
C P J / R P C  •  M A R C H / A P R I L  2 0 1 2  •  V O L  1 4 5 ,  N O  2  73

Introduction
Switching prescribed medications to over- or 

behind-the-counter status is considered an option 

to improve accessibility to treatment while insur-

ing appropriate and safe use. For example, in the 

UK, omeprazole and simvastatin have already been 

granted over-the-counter (OTC) status, while 

omeprazole has nonprescription status in the USA.

In Canada, switching prescribed medications to 

OTC status (Schedule II) can have major implica-

tions for pharmacists. The level of care required 

to ensure safe selection and use may be quite sig-

nificant. To date, few reports in Canada have dealt 

with pharmacists’ readiness to expand practice in 

this area. Indeed, some concern has been expressed 

over the ability of pharmacists to engage in more 

patient assessment.1

In this paper, we explore pharmacists’ readiness 

for switching simvastatin, omeprazole and fluti-

casone to Schedule II status. We also identify the 

barriers and facilitators for such a switch. 

Methods
The detailed methods for this national survey have 

been reported previously.2 Briefly, this was a cross-

sectional survey of practising community phar-

macists across Canada. Respondents completed 

a questionnaire covering various aspects of OTC 

medication. This mail-out survey was conducted 
using the Dillman method: an advance letter 1 
week prior to the main mailing, the mailing of 
the questionnaire, 2 follow-ups and 1 request for 
information from nonresponders.

For this part of the survey, pharmacists were 
asked to consider a Schedule II OTC switch for 3 
medications currently available under prescription 
in Canada: simvastatin for dyslipidemia, omepra-
zole for heartburn and fluticasone for allergic 
rhinitis. For each one, they were asked to indi-
cate their level of support to an OTC switch on a 
5-point Likert scale ranging from strongly disagree 
to strongly agree. Those who strongly disagreed 
or disagreed were asked to state the reason(s) why 
they would not support a change to Schedule II 
status. Those who strongly agreed or agreed were 
asked to state the additional training or working 
conditions required for them to support such a 
change. They answered these questions by check-
ing 1 or more options (and adding any not listed 
in the proposed choices). Response choices were 
based on previous research3-5 and experience of the 
researchers. For those who were unsure, no other 
questions were asked. 

The margin of error was equal to ± 2% when 
all respondents were considered (n = 1764) and ± 
7% when the smallest subgroup was considered (n 
= 177), 19 times out of 20.
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Results
The survey was sent to 5037 pharmacists across 

Canada. A total of 2305 (46%) were returned and 

usable. Among those, 1752 (76%), 1764 (76.5%) 

and 1740 (75.5%) pharmacists completed the 

question regarding simvastatin, omeprazole and 

fluticasone, respectively. 

The average age of pharmacist respondents was 

47 years (SD ± 14 years) and 58% were female. 

Two-thirds were staff pharmacists and 27% prac-

tised in a franchise >1200 square feet, 21% in a 

chain pharmacy and 21% in an independent 

pharmacy.

As reported in Table 1, the majority of pharma-
cists would not support an OTC switch for sim
vastatin (88%) and omeprazole (61%). In contrast, 
more pharmacists (54%) would support such a 
change for fluticasone.

Pharmacists against deregulation reported a 
mean of 3.1, 2.7 and 2.5 barriers to enacting an 
OTC switch for simvastatin, omeprazole and 
fluticasone, respectively. As reported in Table 2, 
the complexity of disease management was the 
most prevalent reason to disagree with an OTC 
switch for each of the 3 drugs; simvastatin (83%), 
omeprazole (77%) and fluticasone (66%). In addi-
tion, the complexity of managing simvastatin and 
fluticasone was also listed as a main barrier by 
62% and 42% of pharmacists, respectively. Other 
reported barriers for simvastatin included the 
lack of access to laboratory testing, the required 
medical follow-up for comorbidities, the poten-
tial for drug interactions and the potential negative 
impact of reducing the number of medical visits.

Pharmacists who were in favour of deregula-
tion reported a mean of 2.6, 1.9 and 1.7 facilita-
tors for simvastatin, omeprazole and fluticasone, 
respectively. For each of these 3 drugs, additional 
training on the initial assessment and the monitor-
ing of the condition were considered important 
by most pharmacists (Table 3). Having access to 
clinical information, such as laboratory test results, 

TABLE 1  Pharmacist agreement with an OTC switch 

This agent should be made OTC in Canada, n (%)

Strongly
disagree

Disagree Unsure Agree
Strongly

agree

Simvastatin for 
high cholesterol  
(n = 1752) 

840 (48) 704 (40) 31 (2) 161 (9) 16 (1)

Omeprazole for 
heartburn  
(n = 1764)

253 (14) 825 (47) 89 (5) 544 (31) 53 (3)

Fluticasone for 
allergic rhinitis  
(n = 1740)

120 (7) 432 (25) 246 (14) 847 (49) 95 (5)

TABLE 2  �Perceived barriers to OTC switch as reported by pharmacists who Strongly Disagreed or Disagreed 
with OTC status 

Number of times each reason was selected (%)*

Reason(s)
Simvastatin

(n = 1544)
Omeprazole

(n = 1078)
Fluticasone

(n = 552)

The condition is too complex to manage without medical care 1286 (83) 831 (77) 362 (66)

The drug is too complex to manage without medical care 953 (62) 244 (23) 233 (42)

The potential for liability is higher 567 (37) 236 (22) 118 (21)

A loss of drug plan coverage would occur 558 (36) 446 (41) 186 (34)

Pharmacists are not paid for this task 375 (24) 172 (16) 106 (19)

We don’t have the staffing to add this task to our day 328 (21) 134 (12) 77 (14)

Such a move would jeopardize pharmacist-physician relations 230 (15) 67 (6) 67 (12)

A lack of privacy in the pharmacy 95 (6) 50 (5) 26 (5)

Existing OTC agents should be sufficient to control most cases we would see 23 (1) 617 (57) 128 (23)

Other 296 (19) 156 (14) 65 (12)

*Pharmacists could select more than 1 reason.
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was reported to be important in order to provide 
such service. 

Discussion
This large national survey shows that pharmacists 
do not support the deregulation of simvastatin or 
omeprazole and only moderately support an OTC 
switch for fluticasone. The complexity of disease 
and drug management was listed as the main bar-
rier by those who were against such a switch, while 
additional training on the initial assessment and 
monitoring of these conditions was deemed nec-
essary by pharmacists who would agree with such 
legislative change. Access to laboratory test results, 
liability issues and loss of drug plan coverage were 
also listed as important issues. Lack of remunera-
tion and the need for a reorganized dispensary 
floorplan were not perceived by most pharmacists 
as an important barrier and facilitator, respectively. 
These findings highlight the complexity of issues 
surrounding the deregulation of prescribed medi-
cations. Clearly, such legislative changes cannot be 
envisioned without insuring the appropriate sup-
port and working environment to provide safe and 
efficient treatment. 

Canadian pharmacists’ views on an OTC switch 
for simvastatin seem to differ from pharmacists in 
the UK; pharmacists there were more in agreement 
with a switch. Just after the switch in Great Britain 
(2004), a survey of 100 community pharmacists 
revealed that 40% agreed with the deregulation, 
36% were unsure and 24% disagreed.6 However, as 
in our survey, UK pharmacists were more inclined 
to consider omeprazole as a welcome OTC addi-

TABLE 3  �Perceived facilitators to OTC switch as reported by pharmacists who Strongly Agreed or Agreed 
with OTC status 

Number of times each reason was selected(%)*

Facilitator(s)
Simvastatin

(n = 177)
Omeprazole

(n = 597)
Fluticasone

(n = 942)

More training on the drug 40 (23) 83 (14) 216 (23)

More training on initially assessing the condition 103 (58) 381 (64) 658 (70)

More training on monitoring the condition 106 (60) 351 (59) 518 (55)

Changes to dispensary floorplan 13 (7) 72 (12) 82 (9)

Changes to pharmacy staffing 20 (11) 45 (8) 78 (8)

Access to information such as lab values 156 (88) 115 (19) 55 (6)

Other 26 (15) 53 (9) 61 (6)

*Pharmacists could select more than 1 facilitator.

• �Pharmacists in Canada do not support the deregulation of simvastatin 

or omeprazole and only moderately support an OTC switch for 

fluticasone.

• �The complexity of disease and drug management was listed as the 

main barrier to OTC switch.

• Additional training was perceived as a facilitator of OTC switch.

• �Other issues included access to laboratory test results, liability issues 

and loss of drug plan coverage

Key points 

tion.7 Omeprazole is indicated for self-medication 
for short-term (14 days) treatment and symp-
tomatic relief of frequent (2 or more days a week) 
heartburn.8 In contrast, simvastatin should only be 
used on a long-term basis. With simvastatin, UK 
pharmacists had concerns regarding cardiovascular 
risk assessment, adverse drug reactions and likeli-
hood of patients not committing to therapy.7 A few 
years after the switch of simvastatin, the majority 
of primary care physicians still did not support the 
supply of OTC simvastatin by community phar-
macists.9 They were particularly concerned by the 
lack of cholesterol and blood pressure data in car-
diovascular disease risk assessment prior to sale. 
In a recent US survey, community pharmacists 
indicated highest support for an OTC switch for 
selected agents within smoking cessation therapy 
(85%), nasal corticosteroids for allergies (81%) and 
vaccines (75%). However, they were much less sup-
portive of a switch for statins (42%) and antihyper-
tensives (38%).10 
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These results suggest that pharmacists do not 
consider these particular OTC switches to be a 
valuable alternative for improving the manage-
ment of chronic conditions. In fact, ensuring 
optimal management of chronic conditions is 
complex and requires long-term engagement11; 
adherence to and persistence with pharmacother-
apy are generally low and convincing people to 
adopt and maintain a healthy lifestyle is very chal-
lenging.12-17 In addition, other alternatives exist to 
improve both the accessibility and quality of care, 
including the provision of prescription privileges 
to pharmacists, the use of individual prescriptions 
with dosage adjustments by pharmacists, as well as 
collective prescriptions (as applied in Quebec). On 
the other hand, a majority of pharmacists would 
welcome OTC switches for non-chronic condi-
tions that are relatively easy to self-diagnose, often 
require little or no follow-up, and whose medica-
tions have low potential for harm.

To optimize OTC medication use, the majority 
of pharmacists reported the need for additional 
training, including appropriate clinical tools. 
In the Blenkinsopp et al. survey, all respondents 
agreed there should be a protocol and guidelines 
in place for the supply of OTC statins.6 Nearly all 

•  �Les pharmaciens ne sont pas en faveur de la déréglementation de 

la simvastatine ou de l’oméprazole et ne sont que modérément en 

faveur de la mise en vente libre du fluticasone.

•  �La complexité de la maladie et de la prise en charge pharmaceutique 

a été citée comme principal motif d’opposition à la mise en vente 

libre.

•  � On estime qu’une formation supplémentaire serait nécessaire pour 

faciliter le reclassement du produit parmi les médicaments en vente 

libre.

•  �Parmi les autres questions soulevées, mentionnons l’accès aux 

résultats d’analyses de laboratoire, les questions de responsabilité et 

le retrait du régime d’assurance-médicaments.
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agreed that training would be an integral part of 
a successful switch. In a survey by Stewart et al., 
most responders disagreed that the education they 
received failed to meet their needs for OTC simvas-
tatin and omeprazole.7 In follow-up work, 60.7% 
of those reported having a protocol in place for 
the sale of omeprazole.18 In Quebec, the TEAM 
study has showed that after a short period of train-
ing,19 community pharmacists can effectively and 
safely monitor and adjust statin dosage.20 However, 
a lack of time was perceived as a major barrier to 
the provision of such services in current pharmacy 
practice.21 

Limitations
Although the response rate was relatively high for 
this survey, about one-quarter of those surveyed 
did not answer the questions regarding OTC 
switches. There may have been some respondent 
bias, selecting those who are most interested in 
OTC medications. As for any survey, social desir-
ability bias may have influenced the results. 

More importantly, our survey questions were 
very general. We did not underline the condi-
tions regulating the OTC sale (e.g., target patient 
population, treatment duration and dosage). For 
perspective, in the UK, OTC simvastatin is for the 
10 mg strength only and sales are restricted to indi-
viduals who are at least at moderate cardiovascu-
lar risk. Having stated these conditions may have 
changed the results. 

Conclusion
Under the current practice conditions, most 
Canadian pharmacists do not support the switch 
of these 3 prescribed medications to OTC status 
(Schedule II status), particularly for a chronic 
condition like dyslipidemia. Before implement-
ing such legislative changes, successful conditions 
would need to be put in place, including appro-
priate training, access to laboratory tests and drug 
plan coverage for patients. n
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