treatment between the 4- and 12-week assessments and
may have reduced the early-observed significant treat-
ment differences in heartburn resolution and GERD-
related symptoms.

B CONCLUSIONS

We found that omeprazole and ranitidine treatment re-
sulted in significant short-term improvements in reso-
lution of heartburn and reduction in GERD-related symp-
toms. Although previous studies have demonstrated a
connection between GERD symptoms and HRQL,*!>*
we did not observe any improvement in HRQL out-
comes. Despite the difference in medication costs, the
omeprazole outpatient group costs were only $40 greater,
and total costs were $915 lower than those of the raniti-
dine group. Although not labeled by the Food and Drug
Administration for long-term management of symptom-
atic GERD, our findings suggest that policy recommen-
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dations limiting omeprazole therapy for patients with
GERD to 8 weeks or less may not result in appreciable
savings in medical costs and may result in worse clinical
outcomes in patients. This study provides evidence that
omeprazole and ranitidine improve clinical symptoms in
patients with GERD and that there are no significant dif-
ferences in medical costs during 6 months in patients
treated with ranitidine or omeprazole.
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