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The Role of Store Brand OTC  
In Patient Self-Care 

 
This activity has been developed for community pharmacists whose practice calls upon them to assist and 
counsel patients who may benefit from using over-the-counter products as part of a self-directed healthcare 
regimen. The role of generic OTC and store-brand products are reviewed, as well as their economic benefits to 
the patient and pharmacy. Despite their perceived safety, OTC products can be associated with adverse effects. 
Important updates on the safe use of OTC products for peptic ulcer disease, allergies, birth control, and pain 
management are also discussed.  

Learning Objectives 

The target audience for this activity is community pharmacists.  
At the completion of this activity, the participant will be able to: 

 Describe the evolving patient attitudes toward self-care and wellness, specifically in the context of OTC 
products.  

 List important considerations for educating patients about the attributes of various OTC products and their 
efficacy.  

 Identify the economic variables that influence patients’ use of OTC products, including brand, generic, and 
store-brand products. 

 Describe the impact of healthcare reform initiatives on the role of physicians, pharmacists, and nurses who 
counsel patients on OTC products.  

 Summarize the emergence of pharmacist-dispensed OTC products and the pharmacist’s role in effective 
counseling of patients seeking these items. 
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ProCE, Inc. is accredited by the accreditation Council for Pharmacy Education as a provider of continuing pharmacy 
education. ACPE Universal Activity Number 0221-9999-14-017-H01-P has been assigned to this knowledge-based, 
home-study activity (initial release date 06-26-14). This CE activity is approved for 1.0 contact hour (0.10 CEU) in 
states that recognize ACPE providers. The activity is provided at no cost to participants. Completion of an evaluation 
and post-test with a score of 70% or higher is required to receive CE credit. CE credit will be uploaded automatically 
to NABP/CPE Monitor within 3 to 4 weeks after completion of the evaluation. No partial credit will be given. 

Release date: June 26, 2014  Expiration date: June 26, 2017 
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About the Faculty 
 

Mary Lynn Moody, BSPharm 

Mary Lynn Moody, BSPharm, is a Clinical Associate Professor in the Department 
of Pharmacy Practice at the University of Illinois at Chicago College of Pharmacy.  
She is also the Director of Business Development for the Drug Information Group. 
In this role, she is responsible for development and coordination of business 
relationships with clients of the Drug Information Group. Mary Lynn completed 
her pharmacy degree at the University of Illinois at Chicago and a PGY1 residency 
at Northwestern Memorial Hospital in Chicago.  
 
 
 
 

 

James H. Wisner, BBA, MBA 

Jim Wisner is President of the Wisner Marketing Group in Libertyville, Ill. He 
launched his company in 1999 after accruing over 30 years of senior management 
experience in the food and drug industry at Jewel Food Stores, Shaw's Super-
markets, and Topco Associates, where he was responsible for the OTC product area 
and launched the Topco Pharmacy Program. He has developed several industry-
wide research and education programs in consumer healthcare and other topics. Jim 
has contributed to numerous pharmacy education activities, focusing on self-care 
and patient behavior in the community pharmacy setting. Jim received his BBA in 
Marketing from the University of Notre Dame and his MBA from the Kellogg 
Graduate School of Management at Northwestern University. He previously held a 
visiting position at the University of Illinois at Chicago College of Pharmacy. 

 
 
 
Disclosures 
It is the policy of ProCE to require the disclosure of the existence of any significant financial interest or any other 
relationship a faculty member or a sponsor has with the manufacturer of any commercial product(s) discussed in an 
educational presentation. Mary Lynn Moody has disclosed that she has served as a consultant and/or speaker for the 
Perrigo Company. Jim Wisner has disclosed that he has served as a consultant and/or speaker for the Perrigo Company. A 
portion of grant funds received by ProCE from Perrigo will be used to compensate the faculty for this activity. 
 
The opinions expressed in this program should not be construed as those of the CE provider or Perrigo. The information 
and views are those of the faculty through clinical practice and knowledge of the professional literature. Portions of this 
program may include the use of drugs for unlabeled indications. Use of drugs outside of labeling should be considered 
experimental and participants are advised to consult prescribing information and professional literature. 
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This CE activity is a little different from many 
others in that it deals with front of the counter 
issues and patient self-care motivations.  

The patient’s perspective on the pharmacy and 
interaction with the pharmacist will be discussed 
along with the economic impact of OTC and store 
brands on both the patient and your pharmacy 
operation. 

This CE focuses as much on the practice 
environment as it does on the pharmacy itself. 

 

This learning activity provides an update on self-
care trends and OTC. It is very important to 
understand these trends in order to have a proper 
perspective regarding how patient behavior is 
evolving. The role of OTC will be reviewed - why 
pharmacists will have greater involvement than 
ever before. Store brand medications will be 
specifically discussed. Store brands are equivalent 
to generic pharmaceuticals and you may be 
surprised to find out just how important a role they 
play in your patients’ lives. Finally your role – and 
how you can assist your patients understanding of 
OTC products in general, and store brands, in 
particular, will be addressed along with some 
product-specific counseling topics.  
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So, what is this CE activity really all about? Why 
do we want to focus on OTC products and store 
brands?  

 

OTC medications are the first choice of most 
people to treat minor injuries or ailments. To 
illustrate this, 81% use OTC products, while only 
27% will schedule a doctor appointment.  

 

Why discuss the store brand OTC with your 
patients? Your role is to offer patients the best care 
at the least possible cost and to ensure that the 
entire pharmacy operation – including OTC – 
provides enough revenue to maximize its value to 
the patient as well as your employer.  
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Just how important are store brands? If we add up 
all of the doses of pharmaceuticals and OTC 
products that are taken by patients throughout the 
United States, what percentage are accounted for 
by store brand OTC medications?  

In unit sales, OTC accounts for over 60% of all 
drugs purchased, and store brands account for 46% 
of all of the OTC products. This means that more 
than 1 in every 4 medications purchased in the 
United States is a store brand or generic OTC 
product.  

 

Let’s take a look at some store-brand trends, and 
how they impact individuals.  

 

The last of the baby boomers turn 50 years old in 
2014. It is important to understand that “over 50” is 
really not “over the hill” – it is the hill that is 
driving healthcare today. 
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Individuals over 50 account for 70% of all 
prescription drug purchases and more than half of 
all OTC purchases. One-third of all OTC purchases 
are made by those over the age of 65. That group 
will continue to grow in the future as well. Equally 
important, personal healthcare expenditures begin 
to increase dramatically at age 45, nearly tripling 
before most individuals reach retirement age.  

 

In recent years, direct-to-consumer advertising of 
prescription drugs has increased. And with the 
many Rx-to-OTC launches, more healthcare 
communications and advertising have been targeted 
to consumers than ever before. Many other 
channels, such as ongoing media coverage and 
popular literature, provide even more information. 
Just take a look at how many magazines – and now 
even mobile apps – are dedicated to or directed at 
health and wellness topics. 

Over 80% of Internet users today look for health 
and medical information online. Most everyone 
looks for that information before making a visit to 
the doctor, and in many cases they feel that they 
may be as well – or perhaps even better– informed 
than the doctor when they arrive. 

And it is not only information on ailments and 
prescription drugs, it is also OTC products that 
consumers are researching. In one survey, 57% of 
Internet users had researched OTC products 
sometime within the last 2 months. Significantly, 
73% of that group did so at least once a month. 
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There are many new tools and information available 
today that weren’t available a few years ago. There 
are mobile apps that a shopper can take to the store 
and a variety of touchscreen-enabled devices in 
many stores. There are fitness and diet apps to track 
every step you take and every bite you eat. The list 
goes on and will only continue to get bigger. 

 

Rx-to-OTC switches are estimated to be $44 billion 
during the 5-year period between 2010 and 2015. 
Nearly two-thirds of all Americans wish that at 
least some of the prescription medications they 
currently take would be made available over the 
counter. OTC is accessible, convenient, and can 
often preclude the need to see a doctor.  

 

Switch activity is likely to increase. The FDA is 
becoming proactive in moving more drugs to OTC 
status.  

One of the reasons is that many other countries 
have a much greater focus and reliance on self-
care. They also have a longer life expectancy than 
citizens of the U.S. These countries have 
historically been more aggressive in moving 
products to OTC status. The FDA believes that 
drugs that can be safely taken and managed by 
patients should be made available as OTC 
products.  
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The FDA is looking to revamp the current system 
for regulating OTC drugs. The decades-old process 
that is currently in place is not flexible enough to 
keep pace with modern medical developments. The 
plan is to overhaul the Over-the-Counter Drug 
Monograph, a system that was put into place in 
1972. It was designed to set the dosing, labeling, 
and other standards for nonprescription drug 
ingredients – everything from aspirin to 
antibacterial hand scrubs. The regulators at the 
FDA have acknowledged that the process is 
extremely time-consuming, requiring multiple 
rounds of scientific review followed by public 
hearings and comments, before a final monograph 
can be published. We will continue to see changes 
in OTC regulations in the future. 

The FDA has several very specific requirements to 
be met before a drug can be switched to OTC status. 
First, the benefits must outweigh the risks when it is 
used as an OTC as opposed to a prescription 
product. Second, there must be little potential for 
misuse and a low likelihood of abuse. Next, 
consumers should be able to recognize the medical 
conditions for which the product is used and should 
also be capable of self-treating and using the drugs 
correctly. Finally, the drug must be adequately 
labeled for use in a way that is clear and 
understandable.Rx-to-OTC conversions take time – 
they can be very costly. Generally, both use and 
label comprehension studies are required before the 
drugs are approved. Product safety issues are 
handled on a case-by-case basis. 

This list includes some of the drugs currently being 
reviewed for future switches. The list is fluid and 
changes as the FDA assesses new information. 

A renewed interest in bringing statins to OTC 
status will have a major impact. Mevacor is already 
OTC in the United Kingdom. 
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How does OTC impact patient care?  

 

OTC is important. 35% of all adults in the United 
States use OTC medications on a regular basis. 
U.S. consumers make an average of 26 trips per 
year to purchase OTC products, but only 3 trips per 
year to the doctor’s office.  

 

Nearly all consumers believe that OTC medicines 
make it easy to treat minor medical ailments and 
prefer to treat themselves before seeking 
professional care. 86% of OTC users believe these 
products make doctor visits unnecessary. 85% of 
parents even prefer to treat their children with an 
OTC product first – before visiting the doctor.  
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OTC products are cost-effective. They save $102 
billion annually relative to alternatives such as 
doctor visits and prescription drugs. On average, 
every dollar spent by consumers on OTC 
medications saves the U.S. healthcare system $6 to 
$7. In an age where the cost of health care is 
constantly under discussion, OTC medications are 
probably one of the most immediate and effective 
ways to rein in healthcare costs.  

 

This is an example of what happens when a drug is 
switched from prescription status to OTC, and then 
eventually makes its way to store brand or generic 
alternative. When Prilosec was originally a 
prescription drug, it cost patients nearly $1,500 per 
year to maintain their regimen. When the generic 
prescription form was introduced, the cost was cut 
by more than half. Moving to OTC, the branded 
product again cut the price in half. And, since it 
could be purchased on sale or at a discounted price, 
most individuals were able to buy it at about one-
third the cost of the generic prescription drug. When 
Omeprazole became a store brand, the cost again 
was nearly halved. Ultimately, the patient moved 
from a medication regimen that cost nearly $1,500 
per year to maintaining the same drug regimen for a 
little over $100 a year.  

The federal government’s multiple changes in 
flexible spending accounts have been very 
confusing for many people. Until 2002, patients 
paid the full cost of OTC products. In 2003, these 
products were made reimbursable through flexible 
health spending accounts. In 2011, as part of the 
Patient Protection and Affordable Care Act, OTC 
products were not reimbursable without a written 
prescription. This change has far-reaching 
repercussions for patients and the healthcare 
system.  
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Under the Patient Protection and Affordable Care 
Act, requiring a prescription will add about $4.5 
billion to healthcare costs if only 10% of patients 
seek a prescription for an OTC product which they 
could otherwise purchase off the shelf.  

In one study, more than half of people were using 
flexible spending accounts to purchase OTC 
products, and 46% indicated that with the change 
in the law – they would now seek a prescription. 
Additionally, 76% of physicians said they were 
“somewhat” or “very” likely to write an OTC 
prescription for patients seeking reimbursement. 
Some discussion is finally taking place about 
reverting to the previous flexible spending law, 
though it has not yet been changed. 

 

Many people perceive that drugs dispensed from 
behind the counter constitute a new class of drugs. 
These are often products that are available without 
a prescription but must be dispensed by the 
pharmacist. Examples include children’s 
medications, pseudoephedrine products, and until 
recently, emergency contraceptives. Drugs that are 
often dispensed with a prescription – even though 
available on the shelf – include omeprazole and 
similar drugs. When a patient approaches you with 
a prescription, consider offering a generic 
alternative if one is available. This same advice 
applies to behind-the-counter OTC products. If you 
have a store brand or generic alternative, give the 
patient that option to help them reduce their 
healthcare costs and improve drug regimen 
adherence.  

Physicians agree about the positive benefits 
accrued when patients first turn to OTC 
medications to self-manage minor ailments. 89% of 
doctors surveyed believe responsible OTC use 
would ease the patient-care burden on medical 
professionals. 76% of physicians agree that having 
OTC medications available helps make managing 
patient health easier. Physicians also estimate that 
an average of 10% of office visits would be 
reduced with self-managed OTC use.  
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What exactly is store brand OTC? Is the quality the 
same as national brand drugs? What are the 
economics of these products, and how do 
consumers feel about them?  

 

Store brands are the OTC equivalent to generic Rx 
drugs. Their ingredients compare with those of the 
top-selling national brands, and the packaging often 
helps patients identify the national brand 
equivalent. Store brands are most often sold under a 
particular store’s name or label (or a name or label 
that they control) and sometimes are referred to by 
pharmacists as generic OTC.  

 

The use of the term “generic” makes sense when 
talking about prescription pharmaceuticals. Most 
people understand that generic pharmaceuticals 
have the same efficacy, mechanism of action, and 
other characteristics as their branded counterparts. 
They simply cost less. However, for products other 
than prescription drugs, the term “generic” often 
has a different connotation.  
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Patients understand that when being offered a 
“generic” prescription they are receiving an 
equivalent product at a lower price. But 
pharmacists are cautioned that referring to an OTC 
product as a “generic” may suggest to the customer 
that it is an inferior product. The word “generic” 
takes on a different context in store aisles, where 
prior consumer experience with generic products is 
typically with lower-quality, inexpensive items. 
Therefore, when speaking of store brand OTC 
products, it is important that pharmacists and other 
staff use a term such as “our brand” or reference 
the specific brand name used by the store or chain.  

 

Store brands, also referred to as “private label” – 
dominate most OTC categories in which they are 
sold. Private label analgesics far outsell the leading 
brands, and collectively outsell the next 9 brands 
combined. A recent University of Chicago study 
also found that pharmacists choose store brands for 
themselves 90% of the time.  

 

In unit sales, the store brand share is even higher. 
Across the board, these products have become the 
leading choice for most consumers, and they now 
collectively represent over 46% of total unit sales 
across all channels. When reassessed on a volume 
basis (the same as equivalent doses), store brands 
represent 59% of all OTCs taken.  
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Let’s move on to store brand economics.  

 

Everyone benefits with store brands. This 
comparison (costs are representative) indicates that 
the store brand product is significantly less 
expensive when compared with the national brand. 
The retail price to the consumer is also far lower, 
but the gross margin dollar return to your store’s 
operation is significantly higher.  

It is important to note that everyone comes out 
ahead. The consumer typically saves around 30% 
or more, and the increase in the retail margin is 
dramatically higher.  

 

The cumulative impact from customers switching 
to less costly but equally effective alternatives is 
substantial.  

For example, if just 10 patients per week switched 
to a store brand alternative in pharmacy operation 
that has 100 stores, the savings to patients totals 
more than $100,000 per year. At the same time, 
additional return to the store is almost as much. 
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The savings across all OTC categories are 
significant. The patient can redirect these savings 
to other healthcare needs and greatly extend their 
healthcare budget. For less affluent patients, this is 
especially important.  

 

Why do advertised brands cost more? For the top 
20 brands alone, conventional media spending 
accounts for more than 22% of the product cost. 
Add to this other marketing expenses, and it 
becomes clear why these brands cost so much 
more. 

The net result is a significant difference in cost of 
product that is unrelated to the product itself.  

 

In terms of quality, are store brands different from 
their advertised brand counterparts? Let’s take a 
look at store brand quality.  
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The most important thing to understand about store 
brands is that they must adhere to the exact same 
standards as advertised brands.  

Both store brand and advertised brand 
manufacturers are held to the same FDA standards 
and requirements for safety and common good 
manufacturing practices (cGMPs). Pharmacists can 
be confident that their store brand products meet all 
of the strict compliance requirements that are 
defined by the FDA.  

 

All generic and store brand manufacturers must 
commit to the same manufacturing best practices, 
or cGMPs. They are reviewed, audited, and 
controlled by the FDA to the same extent as all 
other manufacturers. These manufacturing best 
practices extend all the way from in-bound 
materials to the shelf.  

 

You will often hear the phrase “national brand 
equivalent.” This means that the active ingredients 
in the store brand product are the same as those of 
the advertised national brand. There may be some 
difference in excipient ingredients, colors, flavors, 
or other ingredients that have nothing to do with 
how the drug acts. You will often see packaging 
that at least invites some comparison. This is not 
meant to confuse the customer but to provide some 
understanding of how to select the appropriate 
alternative product. Most customers don’t have an 
understanding of the chemical names that describe 
the active ingredients.  
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The majority of customers believe in store brand 
quality. In fact, 80% of all consumers believe that 
store brand OTC products are of equal or better 
quality than their nationally advertised 
counterparts.  

 

To be approved by the FDA, generic or store 
brands must first conduct bioequivalence studies. 
They must demonstrate both safety and 
effectiveness in a very controlled fashion. 

 

During the study process, subjects take each of the 
drugs, and blood is drawn periodically to measure 
the amount of the active ingredient in the 
bloodstream. Studies are usually conducted under 
both fed and fasted conditions, and the generic 
alternative must pass both these tests. The 
bioavailability of the generic drug must match that 
of the branded drug within a very tight tolerance. 
Bioequivalence studies typically cost between 
$250,000 and $1.5 million. 
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It often takes a generation for a store brand item to 
reach the shelves, especially if it began as an Rx-
only item. Manufacturers are given patent 
exclusivity for 19 years when the newly developed 
drug is released as an Rx pharmaceutical. When the 
patent expires, other manufacturers may then make 
that drug in a generic form, subject to FDA 
approval. If it later converts from Rx-to-OTC, the 
original drug maker is generally granted exclusivity 
for the OTC item for 3 years. Only after that may a 
store brand be released, again subject to FDA 
approval.  

 

Who uses store brands? Many people have 
predictable top-of-mind reactions to the difference 
between store brands and nationally advertised 
brands. In the case of store brands, shoppers will 
generally say they “cost less” and have the “same 
ingredients.” Advertised brands generally will draw 
comments about being “effective,” but also that 
they are “expensive” and have “good packaging 
and advertising.”  

 

About 1 in 4 shoppers today are loyal to advertised 
brands, and a nearly equal number of shoppers 
prefer to buy a store brand when one is available. 
But most individuals are undecided about store 
brand OTC, and switch from store brands to 
advertised brands based on their knowledge and 
perception of individual brands, prices, and a wide 
variety of other factors. These “switchers” are those 
upon whom the pharmacist is likely to have the 
greatest influence.  
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Compared with other consumers, store brand users 
tend to be more independent in their thinking. They 
focus on productivity and accomplishment. When 
dealing with an illness, they want to make smart 
choices to return to their daily activities. Advertised 
brand users are typically more risk averse, focusing 
more on achieving confidence and peace of mind. 
They trust familiar brands and are less likely to 
seek alternatives. Shoppers categorized as 
switchers look for reassurance. They logically 
understand the benefits of store brands and may not 
appreciate the higher prices of advertised brands, 
but may need the emotional reassurance of a 
pharmacist or another trusted source before 
purchasing a store brand product. Sensing these 
predispositions can be helpful when counseling 
patients about OTC products.  

Studies have indicated that parents want to err on 
the side of caution when purchasing OTC 
medications for their children, and are more likely 
to select national brands. This may explain why 
there is a somewhat lower store brand penetration 
in cough and cold medications (often purchased for 
children) than in other OTC categories.  

 

Pharmacists continue to play an increasingly larger 
role in counseling patients regarding OTC 
medications. In a retail community pharmacy 
setting, the pharmacist truly is viewed as the center 
of the in-store patient-care universe, bringing 
together not only prescription medications, but also 
an understanding of OTC medications, healthy 
foods, and nutrition and lifestyle factors that impact 
patient self-care.  
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Where do patients go after seeing the doctor? They 
go shopping!  

More than three-fourths of all patients visit a store 
within 4 hours of seeing the doctor. While 52% of 
patients purchase prescription medications, another 
52% also buy food, 25% purchase OTC 
medications, and 17% shop for other health- and 
beauty-related products. 

Particularly when these patients are dealing with a 
health condition, they may have many questions for 
their pharmacist.  

 

Patients typically ask the pharmacist or technician 
about drug interactions, or they want to receive 
personal counseling on a specific health condition. 
In addition, 73% want information about traditional 
OTC products. 51% want to learn more about 
vitamins and supplements. These interactions with 
the patient present opportunities for the pharmacist 
or technician to educate consumers on the 
reliability and cost savings offered by OTC 
products in general and store brands in particular.  
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Pharmacists make a lot of recommendations. With 
OTC medications, explaining the available 
alternatives is important.  

 

Many people find shopping for OTC medications 
confusing and want help from the pharmacist to 
choose the right product. This is not surprising. But 
85% of consumers also expect to see store brand 
products displayed prominently – right next to the 
advertised national brands.  

 

Store brand package labeling is important –  
beyond what appears on the drug facts panel. 
Package attributes also let the consumer know what 
to expect from a product without the need to read 
the fine print. For store brands, it is most important 
to communicate product benefits and comparisons 
to the national brand. The other items identified 
here are important for all products.  
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Many patients with a gluten intolerance or celiac 
disease want to know if the OTC products they 
purchase are gluten-free. Although very few 
medications contain gluten, many manufacturers 
have begun labeling their products as gluten-free 
when they follow a set of defined processes to 
validate them as such.  

 

Many OTC medications require increased 
pharmacist-patient interaction. These include OTC 
products that must be obtained from a pharmacist 
(including pseudoephedrine items, children’s 
medications) and OTC items for which the patient 
has received a doctor’s prescription. These products 
are referred to as “ORx.” The advent of in-store 
clinics, changes in the availability of emergency 
contraception, and now Rx-to-OTC items 
collectively bring even more patients to the store 
looking for both answers and product solutions.  

 

Pharmacists and pharmacies have a big impact on 
the purchase of OTC medications. Patients who fill 
prescriptions are far more likely to purchase OTC 
products or personal care items than are other 
shoppers in the same store. Shoppers who purchase 
a prescription on a grocery shopping trip are more 
likely to purchase OTC items as well.  
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It is important for the pharmacist to be aware not 
only of new OTC products, but also new warnings 
that have been issued on established OTC products. 

 

Proton pump inhibitors (PPIs) are the third highest-
selling class of drugs in the United States, with 
more than 100 million prescriptions and $13.9 
billion in prescription drug sales in 2010. With 
widespread and frequent long-term use of PPIs, 
some serious adverse effects have been identified, 
suggesting a need for more selective prescribing 
practices. This is particularly important for older 
adults who may be more vulnerable to these 
adverse effects. There is increasing evidence that 
PPI therapy may be associated with the 
development of Clostridium difficile infections and 
hip fractures.  

 

PPIs are beneficial when used appropriately; 
however, they are often overused and misused. 
There are reports of PPIs being initiated or 
continued for prolonged periods of time, without 
sufficient evidence to support their use. In one 
study, more than half of elderly patients who were 
prescribed PPIs at discharge had no documented 
indication for treatment. A second study showed 
that 65% of inpatients who were given PPIs did not 
have an approved indication for their use. Some 
examples of unapproved use of PPIs – without 
evidence to support their use –include treatment of 
low-risk patients as prophylaxis against “stress” 
ulcers and concurrent administration with 
corticosteroids to prevent peptic ulcer disease in 
non-critically ill patients.  



 

25 

The FDA issued a warning to prescribers in 2012 
regarding the use of PPIs and an increased risk of 
C. difficile–associated diarrhea (CDAD). A 
diagnosis of CDAD should be considered for 
patients taking PPIs who develop diarrhea that does 
not improve. CDAD is the most commonly 
diagnosed institutional-acquired diarrhea, with an 
incidence of 0.1-2% in hospitalized patients. 
Residence in a nursing home and advanced age are 
two established risk factors for CDAD. Studies 
suggest that acid-suppressive therapy is also a risk 
factor. Gastric acid has a protective role against 
ingested bacteria. Decreasing acid with a PPI may 
facilitate colonization by C. difficile with 
subsequent toxin production and toxin-mediated 
intestinal injury and inflammation.  

In 2010 the FDA released a safety update on the 
use of PPIs and the risk of fracture. The new safety 
information is based on FDA review of several 
epidemiologic studies that reported an increased 
risk of fractures of the hip, wrist, and spine with 
PPI use. Some studies found that those at greatest 
risk for these fractures received high doses of PPIs 
or used them for 1year or longer.The majority of 
the studies evaluated individuals 50 years of age or 
older, and the increased risk of fracture was 
observed primarily in this age group. 

 

There are some interventions that the pharmacist 
may consider for patients taking PPIs. It is helpful 
to identify those who have been taking PPIs for 
longer than 1 year, as they are at highest risk for hip 
fracture. Discuss potential alternatives to long-term 
PPI use, including H2 blockers and lifestyle 
changes. Pharmacists may want to consider adding 
“alerts” on the store shelf to encourage patients to 
have a conversation with the pharmacist.  
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Nasacort 24HR is the first OTC intranasal 
corticosteroid available in the U.S. It is approved 
for treatment of allergic rhinitis. Allergic rhinitis 
occurs when patients present with 2 or more 
symptoms, such as nasal congestion, rhinorrhea, 
sneezing, or itchy nose, eyes, and throat.  

 

Current guidelines recommend treatment based on 
the severity of symptoms and how long the patient 
has suffered with allergic rhinitis. If persistent (i.e., 
symptoms for >4 days per week and for >4 weeks 
per year) and if symptoms are moderate to severe, 
the choice would be an intranasal corticosteroid.  

 

Nasacort is approved for use in children >2 years 
and adults. The adult dose is 1-2 sprays in each 
nostril once a day, while children aged 2-12 years 
should receive only 1 spray in each nostril once a 
day. 
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The most common adverse effects of Nasacort 
include headache, nasal irritation, pharyngitis, and 
nosebleeds. Children taking Nasacort for extended 
periods risk growth suppression.  

 

When counseling patients about Nasacort, the 
pharmacist should stress that it is not indicated for 
colds or flu. It is only approved for allergic rhinitis. 
The continuous use of this agent can result in 
growth suppression in children. The pharmacist 
should review the roles of intranasal corticosteroids 
and oral antihistamines in the treatment of allergic 
rhinitis. 

 

Although acetaminophen has been on the market 
for decades, overdoses with acetaminophen still 
account for 55,000 to 80,000 emergency room 
visits each year. At least 500 patients die each year 
from acetaminophen overdose. Nearly 1 out of 
every 4 adults in the U.S. uses acetaminophen 
weekly, and it is found in more than 600 
prescription and OTC products.  
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In 2013, the FDA released a new warning regarding 
acetaminophen. There have been reports of severe 
skin reactions, including reddening of the skin, 
blisters, and rash. These skin reactions (Stevens-
Johnson Syndrome, toxic epidermal necrolysis, and 
acute generalized exanthematous pustulosis) can 
occur with the first dose or with longer-term use. 
These reactions can also be fatal. In 2011, the FDA 
changed the product labeling for acetaminophen to 
reduce the total daily dose to 3,000 mg, or 6 extra-
strength tablets. The manufacturer of Tylenol has 
also added new warning labels on the caps of their 
Tylenol products to remind consumers that they 
contain acetaminophen.  

Pharmacist must continue to educate patients about 
the risks of liver damage with higher doses of 
acetaminophen. They should also warn consumers 
about the new information regarding skin reactions. 
Pharmacists should monitor total acetaminophen 
intake when patients are taking prescription and 
OTC acetaminophen.  

 

Plan B One Step contains 1.5 mg of levonorgestrel, 
taken as a single dose. It should be taken as soon as 
possible after unprotected intercourse, and may 
reduce the risk of pregnancy if taken within 72 
hours of unprotected sex. 
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In June 2013, Plan B One Step was made available 
as an OTC product without age restrictions. The 
store brand formulation is expected in 2014. 

 

It is important to be aware of potential drug 
interactions with emergency contraception. 
CYP3A4 inducers, such as barbiturates, 
carbamazepine, felbamate, phenytoin, rifampin, 
and St. John’s wort, can reduce the effectiveness of 
emergency contraception. Drugs used in the 
treatment of HIV can also impact the effectiveness 
of emergency contraception.  

 

Pharmacists should counsel patients who are 
routinely using oral contraceptives about the 
appropriate use of these agents. Emergency 
contraception is not indicated for routine birth 
control. When reviewing emergency contraception, 
reinforce that it does not protect against sexually 
transmitted diseases and that there are potential 
drug interactions. Pharmacists may consider 
discussing the benefit of keeping a supply of 
emergency contraception at home in case of an 
emergency. Keeping brochures on the pharmacy 
counter can be useful for patients who may be 
uncomfortable asking about the product.  
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Let’s review a case of a patient named Susan, who 
has come to the pharmacy to purchase store brand 
omeprazole. Read the case study presented on the 
slide. 

 

The pharmacist should inquire about the frequency 
and duration of use of PPIs since they can increase 
the risk for hip fracture and Susan is over age 50. 

She states that she has been taking store brand 
omeprazole for about 2 years for daily heartburn. 
She confirms that she never told her doctor about 
this because it is an OTC drug and she believes it is 
safe. 

 

What are the key counseling points that should be 
reviewed with Susan? The pharmacist should 
discuss the FDA warning about increased risk of 
hip fractures with PPI use and explain that it is most 
frequently reported in people taking PPIs for 
extended periods (>1 year) and those over age 50. 
Discuss other methods of managing her heartburn, 
including the availability of other heartburn 
products and lifestyle changes. 
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Let’s review what we’ve discussed today.  

Now, the rest is up to you!  

 



 

32 

 

Post-Test  

1. What percentage of total OTC drug 
purchases is represented by store brands? 

A. 10% 
B. 20% 
C. 30% 
D. 46% 

 
2. For every dollar spent on OTC medicines, 

how much is saved by the U.S. healthcare 
system? 
A. $2 – $3 
B. $4 – $6 
C. $6 – $7 
D. $10 – $11 

 
3. The FDA has specific requirement for 

switching a drug from Rx to OTC, including:  
A. Benefits must outweigh the risks 
B. Low risk of abuse 
C. Product can be adequately labeled for use 
D. All of the above 

 
4. Individuals over the age of 50 account for 

what percentage of OTC purchases? 
A. >50%  
B. <60% 
C. >40% 
D. <40% 

 
5. What characteristic describes advertised 

brand users? 
A. Independent thinker 
B. Risk averse 
C. Needs reassurance 
D. None of the above 

 

6. According to one study, what percentage of 
consumers believe that store brand quality is 
equal to or better than the quality of national 
brands? 
A. 60% 
B. 67%  
C. 80% 
D. 92% 

 
7. What percentage of individuals can be 

classified as “switchers” between store 
brands and national brands? 
A. 22% 
B. 23% 
C. 40% 
D. 55% 

 
For questions 8 and 9: Mrs. Green is a 73-year-
old woman who has shopped at your store for 
several years. Both she and her husband are retired 
and are interested in staying healthy. She regularly 
asks you for advice when making decisions about 
OTC products. Today she is in a store aisle looking 
for a proton pump inhibitor (PPI). She seems 
unsure about purchasing the store brand product.  

8. When talking to Mrs. Green about store-
brand lansoprazole, she seems reluctant to 
purchase it. What information can you 
provide that might assure her about the 
quality of store-brand OTC lansoprazole? 
A. The FDA holds store brand manufacturers 

to a different level of compliance than 
national brand manufacturers.  

B. The FDA holds store brand manufacturers 
to the same level of compliance as national 
brand manufacturers. 

C. The FDA holds store brand manufacturers 
to a higher level of compliance than 
national brand manufacturers. 

D. The FDA does not regulate store brand 
manufacturers. 

 

Continuing Education for this activity is processed through the ProCE online CE Center. To receive CE credit: 
 Go to www.ProCE.com/OTC-pharmacy 

 Click on “Post-Test/Evaluation” to enroll and complete the Post-Test and Evaluation 
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9. When counseling Mrs. Green about the 
store-brand lansoprazole, what important 
point should you discuss with her in your 
counseling session? 
A. Risk of fracture with long term PPI use 
B. Constipation is a common side effect 
C. She should take the medicine every day for 

6 months 
D. Risk of alopecia with this product 

 
10. Mrs. Anderson is a new customer who has 

just started bringing prescriptions to your 
store for herself and her family members. 
She is picking up an antibiotic prescription 
for her 17-year-old daughter. She also has a 
bottle of 100 acetaminophen tablets that she 
is going to purchase. What key points should 
you discuss with her regarding appropriate 
use of acetaminophen? 
A. Risk of secondary hypertension 
B. Interaction with antibiotics 
C. Risk of liver damage and severe skin 

reaction  
D. Risk of renal damage  

 

11. Todd is 23 years old and has asthma. He has 
stopped by your pharmacy to pick up his 
prescription for inhaled albuterol. He also 
plans to purchase Nasacort Allergy 24HR. You 
inquire about his OTC purchase, and he 
explains that he was told a corticosteroid could 
improve his asthma; he thought this would be a 
good product. What should you do? 
A. Simply ring up his prescription and OTC 

purchase 
B. Explain that Nasacort Allergy is an 

intranasal corticosteroid and is not designed 
to treat asthma 

C. Counsel him on appropriate inhalation 
technique for nasal corticosteroids 

D. None of the above 
 
12. Emergency contraception must be taken: 

A. Within 12 hours of unprotected intercourse 
B. Within 24 hours of unprotected intercourse 
C. Within 72 hours of unprotected intercourse 
D. Within 5 days of unprotected intercourse 
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