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Introduction

Heartburn affects one in five adults
reguiarly’ and is predominantly seli-
managed.? It is typically described as
a feeling of discomfort, burning or pain
rising upward from the epigastrium or
lowesr chest,® and varies in intensity from
occasicnal mild symptems to frequent
heartburn that adversely impacts the
sufferer's quality of life.* Proton pump
inhibitors (PPls) are the most effective
therapy for the reiief of heartburn
irrespective cf severity® and are the
most effective treatment for patients
with fraquent heartburn.®

The first overthe-counter (OTC) PPI,
Somac Heartburn Relief (pantoprazole
20 mag), was introduced in Australia as a
Pharmacist Only Medicine in 2008. After
taking this formulation, 20% of patients
are free of heartburn symptoms on day
1; this increases to 74% on day 7 and
84% on day 14.7 Twelve months after its
introduction we conducted & pharmacy
audit to assess pharmacy management
of this new category of heartburn
therapy, to better understand the needs
of heartburn patients presenting to
pharmacy and to assess the role of OTC
PPl treatment.

Method

A prospective, fixed-time audit was
conducted to evaluate the OTC
management of heartburn within
Australian community pharmacy, A wide
geographic spread of pharmacies was
recruited into the audit. Participating
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pharmacists were given brief instructions
refating to the audit process and were
asked to audit up to 10 adult people who
entered the pharmacy seeking relief of
their heartburn or acid-related symptoms.
Recruitment of people into the audit was
to be capped at 150 respondents.

All people aged 18 years or older
presenting to the pharmacist seeking to
treat heartburn with an OTC heartburn
therapy werg eligible for inctusion in

the sudit. People who werea currently
using or had previously used prescription
therapies for their heartburn or reflux
were not automatically excluded from the
audit. However, they were only eligible to
participate if they were currantly seeking
advice about the OTC management of
their condition.

Cansenting people completed a
guesticnnairg about their heartburn.
They were then asked to review the
information on the back of the Somac
Heartburn Relief pack to self-assess
whether Somac Heartburn Relief was
suitable for them. In addition, label
comprehension as to the correct

use of the product was assessed.

The pharmacist then conducted their
normal consultation and discussed
suitable treatment options with the
customer. After completing the normal
consultation, the pharmacist completed
the pharmacist guestionnaire before the
consumer left the pharmacy. Pharmacists
were instructed to fulfill their normal
duty of care and that participation in
the audit was not to influence therapy
recommendation or safe. Participating
pharmacies ware reimbursed for their
time in conducting this audit.

Results

The audit involved 20 pharmacias
located throughout Sydney NSW. They
contributed 153 completad surveys, The
mean numkber of surveys completed per
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pharmacy was 7.65. The demographics
of the audited respondents are
summarised in Table 1.

More than half of the respondents
presented with frequent heartburn
SYmMptoms, oceurring two or more
times per week (Figurs 1),

Half of the respondents rated their
heartburn symptoms as moderate
or severe (43.8% and 10.5%,
respectively} (Figure 2). Despite
this profile, the most frequently
used previous therapy was antacids

Table 1. Demographic profile
of respondents

Male |86,

Female .. -

<18 years

L 0. | 00%
18-30'years . - |- 487 - | 31.4%
31-54'vears-: .| 63 41.2%
55vyearsoroldar . [ 47 27.4_%

“45.8%:
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Figure 1. Respondent
and pharmacist-assessed
frequency of heartburn
symptoms
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Tabie 2. Previously used
neartburn treatments

Antacid 81 52.9%
OTC ranitidine 66 43.1%
Somac Heartburn 231 15.0%
Refief - o B
Prescription - 41 26.8%
product ’ T Lo
Qther . o ) 0.0%
No product 12 78%:
Figure 2. Severity of
heartburn symptoms
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{52.9%), Tollowed by ranitidine
{(43.1%), with only 15% having
previously used Somac Heartburn
Reiief (Table 2).

Pharmacist evaluation

Results from the pharmacist
evaluations indicated that almost all
(91.5%; 140/153} respondents seeking
QOTC heartburn treatmsnt experienced
typical heartburn symptoms.

Upon completing their assessment,
pharmacists determined that Somac
Hearthurn Reliaf would be suitable
therapy for 76.6% (117/163) of the
respondents. This was marginally lower
than the respendent’s self assessment
(79.7%; 122/153). Mild symptoms or
occasional heartburn were the two
most common reasons for the product
being considered unsuitable for a
particular respondent.

From a safety perspective, pharmacists
identified the presence of suspected
red flag symptoms in 12.8% (18/153)
of respondents. Seven of these were
referred to their doctor for further
medical assessment. Red flags were
specified in eight cases, with the
presence of atypical symptoms, the
need for continuous therapy for more
than four weeks, chest pain, sharp
pains, nausea, fatigue, vomiting

and symptoms worsening despite

treatment being correctly reported as
red flag symptoms. Additional analysis
of pharmacist aciion in these cases
saw five of these peopie being referred
to a doctor for further investigation.

Of the remaining three cases, one
received no product and two were
soid ranitidine (one case of worsening
symptoms and one case of chest pain).
Of the 10 unspecified red flags, only
one case of doctor referral was noted.
Five respondents were pregnant and
nong of these was offered Semac
Heartburn Relief which is consistent
with the preduct information.

Pharmacists identified that concomitant
medications may have been contributing
to the reflux symptoms in 15.0%
(23/153) of respondenis. Non-steroidal
ant-inflammatory drugs (NSAIDs) were
the most common agents (N = 18},

of which 57% (9/16) were OTC NSAIDs
(ibuprofen or diclofenac). In addition, on
three occasions where red flags were
identified, NSAIDs were also considered
to be contributing to the respondent’s
reflux symptoms.

Of the 117 (77%) subjecis that
pharmacists determined were suitable
for Somac Heartburn Relief, they
recommended the product to 105
{69%) and 88 {68%) purchased the
product (Figure 3).

Label comprehension

After reading the information on

the back of the Somac Heartburn
Relief packaging, the vast majority of
raspondents {92.2%, 141/153) were
able to correctly identify that the
dosing regimen was one tablet per day.
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When asked about duraticn of Somac
Hearthurn Relief therapy before seeking
medical advice, 86.3% (132/153) of
respondents were able to provide the
correct answer. Nine respondents
indicated that duration of therapy was
one month and 12 answered indefinitely.

Discussion

In this audit, over halt {(55.6%,

85/1563) of the people coming into

the pharmacy seeking treatment

for heartburn experienced frequent
heartburm {occurring on two or more
days per waek}. The prevalence of
frequent heartburn is likely to be an
underestimate as 11% {17/1563} of
subjects reporting only occasional
heartburn were either taking or had
taken prescription PPls for their
condition. To our knowledge this is the
first research to determing the profile of
pecple with heartburn seeking treatment
within pharmacy in Ausiralia. As PPls are
recognised as the most effective therapy
for frequent heartburn,1,4-6 there is
potential to improve the management

of heartburn by pharmacist intervention
and recommendation of non-prescription

" PPIs. Tha prior use of OTC PPIs in our

audit was modest, at only 15% (23/153).
This result is not entirely unexpected
given that at the time of the audit only
one PPl was available OTC and its
scheduling had not permitted direct-to-
consumer advertising. Howsver, the
identified disparity between the number
of consumers with frequent heartburn
and the number being treated with

an OTC PPl indicates that there is a
significant oppertunity to improve the

Figure 3. The relationship between product

suitability and purchasing
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pharmacy management of heartburn.
This observation is further supported
by the fact that whan the respondents
in our audit discussed their heartburn
with the pharmacist, the purchase of
Somac Heartburn Relief increased to
58% (88/153}.

The audit results have demonstrated
that pharmacists can appropriately
assess and manage people presenting
with frequent heartburn. Pharmacists’
recommencdations were consistent
with the product information and

a treatment algorithm specifically
developed to facilitate the appropriate
supply of Somac Heartburn Relief
{Figure 4). The majority (91.5%, 140/153}
of people presented with typical
heartburn symptoms and were free

cf signs or symptoms (red flags} that
would necessitate further medicai
review before commencing short-term
symptomatic treatment. When red flags
were identified and specified, most
pecpie were referred to their doctor

for further investigation. A limitation of
this audit was that when red flags were
identified, information on pharmacist
referral to a doctor was coilected via
voluntary comment rather than in direct
response to a specific question. This
was done to avoid biasing the findings of
the audit, however it may have resuited
in the underreporting of doctor refarral
rates, especially amongst those cases
whers the nature of the red flag was
not specified. In all cases where red
flags are suspected it is esssntial that
the pharmacist refers the person on for
medica! review.® Pregnant women were
managed appropriately and nore was
offered PP! therapy.

Although this audit did not assess

the use of Somac Heartburn Relief by
customers who purchased the product,
we investigated fabsl comprehension as
a surrcgate marker as to whether usage
would be as instructed. Comprehension
of the label was excellent, with 92%
(141/153} of respondents correctly
determining the daily dosage and 86%
{132/153) correctly determining that the
rmaximum duration of use was 14 days.
For those consumers who deviated from
the labelled instructions, the majority
had previously used prescription PPls
and hence their previous experience
{which aliows longer duration of

therapy and at higher doses) may have
influenced their respenses. Even though
Somac Heartburn Reliefis a Pharmacist
Only medicine and consumers cannot
self select the product, it was reassuring
that the customer’s assessment of
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Figure 4. Somac Heartburn Relief treatment algorithm

Are the heartburn
sumpioms typical?
{See table A)

$ Yes

Are there any red
flags present? -
- (See table B).

T

Are there other
meadical conditions or
medications that may
be contributing to the

Yes

use of a NSAID7

T
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Table A. Typical symptoms

* Heartburn (a burning feeling rising from
the stomach and lower chest up towards
the neck)

* Acid regurgitation

Table B. Red flags — refer to GP
if present

* Unintentional weight loss
* Anaamia

» Gastrointestinal bleeding {haematemesis/
malaena)

* Difficult/paintful swallowing
* Vomiting
* Choking attacks, especially at night
* Age =55 years with either
~ first-time reflux symptoms or
- longstanding, frequent and
troublesome reflux symptoms
* Previously taken heartburn medication
continuously for 4 or more weeks
* Jaundice or severs hepatic impairment
*» Gastric ulcer or previous gastrointestinal
surgery
* Suspected agina or heart attack

* Patient appears very unwell

:Gonsider Somac Heartburn Relief

i # Take one tablet da:ly for 7 to 14 days -
{»Tablet should be swa!iowed whofe {not chewed of crushed)

e |f symptems persist or reoccUr ‘within' 2'weeks of completmg
14-days course of Somac Heartburn Relleac refer the patlent -

product suitability was in agreement
with the pharmacist's assessment in
86% {132/153) of cases.

Conclusion

Heartburn is 2 common, predeminantly
self-manzged, condition with many
consumers self-selecting products that
are avallable outside the pharmacy. In
our audit mere than half of the subjects
suffered frequent heartburn, for which
PPis are an effective first-line tharapy,
but only 156% had previously used
Somac Heartburn Relisf. In addition,
approximately one in 20 consultations
with the pharmacist resulted in a doctor
referral. This opportunity for medical
intervertion is missad amongst those
consumers who currently do not seek
pharmacist advice for thalr heartburn.
The results of this audit demonstrate
that pharmacists seem able to manage
the use of Somac Heartburn Relief
appropriately, in a manner consistent
with the product labelling. From a wider

Pharmacist

public health perspective, the results
also suggest that benefit may be gained
from increased consumer awaraness of
the availability of OTC PPls and of the
pharmacist as a source of advice.
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