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CARDIOVASCULAR DISEASE (CVD) IS THE leading cause of death 
in the United States for many population groups, includ-
ing individuals who are Alaska Native, Black, Hispanic, and 
Indigenous, as well as White men.1 The statistics are sobering:

•  Approximately 697,000 individuals in the United 
States died from heart disease in 2020, which accounts 
for 1 of every 5 deaths.2,3

•  CVD costs the United States approximately  
$216 billion each year, causing $147 billion in lost 
productivity at work.4

•  An individual dies every 34 seconds in the United States 
from CVD.1

February is American Heart Month, and there’s no better 
time to remind pharmacists that they are vital in the fight 
against CVD. As trusted health care professionals, they can 
help advise patients about lifestyle changes, guide them 
to appropriate treatments, and refer them to physicians 
when warranted.

In this issue, our Cover Feature looks at how pharmacists 
can help patients identify risks for premature coronary 
artery disease (PCAD). Unfortunately, rates of PCAD in 
patients with diabetes, hypertension, and obesity continue 
to rise. Meanwhile, the OTC Focus tackles whether 
nonprescription supplements offer cardiovascular benefits, 
with the American Heart Association maintaining its stance 
on preferably obtaining essential nutrients through 
dietary means.

Elsewhere in the issue, we provide information on the 
challenge of managing coughs, whether it is too late for 
patients to get their annual flu shots, and how pharmacists 
can improve communications with patients during 
medication therapy management sessions.

And make sure to take a look at the second part of  
our annual Pharmacy Times® 2022 Salary and Job  
Satisfaction Survey.

Thanks for reading!
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Biologics License Applications, Biosimilars, Generics, and New Drug Applications

Drug name Indication Manufacturer Date 
approved

FoundationOne Liquid CDx Indicated to be used as a companion diagnostic to identify individuals 
with ROS1-positive non –small cell lung cancer or those with NTRK 
fusion–positive solid tumors who do not have a tissue sample available 
and may be eligible for treatment with entrectinib.

Foundation Medicine 1/4/23

Lecanemab (Lequembi) Indicated to slow the progression of Alzheimer disease Eisai and Biogen 1/6/23

Albuterol/budesonide (Airsupra) Indicated to prevent and treat bronchoconstriction on an 
as-needed basis

AstraZeneca 1/11/23

Semaglutide (Rybelsus) Label updated to allow the drug to be used in addition to diet and 
exercise as a first-line option to improve glycemic control in adults with 
type 2 diabetes

Novo Nordisk 1/12/23

Risperidone (Rykindo) Indicated to treat adults with schizophrenia and as a monotherapy or 
adjunct therapy for adults with bipolar I disorder

Luye Pharma Group 1/15/23

Tetanus toxoid, reduced 
diphtheria toxoid, and acellular 
pertussis vaccine; Tdap (Adacel)

Indicated during the third trimester of pregnancy to help protect against 
pertussis in infants younger than aged 2 months

Sanofi 1/17/23

Transcatheter aortic valve 
implantation system (Navitor)

Indicated for the treatment of individuals with severe aortic stenosis 
who are at extreme or high risk for open-heart surgery

Abbott 1/17/23

Zanubrutinib (Brukinsa) Indicated for the treatment of chronic lymphocytic leukemia or small 
lymphocytic lymphoma in both newly diagnosed or previously treated 
patients, including those previously administered ibrutinib.

BeiGene USA, Inc 1/19/23

Bexaglifozin (Brenzavvy) Indicated for the treatment of adults with type 2 diabetes TheracosBio 1/23/23

Sutimlimab-jome (Enjaymo) Label updated with new long-term safety and efficacy data for 
individuals with cold agglutinin disease with or without a history of 
transfusions

Sanofi 1/25/23

Spinal cord stimulation 
(Proclaim XR)

Indicated for diabetic peripheral neuropathy Abbott 1/26/23

Pembrolizumab (Keytruda) Indicated as a single agent for adjuvant treatment following surgical 
resection and platinum-based chemotherapy for adults with stage IB, II, 
or IIIA non–small cell lung cancer

Merck 1/27/23

Elacestrant (Orserdu) Indicated for the treatment of postmenopausal women or adult men 
with estrogen receptor–positive, HER2-negative, ESR1-mutated 
advanced or metastatic breast cancer with disease progression following 
at least 1 line of endocrine therapy

Stemline 
Therapeutics, Inc

1/27/23

Pirtobrutinib (Jaypirca) Indicated for the treatment of adult patients with relapsed or refractory 
mantle cell lymphoma following at least 2 lines of systemic therapy, 
including a Bruton tyrosine kinase inhibitor

Eli Lilly and Co. 1/27/23

FOR THE FULL FDA APPROVALS LIST, GO TO PHARMACYTIMES.COM
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News From PharmacyTimes.com

Study: Frequent Antibiotic Use 
Increases IBD Risk
FREQUENT USE OF ANTIBIOTICS may heighten the risk 
of inflammatory bowel disease (IBD), including Crohn disease 
and ulcerative colitis, among individuals 40 years or older, 
according to the results of a study published in Gut. The find-
ings show that the risk is cumulative and is greatest at 1 to  
2 years after use of antibiotics that target gut infections.

Previous evidence suggested that environmental factors 
contribute to the development of IBD, with one factor  
associated with younger individuals who use antibiotics. 
However, it was unclear whether this factor applied to those 
who are older. Investigators used national medical data from 
2000 to 2018 for Danish citizens aged 10 years or older who 
had not received an IBD diagnosis to determine whether 
dosing and timing of antibiotics were important factors 
for the development of IBD, as well as whether it varied by 
antibiotic type and IBD.

More than 6.1 million individuals were included in the 
study, with 5.5 million prescribed at least 1 course of antibi-
otics between 2000 and 2018. During that time, there were 
approximately 16,881 new cases of Crohn disease and 36,017 
new cases of ulcerative colitis diagnosed. Overall, when com-
pared with no antibiotic use, these drugs were associated 
with a high risk of IBD, regardless of age. However, investiga-
tors found that older age was associated with the highest risk.

Individuals aged 10 to 40 years were 28% more likely to 
receive an IBD diagnosis compared with 48% for those aged 
40 to 60 years. Approximately 47% of individuals 60 years or 
older were more likely to receive an IBD diagnosis.

Fatty Liver Disease Shows Link 
to Fast Food Consumption
EATING FAST FOOD IS associated with nonalcoholic 
fatty liver disease, a potentially life-threatening 
condition where fat builds up in the liver, 
according to the results of a study published in Clinical 
Gastroenterology and Hepatology.

Investigators from Keck Medicine of the University 
of Southern California found that individuals who 
are obese or who have diabetes and consume 20% or more 
of their daily calories from fast food have an increased level 
of fat in their liver compared with those who consume less 
or no fast food. Additionally, they found that the general 
population has moderate increases of liver fat when 
one-fifth or more of their diet consists of fast food.

Previous research results show a link between fast 
food and diabetes and obesity, but the results of this 
study are the first to show the negative impact of fast 
food on the liver, said Ani Kardashian, MD, a hepatolo-
gist with Keck Medicine. The results also showed that 
even a relatively modest amount of fast food can hurt 
the liver. Even 1 meal at a fast food restaurant can be a 
risk to individuals’ livers if the meal equals at least one-
fifth of their daily calorie intake, Kardashian said.

Investigators analyzed the most recent data from the 
2017-2018 National Health and Nutrition Examination 
Survey to help determine the impact of fast food on liver 
steatosis. They defined fast food as meals, including 
pizza, from either a drive-through restaurant or a 
restaurant without a wait staff.

Abuse, Neglect in Childhood Can 
Cause Mental Health Issues
ABUSE OR NEGLECT IN childhood can cause multiple men-
tal health issues, according to the results of a study pub-
lished in the American Journal of Psychiatry. Investigators 
from University College London (UCL) aimed to examine 
the causal effects of childhood maltreatment and mental 
health while accounting for other environmental and genet-
ic factors, including a family history of mental illness and 
socioeconomic disadvantage.

“This study provides rigorous evidence to suggest that 
childhood maltreatment has small causal effects on mental 
health problems. Although small, these effects of maltreat-
ment could have far-reaching consequences, given that 
mental health problems predict a range of poor outcomes, 
such as unemployment, physical health problems, and early 
mortality,” Jessie Baldwin, PhD, Sir Henry Wellcome post-
doctoral fellow at UCL, said in a statement. 

“Interventions that prevent maltreatment are therefore 
not only essential for child welfare but could also pre-
vent long-term suffering and financial costs due to men-
tal illness,” she said.

The study contained an analysis of 34 quasi-experimental 
studies including more than 54,000 individuals. A 
quasi-experimental study can help establish cause and effect 
in observational data, using specialized samples or innova-
tive statistical techniques used to rule out other factors. 

Across the 34 studies, investigators found small 
effects of child maltreatment on a range of mental 
health issues, including attention-deficit/hyperactivity 
disorder; conduct problems; internalized disorders, such 
as anxiety, depression, self-harm, and suicide attempt; 
externalized disorders, including alcohol and drug abuse; 
and psychosis. Investigators reported that the effects 
were consistent regardless of the method they used or 
the way they measured maltreatment and mental health. 
The results suggested that preventing 8 cases of child 
maltreatment would prevent 1 individual from developing 
mental health issues.

Additionally, investigators found that part of the over-
all risk of mental health issues in individuals who were 
exposed to maltreatment was the result of preexisting vul-
nerabilities, which could include adverse environments 
such as a socioeconomic disadvantage and genetic liability.

FOR REFERENCES, GO TO PHARMACYTIMES.COM/PUBLICATIONS

By ASHLEY GALLAGHER
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Salary Survey

PHARMACISTS ARE MODERATELY HAPPY WITH both their 
compensation and jobs, according to the results of the 2022 
Pharmacy Times® Salary and Job Satisfaction Survey. The first 
article in this 3-part series covered a general overview of the 
survey and its respondents. In this article, we will explore 
the questions and answers regarding compensation.

When the respondents were asked to rank how satisfied 
they were with their current annual total compensation 
on a scale of 1 to 7 (1 being “not at all” and 7 being 
“extremely”), the average response of the 150 responding 

pharmacists was 4.15. These results show a slight decrease 
in satisfaction compared with the 2021 survey, which found 
an average response of 4.41.

Of 149 respondents, 53.7% said they had received 
additional compensation, such as bonuses or profit sharing 
in the past year, compared with 45.6% who said they 
had not. By comparison, just 28.9% of respondents said 
they had received bonuses or profit sharing during their 
first year after graduating from pharmacy school. When 
participants were asked to rank their satisfaction with their 
compensation during their first year after pharmacy school 
on a scale of 1 to 7, the average response was 4.22.

Compensation is also a significant driver of job 
satisfaction. Interestingly, 11.2% of respondents chose 
compensation as a significant driver of dissatisfaction 
in their job. Other choices for dissatisfaction included 
workload (35.3%), struggle of balancing work and personal 
life (24.7%), and management at their workplace (11.8%).

However, other respondents said their compensation is 
1 of the top 3 reasons they are satisfied with their work. 
When asked to choose their top 3 drivers of job satisfaction, 
16.3% chose compensation. Other significant drivers 
included pride in what they do (16.3%), autonomy (12.0%), 
and colleagues (10.2%).

Next month, in part 3 of this series, we will explore how 
survey respondents view their job satisfaction. ■

Pharmacists Are 
Moderately Satisfied 
With Compensation, 
Slightly Less With 
Overall Job, Survey 
Shows (Part 2)
A Total of 150 Respondents Rated 
Their Satisfaction With Total Annual 
Compensation as 4.15 on a Scale of 1 to 7, 
Down From 4.41 in 2021
By CAITLIN MOLLISON

Of 149 respondents, 
53.7% said they had 
received additional 
compensation, 
such as bonuses 
or profit sharing 
in the past year, 
compared with 
45.6% who said 
they had not.

©
 I

ri
n

a 
S

tr
e

ln
ik

o
v

a 
/ 

A
d

o
b

e
 S

to
ck



18 pharmacytimes.com February 2023

Social Comments

WORTH MENTIONING

Tell us why you’re proud to be a pharmacist and why 
the profession is so important.

Use #APharmacistIs on social media or email submissions to 
Aislinn Antrim at aantrim@pharmacytimes.com.

BE SOCIAL!



Which OTC Products 
Do You Recommend?

Scan the QR Code

Or visit: bit.ly/1OTC2023

to participate in the survey!

Abbreviated Rules: NO PURCHASE NECESSARY. Void where prohibited by law and Subject to all applicable laws. Sweepstakes begins on or about December 1, 2022, at 12:01 a.m. ET and 
ends on March 31, 2023, at 11:59 p.m. ET. Open only to legal United States residents who are older than the age of majority in his or her state of residence at the time of entry and currently 
a practicing pharmacist. TO ENTER: Enter online by submitting a completed entry form, which will include your full name, e-mail address, title, employer, mailing address, phone number, and 
date of birth, after completing the survey available through the survey invitation e-mail sent to certain practicing pharmacists. Alternatively, any currently practicing pharmacist may enter 
the Sweepstakes by printing the words “2023 OTC Guide Survey,” along with his or her full name, title, date of birth, street address, city, state, zip, and phone number on a 3” by 5” white 
index card. Mail the card to Pharmacy and Healthcare Communications, LLC, Attn: 2023 OTC Guide Survey, 2 Clarke Drive, Suite 100, Cranbury, NJ 08512. All entries must be received no 
later than 11:59 p.m. ET on February 28, 2023. Limit (1) one entry per person, per mailing address, per outer mailing envelope, and per e-mail address. Total ARV of all prizes to be awarded: 
$2,500.00. Odds of winning depend on the number of eligible entries received. See Official Rules at http://www.pharmacytimes.com/otcguide/rules for additional eligibility restrictions, prize 
descriptions, restrictions, and complete details. Sponsor: Pharmacy and Healthcare Communications, LLC.

 

Your clinical opinion is more  
important than ever. 
 
The results of this survey will be published in our  
annual OTC Guide ® and have been featured on  
national television.  
 
As a thank you for your participation, you will be  
entered to win a $250 visa gift card!* 

Join the Pharmacy Community by completing the annual survey of pharmacists.  
Share your top-recommended OTC products for patients.
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Editor’s Note

THERE IS A PROLIFERATION OF state legislative actions to allow inde-
pendent practice of nurse practitioners and physician assistants. 
At least 11 states have passed legislation or were in the process 
of doing so to provide for independent practice and prescribing 
in 2022,1 with more bills to come in 2023. Arguments in favor of 
these bills are a growing shortage of primary care providers, partic-
ularly in rural and underserved areas, and a proven record of safety 
during the COVID-19 pandemic, when restrictions on practice were 
lifted. Sound familiar? Pharmacists have been asking for the same 
thing, using the same justifications. 

APNPS ASK TO PRACTICE PRIMARY CARE INDEPENDENTLY 
The major difference between what advanced practice nurse 
practitioners (APNPs) and pharmacists are asking is the broad 
scope of independently practicing primary care that APNPs seek.
Primary care is a generalist role, with initial assessments of all 
maladies, treatments, and triage based on knowledge gained from 
both didactic work and years of practice training to gain experi-
ence. Notably, many of the proposed bills require apprenticeship, 
extra training, or time under supervision before independence is 
conferred to an APNP. 

EUAS PREP DECLARATIONS ARE EXPIRING
The era of post–COVID-19 regulation and practice with  
expiring emergency use authorizations (EUAs),  
commercialization of COVID-19 vaccines, and expanded  
privileges for pharmacists and pharmacy technicians provided  
by the Public Readiness and Emergency Preparedness (PREP)  
Act declarations is coming to an end. As a result, state  
pharmacy associations have been busy at work trying to get  
bills passed and advocate for changing state laws and  
regulations to keep privileges that were granted 
during the COVID-19 era.

PHARMACISTS ASK TO PRACTICE PHARMACY AND 
ASSESS, TREAT UNDER ESTABLISHED PROTOCOLS
Pharmacists are not asking to practice primary care, which is  
the generalist’s assessment and treatment related to illness and 
pathology. Rather, they are seeking mass authorization or indepen-
dent ordering of point-of-care testing, prescriptions for vaccines, 
or other treatments under narrowly and strictly defined protocols. 
In fact, very few pharmacists have ever advocated for—or want—
broad privileges. Even expansions to refill authorizations, titra-
tions, or other protocol-driven authoritizations do not approach a 
generalist practitioner’s scope. 

Pharmacists, 
Nurse 
Practitioners, 
and Physician 
Assistants, Oh My!
Unlike in The Wizard of Oz, 
There May Be More of a Scare 
Than Actual Danger From 
Nonphysicians Prescribing 
Diagnostics, Treatments
By TROY TRYGSTAD, PHARMD, PHD, MBA,  

PHARMACY TIMES® EDITOR IN CHIEF

TROY TRYGSTAD, PHARMD, PHD, MBA, is the executive 
director of Community Pharmacy Enhanced Services Network 
USA, a clinically integrated network of more than 3500 
participating pharmacies. 

AUTHOR BIO
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INSURANCE PREMIUMS REMAIN LOW FOR A REASON
Pharmacists’ safety record for acting independently under 
protocol is stunning. After many years of advocating against 
pharmacists operating independently under protocol, 
with predictions of death and disability caused by reckless 
and underprepared pharmacists in chaotic care settings, 
pharmacists successfully ordered, conducted, adminis-
tered, and documented more than 270 million COVID-19 
vaccinations and approximately 50 million COVID-19 tests, 
along with antibody treatments and nirmatrelvir/ritonavir 
(Paxlovid).2 Nary an event has occurred traceable to a phar-
macist not following protocol that caused harm to a patient. 
Pharmacist malpractice insurance continues to be available 
for less than $300 a year, and for good reason, even with 
interventions that now include administering strep tests, 
prescribing oral contraceptives, and other highly protoco-
lized services. Pharmacists are good at following prescrip-
tive instructions, which should not be a surprise. 

CONGRATULATIONS ON PRESCRIPTIVE AUTHORITY; 
INSURERS STILL WILL NOT PAY PHARMACISTS
Of course, reimbursement for services remains elusive, 
with widespread imposition and adoption of pharmacist 
reimbursement in community pharmacies still years away, 
if ever. Scope-of-practice gains allow pharmacists to do 
what they are good at, which is filling health gaps, screen-
ing, and optimizing medication use—not the provision of 
a general practitioner’s diagnostics and delivery of primary 
care. Scope of work, remunerable or otherwise compen-
sated, allows for scale and sustainability. For all other 
health professions, scope of practice and scope of work 
go hand in hand. Yet for pharmacists, the system resists, 
and when it yields, it favors pharmacies as the billers 
and not pharmacists. 

FEE-FOR-SERVICE PRIMARY CARE HAS BECOME A 
LOSS-LEAD PROPOSITION
Pharmacies and pharmacists may need to consider the  
reality that primary care struggles to survive on its own, and 
without the loss lead to specialty providers that generate 
large profits for health systems or the insurance captive 
of shared savings to primary care for the prevention of 
excess spending, practice and system owners now turn 
toward cheaper human capital and increased access points. 
Pharmacies have also been largely co-opted, for better or 
worse, by nonpharmacy practice interests and now rarely 

stand alone on the businessperson’s strategy whiteboard. 
What will that mean for pharmacists in practice? Well, 
very few graduating physicians are clamoring for family 
medicine residencies. 

DO PHARMACISTS REALLY WANT TO 
BECOME CREDENTIALED? 
Perhaps there is no pot of reimbursement at the end of that 
rainbow that is worth seeking. Unlike pharmacy prescrip-
tion reimbursement, where Medicaid tends to reimburse 
better than Medicare for commercially insured members, 
medical services billing favors the commercial mem-
bers, and Medicaid providers are much harder to come by 
because of staggeringly low reimbursement for primary care 
in most instances. Most plans will not allow pharmacies 
or pharmacists to “balance bill” or charge members a fee 
above the established reimbursement. Thus, established 
price points such as $50 to $100 out of pocket for point-of-
care testing, without the use of insurance and with the rise 
of health savings accounts and less price sensitivity post 
COVID-19, may be much more sustainable than the hemo-
globin A

1C
 test that pays less than $10 and with no primary 

care visit to bill to offset the loss. The last of the remaining 
truly independent primary care practice bastions, direct 
primary care, where there is no third-party reimbursement 
but 100% out-of-pocket payment by patients, is instructive, 
as it is the fastest-growing model of primary care financing 
and delivery. The pharmacy profession should watch close-
ly, as it may need to decide to bifurcate into 2 models: cash 
pay only and third-party reimbursement pharmacies. ■
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KATHLEEN KENNY, PHARMD, RPH, is a clinical medical writer 

for Healthline Media in Colorado Springs, Colorado.

Heart disease is a broad term that covers  
several conditions, such as arrhythmias, 
congenital heart defects, coronary artery 

disease (CAD), disease of the heart muscles, and 
disease of the heart valves. Heart disease is the 
leading cause of death in men, women, and 
individuals of most ethnic and racial groups in the 
United States. This includes individuals who are 
Black, Alaska Native, Hispanic, and Indigenous, 
as well as White men. For women who are Alaska 
Native, Asian American, Hispanic, Indigenous, 
or Pacific Islander, heart disease is second 
only to cancer.1

Despite Medical Advances in the Past Few 
Decades, Rates of PCAD in Patients With Diabetes, 
Hypertension, Obesity Continue to Rise
By KATHLEEN KENNY, PHARMD, RPH
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Help Patients 
Identify Risks 
for Premature 
Coronary Artery 
Disease
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Cover Feature

To understand the risks for heart disease, it is important 
to review how the heart works. The heart is divided into  
4 chambers: 2 upper chambers (atria) and 2 lower chambers 
(ventricles). The right side of the heart moves blood into 
the lungs through pulmonary arteries, where it picks up 
oxygen. The blood then returns to the left side of the heart 
through pulmonary veins, where it gets pumped out to 
the rest of the body.2 To keep blood flowing in the right 
direction, 4 valves open to let blood flow 1 way. These 
valves are the aortic, mitral, pulmonary, and tricuspid 
valves. They must open all the way and close tightly for the 
heart to function fully.2

The muscles of the heart contract and relax in a 
continuous cycle. During contraction (systole), the 
ventricles squeeze tight, which forces blood out of the heart 
and into the body and lungs. During relaxation (diastole), 
the ventricles fill with the blood from the atria.2

The heart’s electrical system keeps it beating regularly, 
ensuring the continuous exchange of oxygen-poor and 
oxygen-rich blood. Electrical signals begin in the right 
atrium, then travel through specialized pathways to the 
ventricles, prompting contraction.2

PREMATURE HEART DISEASE
Premature heart disease is defined as heart disease 
occurring in men younger than 45 years and women 
younger than 55 years. These cutoffs tend to vary among 
studies, ranging from ages 45 to 65 years.3

Between 4% and 10% of all heart attacks occur before 
age 45, and most strike men. CAD is responsible for 
approximately 80% of these heart attacks. Approximately 
4% are triggered by inborn abnormalities of the coronary 
artery system anatomy, 5% are attributable to blood 
clots blocking a coronary artery, and 5% are the result of 
blood clotting disorders. Finally, 6% are caused by a wide 
range of problems, including chest trauma, illicit drug 
use, inflammation of the coronary arteries, and radiation 
therapy in the chest area.4

CORONARY ARTERY DISEASE 
Coronary artery disease is defined as the reduction of blood 
flow to the heart muscle due to buildup of atherosclerosis 
in the arteries of the heart. Unfortunately, the incidence of 
premature CAD (PCAD) with 3 major known risk factors—

diabetes, hypertension, and obesity—increased between 
2000 and 2016.5 Risk factors for premature heart disease 
include the following:

Family history of heart disease. 
Different types of heart disease and related 
conditions, such as high blood pressure 
(HBP) and high cholesterol, can run in 
families. Family history is a nonmodifiable 

risk factor. The most common inherited conditions 
include cardiomyopathies; conduction issues affecting 
heart rhythm, called channelopathies; and familial 
hypercholesterolemia.6

Smoking. As a major modifiable risk factor 
for heart disease, smoking introduces 
chemicals into the body that damage the 
blood vessels and heart. This results in 

more plaque formation within the arteries, which leads 
to atherosclerosis.7

High low-density lipoprotein (LDL) 
cholesterol. Cholesterol is a waxy substance 
in blood that the body needs to build healthy 
new cells. Elevated levels of LDL cholesterol 
can increase the risk of heart disease. This 

waxy substance can stick to the inside of blood vessels and 
grow, resulting in decreased blood flow. These deposits 
can break free and form a clot that causes a heart attack or 
stroke. Although high cholesterol is sometimes hereditary, 
it is most often the result of poor lifestyle choices, 
which can be prevented or treated. High cholesterol is a 
modifiable risk factor.4

Hypertension. HBP can decrease the 
elasticity of the arteries. This impedes blood 
flow and oxygen to the heart, leading to heart 
disease. In turn, this can lead to angina, 
heart attacks, and heart failure.8

Abdominal obesity. Obesity is associated 
with an increased risk of developing 
cardiovascular disease, particularly coronary 
heart disease and heart failure. Although 

Cover Feature



25February 2023 pharmacytimes.com 

the mechanisms with which this occurs are multifactorial 
and not well understood, the ability of adipose tissue to 
expand and produce inflammatory proteins that can impair 
diastolic and systolic function, as well as the formation of 
atherosclerotic plaques, plays a key role in heart disease. In 
addition, body composition changes typical of obesity can 
lead to structural changes to the heart.9,10

Diabetes. Individuals with diabetes are twice 
as likely to have heart disease as those who 
do not have the disease.11 Over time, high 
blood glucose levels can damage the blood 
vessels and nerves serving the heart.

Metabolic syndrome. Metabolic syndrome 
is a cluster of conditions occurring together, 
including diabetes, hypercholesterolemia, 
hypertension, and obesity.

Elevated C-reactive proteins. Elevated 
circulating C-reactive proteins are an 
independent cardiovascular risk factor 
that is not fully understood. Investigating 
the molecular background of this 
association may provide new approaches to 
combating heart disease.

PHARMACISTS’ ROLE
Pharmacists can help ensure modifiable risk factors that 
are associated with premature heart disease are controlled 
by verifying that patients are filling their cholesterol, 
diabetes, hypertension, and weight management 
medications in a timely manner. Pharmacists can also 
troubleshoot adherence issues and counsel patients 
about different methods of smoking cessation and 
weight loss. In addition, pharmacists can provide 
patients with other resources to find more information 
on their conditions.

CONCLUSION
The good news is that most risk factors for premature 
heart disease are modifiable. The bad news is that lifestyle 
changes are incredibly difficult for many individuals, as 
they have been practicing these unhealthy habits all their 
lives. Pharmacists can contribute to helping make positive 
changes by actively listening to patients and offering small 
but important steps to help them on their journeys. ■
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THE CDC INDICATES THAT CARDIOVASCULAR DISEASE (CVD) continues to be 
the leading cause of death among both men and women across most 
ethnic and racial groups in the United States.1 Recent statistics show 
that in the United States, an individual dies every 34 seconds from 
CVD, accounting for 1 in every 5 deaths and representing an estimated 
697,000 deaths in 2020.1 

Research results show that some supplements may decrease the risk 
of CVD, whereas others may cause harm to individuals with CVD risk 
factors and have the potential to cause drug-supplement interactions.2 
However, findings from clinical trials have also revealed mixed results 
and clinical evidence remains insufficient.2 

In a recent publication, the American Heart Association (AHA) 
indicated that available trial data on the effect of nutrient supple-
ments and CVD outcomes have generated mostly inconclusive and 
insignificant results and more research is warranted.2 Moreover, there 
is still great debate and mixed views among consumers and health 
care providers about the clinical benefits associated with the use of 
nutritional supplements. 

The AHA noted that it is preferable to obtain essential nutrients 
via dietary means instead of nutrient supplements.2 The AHA recom-
mends a nutritional plan that is high in antioxidants, minerals, and 
vitamins and is low in saturated fat and sodium to diminish the risk 
of CVD.2 The AHA also notes that mineral and vitamin supplementa-
tions should not be used as a replacement for healthy eating. However, 
individual supplements may be required in cases of nutrient inad-
equacy or for those eating restricted diets, such as certain groups of 
older adults or vegans.2 

The CDC has indicated that many individuals elect to use sup-
plements to foster cardiovascular (CV) health and promote overall 
well-being.3 Examples of nutritional supplements marketed for CV 
health include coenzyme Q10, garlic, ginger, omega-3 fatty acids, plant 
sterols, and turmeric, as well as specialty mineral and multivitamin 
supplements formulated with a blend of essential nutrients specifical-
ly targeted for CV health. 

Pharmacists can provide patients with pertinent efficacy and safety 
data from clinical trials and recommendations from various health 
organizations, such as the AHA and CDC, and guide their selection and 
proper usage of nutritional supplements often used for CV health. 

RECENT NEWS AND CLINICAL STUDIES
Findings presented at the AHA’s Scientific Sessions 2022 showed that 
6 supplements extensively used for CV health, including cinnamon, 
fish oil, garlic, plant sterols, red yeast rice, and turmeric, were not 
more effective at lowering low-density lipoprotein cholesterol (LDL-C) 
more than a placebo after 28 days of use.4,5 In the prospective, ran-
domized, single-blind, single-center clinical trial, the SPORT study 
(NCT04846231), the results of which were published in the Journal of 
the American College of Cardiology (JACC), investigators sought to com-
pare the efficacy of a low-dose statin with a placebo and 6 common 

Jury Is Still Out 
on Cardiovascular 
Benefits of 
Nonprescription 
Supplements
American Heart Association 
Maintains Stance on Preferably 
Obtaining Essential Nutrients 
Through Dietary Means
By YVETTE C. TERRIE, BSPHARM, RPH

YVETTE C. TERRIE, BSPHARM, RPH, is a consulting 

pharmacist and medical writer in Haymarket, Virginia. 
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supplements in affecting inflammatory and lipid biomark-
ers.4,5 Health data for 190 adults between 40 and 75 years of 
age who had no personal history of CVD were examined.4,5 
Results indicated that none of the dietary supplements 
demonstrated a significant decrease in LDL-C compared with 
the placebo, and the adverse event rates were comparable 
across study groups. Investigators concluded that among indi-
viduals with an increased 10-year risk for atherosclerotic car-
diovascular disease (ASCVD), rosuvastatin 5 mg daily lowered 
LDL-C considerably more than cinnamon, fish oil, garlic, a 
placebo, plant sterols, red yeast rice, and turmeric.4,5 

In an editorial comment on the aforementioned study, 
which was also published in JACC, the authors wrote, “We 
believe that the conclusions made by Laffin et al4,5 should be 
qualified. We strongly agree that dietary adjuncts should not 
be viewed as a substitute for evidence-based LDL-C–lower-
ing medication. However, we also think that selected dietary 
supplements or adjuncts, particularly plant sterols or sta-
nols and viscous, soluble fibers [the latter were not studied 
by Laffin et al4,5], can have a role in ASCVD risk reduction 
strategies, though clinicians should counsel patients regard-
ing realistic expectations for the LDL-C response, as well as 
implications for ASCVD risk reduction.”6 

Another study published in JACC explored the correlation 
between cardiometabolic risk and micronutrients.7 Findings 
showed that certain supplements, such as coenzyme Q10, 
folic acid, and omega-3 fatty acids, may be beneficial to CV 
health.7 The meta-analysis of more than 884 studies showed 
supplementation with α-lipoic acid, catechin, coenzyme 
Q10, curcumin, flavanol, genistein, melatonin, folic acid, 
L-arginine, L-citrulline, magnesium, n-3 fatty acid, omega-6 
fatty acid, quercetin and vitamin D, and zinc demonstrated 
moderate- to high-quality evidence for diminishing CVD 
risk factors. In particular, n-3 fatty acid supplementation 
reduced coronary heart disease, CVD mortality, and myo-
cardial infarction events. β-Carotene supplementation 
augmented all-cause mortality, mortality events, and stroke 
risk. Coenzyme Q10 supplementation diminished all-cause 
mortality events. Folic acid supplementation diminished 
stroke risk. Selenium and vitamins C, D, and E showed no 
effect on CVD or type 2 diabetes risk. The authors indicated 
that their findings emphasize the significance of the bal-
ance of health benefits and risks, individualized interven-
tions, and micronutrient diversity and could be used for 
future clinical trials exploring the influence of specific com-
binations of micronutrients and their effect on CV health. 7

In a recent publication in Circulation, authors indicated 
that coenzyme Q10 was correlated with a decrease in 
all-cause mortality. However, larger-scale randomized 

controlled trials are necessary before any definitive 
interpretations can be drawn.8,9

CONCLUSION 
Understanding and implementing preventive measures 
early on can be instrumental in lowering the risk of CVD, 
and it is important that patients discuss their individual 
modifiable and nonmodifiable risk factors with their pri-
mary health care providers, as well as measures that may 
decrease these risks.

Pharmacists can screen for potential contraindications 
and drug-nutrient interactions and make clinical recom-
mendations tailored to patient needs. To ascertain the 
appropriateness of use, pharmacists should also encourage 
patients with comorbidities and those taking medications 
to discuss the use of supplements with their primary health 
care providers prior to using supplements and to keep an 
updated list of them. In addition, pharmacists can remind 
patients about the importance of limiting alcohol intake 
and smoking cessation, as well as the value of nutritional 
plans, such as the Dietary Approaches to Stop Hypertension 
plan and the Mediterranean diet, which align with the most 
recent recommendations from the AHA that may aid in 
lowering and/or preventing the risk of CVD.2 When feasible, 
the implementation of individualized routine exercise pro-
grams can also be beneficial in fostering overall CV health. ■
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Acne Day Dot
From: Peace Out Skincare
Peace Out Skincare’s ultrasheer version of its Acne Dot is designed to be worn under makeup. 
The acne patch is meant for invisible wear and is made from hydrocolloid polymer technology, 
salicylic acid, and other active ingredients to reduce pimples in 6 hours or less. The patches 
are cruelty free, gluten free, and vegan, and they are made for combination, dry, normal, oily, 
and sensitive skin types. The new Acne Day Dots are 61% thinner than the company’s original. 
The patches absorb impurities, protect pimples, prevent picking, promote healing, and reduce 
irritation and redness of the skin. They contain aloe vera leaf extract, encapsulated salicylic 
acid, and retinyl acetate.

Children’s Afrin 
Extra Moisturizing 
Stuffy Nose 
Pump Mist
From: Bayer
Bayer’s Children’s Afrin Extra Moisturizing 
Stuffy Nose Pump Mist is for patients aged 
between 2 and 6 years. Containing active 
ingredient oxymetazoline hydrochloride 
0.025%, the product provides nasal 
congestion relief with a fast response that 
lasts up to 12 hours. The mist provides 
temporary relief of nasal congestion 
related to the common cold, hay fever, 
and upper respiratory allergies. Under 
adult supervision, 2 to 3 pumps should 
be administered in each nostril no more 
than every 10 to 12 hours and no more 
than 2 doses within a 24-hour period. The 
product should not be used for more than 
3 days, as frequent and prolonged use 
could cause the nasal congestion to recur 
or worsen.

Urban Calm Collection
From: FaceTory
FaceTory’s Urban Calm Collection includes a gel cleanser, a soft essence, a vita serum, and a barrier cream. 
Each product uses ferments, which help balance the skin’s microbiome and are rich in antioxidant minerals 
and vitamins. The gel cleanser is intended to exfoliate, hydrate, and purify the skin while protecting the 
microbiome. It is a blend of capryloyl salicylic acid and fermented pear. The soft essence has fermented 
cica and seaweed and is intended to balance, hydrate, and soften the skin. The vita serum is formulated 
with fermented mung bean and vitamins B3 and B5 to brighten, calm, and smooth the skin. The barrier 
cream is formulated with fermented honeybush and hyaluronic acid to calm, firm, and hydrate the skin.

HOTPRODUCT

FOR MORE INFORMATION: 
peaceoutskincare.com

FOR MORE 
INFORMATION: 

jarrow.com
FOR MORE 

INFORMATION: 
afrin.com

FOR MORE INFORMATION: 
facetory.com

On-the-Go 
Immune 
Booster
From: Jarrow 
Formulas
Jarrow Formulas’ On-the-Go 
Immune Booster powder is 
a single-serve packet that 
helps maintain a healthy 
immune system and normal 
digestion. The product 
contains prebiotic and 
probiotic ingredients with 
an orange flavor, as well 
as 2 clinically supported 
ingredients: DE111 and 
PreforPro. The vegan powder 
can be dissolved directly 
onto the tongue once daily 
and without water. 
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OTC Cases

Shingles
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CASE 1: Shingrix Vaccine CASE 2: Drug-Drug Interaction

SC is a 51-year-old man 
who has hyperlipidemia, 
hypertension, and shingles, 
which was diagnosed 3 months 
ago. During his acute shingles 

episode, he experienced a blistering rash 
along his back and managed symptoms 
at home with OTC acetaminophen and 
calamine lotion. SC is up-to-date on all 
vaccines except for the recombinant zoster 
vaccine (Shingrix). Now that he has fully 
recovered, he asks the pharmacist whether 
he is eligible to receive the recombinant 
zoster vaccine based on his age and recent 
history of herpes zoster. 

SC is eligible to receive the 
recombinant zoster vaccine, 
according to the CDC. Adults 
50 years and older should get 
2 doses of the recombinant 

zoster vaccine, separated by 2 to 6 months. 
Patients who have had shingles can receive 
the recombinant zoster vaccine to help 
prevent future reoccurrences. There is no 
specific length of time patients should 
wait after having shingles before they can 
receive the recombinant zoster vaccine, 
but they should not receive it if they have 
an acute episode of shingles. In addition, 
patients with moderate or severe sickness, 
with or without a fever, should wait 
until they recover before receiving the 
vaccine.1 The recombinant zoster vaccine is 
contraindicated in patients with a history of 
severe allergic reactions to any component 
of the vaccine or previous dose.2

VS is a 49-year-old 
woman who is picking up 
a valacyclovir (Valtrex) 
prescription for the 
management of shingles. 

She researched valacyclovir online and 
saw that it interacts with cimetidine, 
an OTC medication she takes for 
heartburn. VS is reluctant to take the 
valacyclovir because of potential drug-
drug interactions. Aside from heartburn, 
she is healthy and has no past medical 
problems. What should the pharmacist 
recommend?

Cimetidine is a weak 
cytochrome P450 1A2 
inhibitor and may increase 
the serum concentration of 
valacyclovir.3,4 The risk rating 

of this reaction is Category B, according 
to the National Institutes of Health, 
which means no action is needed and 
the medications can be taken together 
without any dose adjustments if the 
patient has normal renal function.4,5 
VS may safely take the valacyclovir for 
the treatment of herpes zoster. If she is 
uncomfortable with this interaction, she 
may consider temporarily switching to 
famotidine (Pepcid AC) to manage the 
heartburn, as this alternative does not 
have interactions with valacyclovir.4
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CASE 3: Shingles Pain Management CASE 4: Zostavax Vaccine

RT is a 50-year-old woman who 
is taking acyclovir for a new 
diagnosis of shingles. She asks 
whether there are medications 
that will relieve her symptoms. 

RT complains of mild pain that she rates 
3 out of 10, along with a persistent itch, 
despite starting antiviral therapy. What 
should the pharmacist recommend?  

OTC medications that can 
be used for the short-
term management of pain 
secondary to shingles include 
acetaminophen (Tylenol) and 

nonsteroidal anti-inflammatory drugs, 
such as ibuprofen (Advil).6,7 These oral OTC 
medications can relieve mild to moderate 
pain caused by the shingles virus. In 
addition to oral medications, patients may 
use topical agents such as capsaicin and 
lidocaine,6 which are available in multiple 
topical preparations, including creams and 
patches.6 Creams may be applied to the 
skin 3 to 4 times daily as needed for relief. 
Topical patches should be applied to a 
clean, dry area of the skin, and the patient 
should refer to the manufacturer’s labeling 
regarding product-specific recommendations 
on administration. If the pain becomes 
severe or worsens, refer RT to a physician for 
further treatment. Calamine lotion, colloidal 
oatmeal baths, and wet compresses may be 
recommended to help relieve itching.7

OP is a 66-year-old woman 
who is complaining about a 
painful red blister rash with 
a tingling sensation. She 
shares that her neighbor 

experienced similar symptoms several 
years ago and received a shingles diagnosis. 
OP received the shingles vaccine, zoster 
vaccine live (Zostavax), when she turned 
60 and asks whether she is still protected 
from shingles. Are there any preventive 
measures OP should take?  

The pharmacist should  
inform OP that vaccination is 
the most effective preventive 
measure for shingles. The 
zoster vaccine live reduces 

the risk of herpes zoster by 51%, with 
protection lasting only approximately z
5 years, and it is no longer available in the 
United States.8 Recombinant zoster vaccine 
(Shingrix) is the preferred shingles vaccine.1 
The ZOE-50 trial (NCT01165177) assessed 
the efficacy of recombinant zoster vaccine 
compared with a placebo in reducing the 
risk of herpes zoster in adults 50 years 
and older. The study demonstrated that 
recombinant zoster vaccine was 96.6% 
effective in preventing herpes zoster in 
individuals aged 50 to 59 years and 97.4% 
effective in those aged 60 to 69 years. 
The CDC recommended that recombinant 
zoster vaccine be used in adults 50 years 
and older, irrespective of prior receipt 
of zoster vaccine live.9 After OP recovers 
from this acute episode, she is eligible for 
recombinant zoster vaccine to improve her 
protection against herpes zoster.
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COLD SYMPTOMS ARE A COMMON patient complaint, with a cough cited as 
one of the most irritating and persistent symptoms.1 Patients often ask 
pharmacists and pharmacy technicians about the best way to stop the 
cough, but they may be hard-pressed to provide effective advice.

Consider that in 2017, the CHEST Expert Cough Panel assembled to 
look at the guidelines developed in 2006 and address 6 key clinical ques-
tions (Table 12) about treating acute coughs associated with the common 
cold.2,3 Unfortunately, the panel’s overall finding was that clinical trials 
in this condition have produced nothing significant since 2006.2

WHAT DOES NOT WORK?
The panel’s work yielded dismal results, so the question of what works 
remains. Nonpharmacologic and pharmacologic treatments crowd phar-
macy shelves with combination or monotherapy options. Most new  
prescription products approved by the FDA since 2006 have been 
new combinations of previously approved products, includ-
ing the following4-8:

•  Extended-release codeine polistirex and chlorpheniramine 
(Tuzistra XR) 

•  A guaifenesin and hydrocodone bitartrate oral solution 
(Flowtuss, Obredon)

•  A guaifenesin/hydrocodone bitartrate and chlorpheniramine 
maleate (Vituz) 

•  A guaifenesin, hydrocodone bitartrate, and pseudoephedrine 
hydrochloride oral solution (Hycofenix).

Treating a Cough 
Continues 
to Present 
Challenges
Despite the Large Number 
of Prescription Products 
Available, Nondrug Therapies 
Often Work Just as Well
By JEANNETTE Y. WICK, MBA, RPH, FASCP
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Connecticut School of Pharmacy in Storrs.
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TABLE 1. CHEST Expert Cough Panel’s Key Questions2

Is there evidence of clinically relevant treatment effects for…

Question Update pursuant to literature review

1. Nonpharmacologic or 
pharmacologic therapies in 
reducing CACC duration or 
severity?

No

2. Antihistamines and decongestants 
in reducing CACC duration?

No

3. Nonsteroidal anti-inflammatory 
drugs in CACC?

No

4. Honey in reducing CACC 
duration in pediatric patients?

Honey may offer more relief than 
diphenhydramine, no treatment, or 
a placebo, but it is no more effective 
than dextromethorphan for adults and 
children.

5. Zinc regarding the time to 
resolution of cough or change in 
cough symptom score?

In healthy adults and children older 
than 2 years, evidence indicates that 
zinc lozenges may reduce cough 
duration if started within 24 hours of 
symptoms. The evidence is weak, and 
study results are inconsistent.

6. OTC medications in reducing 
CACC duration?

No evidence refutes or supports the use 
of OTC antitussive agents, expectorants, 
mucolytics, antihistamines, or 
combination products.

CACC, cough associated with the common cold.

INFECTIOUS DISEASE PRESCRIPTION RESPIRATORY
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Further, the FDA has issued medication safety alerts 
about using some products in specific populations. Perhaps 
the most consequential for pharmacists was a strong rec-
ommendation not to use OTC cold and cough products for 
infants and children younger than 2 years, as serious and 
potentially life-threatening adverse effects (AEs) could 
occur.”9 Additionally, the FDA has warned against using 
codeine-containing medications to treat colds and coughs 
in children younger than 18 years, as these products create 
the potential for AEs such as difficult or slowed breathing.10 

Finally, pharmacy staff members should remember that 
some individuals abuse certain OTC and prescription prod-
ucts. For example, dextromethorphan in high doses, often 
informally referred to as robotripping, can cause dissocia-
tive effects and euphoria.11 Some younger individuals have 
adopted the “purple drank” fad, made popular by some 
celebrities, by mixing promethazine with codeine syrup 
with alcohol, candy, fruit, or soda, which causes euphoria 
and intoxication.12 Unfortunately, such abuse can cause 
serious complications, including death.

WHAT WORKS?
With either a lack of or even negative evidence for many 
products, answering the question “What is the best way to 
stop an acute cough?” is not simple. A first step is to screen 
for red flags (Table 213).

Basic counseling starts with recommending patients 
drink fluids, especially hot beverages, gargle with salt water, 
humidify the air, and remove irritants (such as fragrances 
and perfumes) from their homes.3,13 Nonsmokers should 
avoid tobacco smoke, and patients who smoke should con-
sider quitting. If congestion or postnasal drip are a concern, 
using a nasal irrigation device or a saline spray can help. 
Cough drops can also help and may ease a sore throat.3,13

OTC options include combination cough products that 
may include analgesics, antihistamines, and decongestants; 
cough suppressants, such as dextromethorphan; eucalyptus 
oil; expectorant guaifenesin, which thins mucus; topical 
camphor; and topical menthol, which may reduce the 
amount of coughing. 

Patients should choose a product that addresses only 
their specific symptoms. 

If the cough is intrusive or persistent, patients may see a 
prescriber for something stronger. 

Generally, prescription options contain codeine, though 
codeine cough syrups are available without a prescription 
in some states.3,13 

CONCLUSION
Despite the considerable number of products available 
for coughs, few have been evaluated in head-to-head or 
well-structured clinical trials; this is an unmet need. 
Nondrug therapies often work, as well as OTC or pre-
scription medications. Sometimes doing nothing is as 
helpful as doing something. A key concept to remember 
for patients who want cough products is that more is not 
necessarily better. ■
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TABLE 2. Red Flags for Self-treatment of Cough13

•  Age younger than 4 years, as no products are approved for this 
age group

•  Chronic respiratory illness, such as asthma or chronic 
obstructive pulmonary disease, diabetes, or heart failure

•  A cough that
o begins suddenly, unaccompanied by symptoms of a cold;
o is accompanied by bloody expectorate;
o is severe and ends with a whooping sound, suggestive of 

whooping cough;
o lasts more than 2 or 3 weeks;
o sounds like barking with inspiratory stridor, suggestive of croup;
o or worsens as time passes.

•  Cyanosis, difficulty breathing, or shortness of breath

•  Elevated temperature (> 100.4 °F)

•  Immunocompromised status

•  Night sweats

•  Recent unexplained weight loss
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Medication Safety

SEVERAL ERRORS AND WORK-AROUNDS RELATED to shortages of parenteral 
nutrition (PN) components have been reported to the Institute for Safe 
Medication Practices (ISMP). In some instances, organizations have been 
forced to reduce the number of days they provide PN to patients in an 
attempt to conserve resources. 

For example, rather than providing daily nutrition, an organization 
reported that it had to reduce the administration of PN to 3 times per week. 
In other cases, organizations elect to use alternative products, such as 
multichamber bag parenteral nutrition (MCB-PN), for select patients instead 
of patient-specific compounded PN.

MCB-PN products are commercially available in various standardized 
compositions; they are available in 2- or 3-chamber bags. Clinimix and 
Clinimix E (Baxter) are available with 2 chambers. Clinimix comes with 
one chamber containing amino acids and the other containing dextrose, 
and Clinimix E comes with one chamber containing dextrose with calcium 
and the other containing amino acids with electrolytes. Kabiven and 
Perikabiven (Fresenius Kabi) are also available, with 3 chambers holding 
amino acids/electrolytes, dextrose, and lipids. For all MCB-PN products, the 
seals that separate the chambers must be broken, and the chamber contents 
must be mixed to ensure complete activation prior to administration. 
Although these products require fewer compounding steps, additives may 
still need to be added to these products in a sterile environment. 

Some of the error reports submitted to the ISMP involved mix-ups 
between MCB-PN products. For example, during a shortage of PN 
compounding ingredients, an organization purchased Clinimix E 4.25/10 
(dextrose with calcium and amino acids with electrolytes) and Clinimix 
4.25/10 (dextrose and amino acids without electrolytes). The organization 
reported multiple errors in which the wrong formulation was dispensed, 
which was attributed to similar-looking packaging and staff unfamiliarity 
with these products. Other events were related to the failure to activate the 
bags. This resulted in the omission of certain components of the PN, such 
as calcium and dextrose. The ISMP has previously shared similar errors and 
actions to take to ensure the proper preparation of MCB-PN products.1,2

Organizations that have purchased or are thinking about purchasing 
MCB-PN products should consider the following risk-reduction strategies:
•  Conduct a failure mode and effects analysis. Prior to use, conduct a 

proactive risk evaluation, such as a failure mode and effects analysis. 
During the analysis, be sure to review the labeling and packaging of 
products, how mix-ups will be prevented, how MCB-PN products will 
be ordered in the electronic health record system and displayed on 
medication administration records, and the method that will be used to 
remind practitioners to activate the bag. 

•  Gather stability data. Require the pharmacy to reach out to product 
manufacturers to review stability data for any pharmacy additives, 
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and make this information readily available to 
nurses, pharmacists, and prescribers. Establish a 
maximum time frame in which MCB-PN should be 
administered (hang time). 

•  Store safely. Store MCB-PN products separately 
in the pharmacy, away from similar-looking bags. 
Avoid storing MCB-PN products in an automated 
dispensing cabinet, as nurses may not be familiar 
with the need to activate all chambers.

•  Require pharmacy activation and 
compounding. Require the pharmacy to activate 
all MCB-PN products (mixing the chambers) 
and add any prescribed additives, such as 
multivitamins and trace elements, in a sterile 
environment. Then dispense the activated PN—
with additives, if required—to patient care units.

•  Apply auxiliary labels. Consider applying 
auxiliary labels to the overwrap of MCB-PN 
products upon procurement in the pharmacy 
to differentiate the products with and without 
electrolytes. After pharmacy activation, consider 
applying auxiliary labels directly on MCB-PN 
products for nurses to confirm that the product has 
been activated prior to administration. 

•  Employ barcode technology. Use barcode 
scanning technology prior to compounding, 
dispensing, and administration to ensure the 
correct MCB-PN product is being used.

•  Convert PN orders. During transitions of care, 
work with home infusion pharmacies to determine 
whether orders should be converted from MCB-
PN to patient-specific compounded PN. Require 
an independent double-check of all calculations 
to verify accuracy. 

•  Educate practitioners. Educate practitioners 
about how to calculate the amount of additives, 
electrolytes, and macronutrients patients will be 
provided from an MCB-PN, based on the ordered 
rate of infusion. Also let pharmacy staff members 
know how to activate the bag, and educate nurses 
to confirm that the product has been activated 
prior to administration. Because MCB-PN products 
are commercially standardized, alert nurses to 
the likely waste of excess PN volume, as each bag 
may contain more than required for a particular 
patient (eg, a patient may receive only 500 mL 
from a 2000-mL bag). ■
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Cariprazine (Vraylar)
From: AbbVie; Gedeon Richter Plc
The FDA has approved cariprazine (Vraylar) from AbbVie and Gedeon Richter Plc as an adjunctive 
therapy to antidepressants for individuals with major depressive disorder. It is intended to be 
administered at a starting dose of 1.5 mg once daily and can be increased to 3 mg once daily on 
day 15, depending on clinical response and tolerability. The maximum recommended dose is 3 
mg. Additionally, cariprazine is also approved to treat individuals with acute manic, depressive, 
and mixed episodes associated with bipolar I disorder and schizophrenia. The most common 
adverse events include akathisia, insomnia, and nausea.

Zavegepant Nasal 
Spray
From: Biohaven Ltd
Treatment with the zavegepant 
nasal spray (Biohaven Ltd) has 
demonstrated positive findings in a 
phase 2/3 trial (NCT03872453) for 
the acute treatment of migraines. 
Zavegepant nasal spray is a calcitonin 
gene-related peptide receptor 
antagonist. The study results showed 
that the 10- and 20-mg doses were 
more effective than the placebo 
for pain relief at 2 hours after dose 
administration by 22.5% and 23.1%, 
respectively. Additionally, the 10- 
and 20-mg doses fared better than 
the placebo in relief from the most 
bothersome symptoms at 2 hours 
after administration at 41.9% and 
42.5%, respectively.

FOR MORE INFORMATION: 
vraylar.com

FOR MORE INFORMATION: 
biohaven.com

FOR MORE INFORMATION: 
gilead.com

FOR MORE INFORMATION: 
sagerx.com

HOT
PRODUCT

Lenacapavir 
(Sunlenca)
From: Gilead Sciences, Inc
Lenacapavir (Sunlenca) from Gilead 
Sciences, Inc, is a first-in-class 
inhibitor approved by the FDA for the 
treatment of individuals with HIV-1 
whose infection cannot be treated 
with other available treatments 
because of intolerance, resistance, 
or safety concerns. The drug works 
by blocking the HIV-1 virus’ capsid, 
interfering with multiple parts of 
the viral life cycle. After the starting 
dose, the injection is administered 
once every 6 months in combination 
with other antiretrovirals. The most 
frequently reported adverse events 
included nausea and injection site 
reactions including pain, redness, 
and swelling.

Zuranolone
From: Biogen Inc and Sage Therapeutics, Inc
A rolling submission to the FDA of a new drug application (NDA) for zuranolone from Biogen Inc and Sage 
Therapeutics, Inc, has been completed. The NDA is for the treatment of major depressive disorder and 
postpartum depression. Zuranolone is an investigational drug being evaluated as a 14-day, once-daily, 
rapid-acting oral therapy. The submission includes data from the LANDSCAPE and NEST clinical development 
programs. The drug has shown a rapid and sustained improvement of depression symptoms and is generally 
well tolerated, with a consistent safety profile.
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Clinical Pharmacology Update

Sotyktu From Bristol Myers Squibb
By MONICA HOLMBERG, PHARMD, BCPS

THE FDA HAS APPROVED DEUCRAVACITINIB 

oral tablets (Sotyktu; Bristol Myers 
Squibb) for the treatment of 
moderate to severe plaque psoriasis 
in adults who are candidates for 
phototherapy or systemic therapy. The 
approval carries the limitation that 
deucravacitinib is not recommended 
for use in combination with other 
potent immunosuppressants.1 Psoriasis 
is a chronic, systemic immune-mediated 
disease that affects an estimated 
100 million individuals worldwide, 
including 7.5 million in the United 
States. Plaque psoriasis is the most 
common form of the condition and is 
characterized by oval or round plaques 
on the skin that are covered with 
silvery white scales. Approximately 
25% of psoriasis cases are considered 
moderate to severe.2

PHARMACOLOGY AND 
PHARMACOKINETICS
Deucravacitinib is a tyrosine kinase 
2 (TYK2) inhibitor. Its median time to 
maximum plasma concentration is 
2 to 3 hours, and it displays a terminal 
elimination half-life of 10 hours.1

DOSAGE AND ADMINISTRATION
The recommended dose of 
deucravacitinib is 6 mg orally once 
daily. The medication may be taken 
with or without food.1

CLINICAL TRIALS
Deucravacitinib was evaluated for 
efficacy and safety in 2 active- and 
placebo-controlled, double-blind, 
multicenter, randomized trials: 
POETYK-PSO-1 (NCT03624127) and 
POETYK-PSO-2 (NCT03611751).3,4 In 
the trial, 1684 adults with moderate 
to severe plaque psoriasis who were 

eligible for phototherapy or systemic 
therapy were randomly assigned to 
receive apremilast (Otezla) 30 mg 
orally twice daily, deucravacitinib 6 
mg orally once daily, or a placebo. 
The trials met their 2 coprimary end 
points, which were the proportion 
of participants who achieved a static 
Physician’s Global Assessment (sPGA) 
score of 0 (clear) or 1 (almost clear), 
with at least a 2-grade improvement 
from baseline at week 16, and the 
proportion of participants who 
achieved at least a 75% improvement 
in the Psoriasis Area and Severity 
Index (PASI) score from baseline at 
week 16. Secondary end points met 
by both trials were the percentage of 
patients who achieved PASI 75, PASI 
90, and sPGA 0/1 compared with 
apremilast at weeks 16 and 24.

Additionally, 82% of the 
participants who achieved PASI 75 
with deucravacitinib at week 24 in 
POETYK-PSO-1 maintained their 
response at week 52. 

In POETYK-PSO-2, participants who 
were originally randomly assigned 
to deucravacitinib and achieved 
PASI 75 at week 24 were randomly 
assigned again to either continue 
deucravacitinib or receive the placebo. 
The trial results showed that 80% 
of participants who continued 
deucravacitinib maintained their PASI 
75 response at week 52 compared 
with 31% of participants in whom 
deucravacitinib was discontinued and 
replaced with the placebo.1,2

CONTRAINDICATIONS, 
WARNINGS, AND PRECAUTIONS
The use of deucravacitinib is 
contraindicated in patients with 
a known hypersensitivity to the 

medication or any of its components. 
Hypersensitivity reactions, such as 
angioedema, have occurred in patients 
using deucravacitinib. 

Because deucravacitinib may 
increase the risk of infections, it 
should not be used in patients with 
active or serious infections. Evaluate 
patients for tuberculosis before begin-
ning treatment with deucravacitinib. 
Malignancies, including lymphoma, 
were observed during clinical trials 
with deucravacitinib. 

Elevations in creatine phosphoki-
nase, liver enzymes, and triglycerides 
have occurred and may require peri-
odic evaluation. Rhabdomyolysis 
has been reported during treat-
ment with deucravacitinib. Patients 
using deucravacitinib should not 
receive live vaccines. 

In patients with rheumatoid 
arthritis (RA), higher rates of all-
cause mortality, including deep 
vein thrombosis, major adverse 
cardiovascular events, malignancies 
(excluding nonmelanoma skin cancer), 
overall thrombosis, pulmonary 
embolism, and sudden cardiovascular 
death, were observed in patients 
using a Janus kinase (JAK) inhibitor 
compared with those using tumor 
necrosis factor blockers. 

It is unknown whether TYK2 
inhibitors are associated with 
these adverse reactions observed 
with JAK inhibition. 

Deucravacitinib should not be used 
in patients with severe hepatic impair-
ment, and it is not approved for use in 
patients with RA. The most common 
adverse reactions are acne, folliculitis, 
herpes simplex virus, increased blood 
creatine phosphokinase, mouth ulcers, 
and upper respiratory infections.1 ■
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Generic Product News

HOTPRODUCTCarbidopa and Levodopa USP Tablets 10 mg/100 
mg, 25 mg/100 mg, and 25 mg/250 mg
From: Aurobindo Pharma Limited
Compare To: Sinemet
The FDA has approved Aurobindo Pharma Limited’s abbreviated new drug application for carbidopa 
and levodopa tablets in doses of 10 mg/100 mg, 25 mg/100 mg, and 25 mg/250 mg. Carbidopa and 
levodopa tablets are an AB-rated generic that is equivalent to the reference listed drug, Sinemet 
tablets from Organon. Carbidopa and levodopa tablets are indicated to treat Parkinson disease, 
postencephalitic parkinsonism, and symptomatic parkinsonism. Symptomatic parkinsonism may follow 
intoxication from carbon monoxide or manganese.

FOR MORE INFORMATION: 
aurobindousa.com

FOR MORE INFORMATION: 
zydususa.com

Tolvaptan Tablets, 15 mg
From: Camber Pharmaceuticals
Compare To: Samsca
Camber Pharmaceuticals now offers tolvaptan 
tablets, the generic of Samsca from Otsuka 
Pharmaceutical Co, Ltd. Tolvaptan tablets are 
indicated to treat hyponatremia, or low levels 
of blood sodium. This condition often occurs in 
patients who have experienced heart failure. The 
new generic tablets are also indicated for the 
treatment of certain types of hormonal imbalances. 
The 15-mg tolvaptan tablets are available in a  
10 (1 × 10) unit-dose blister pack. The most common 
adverse events when taking this generic include 
constipation, dry mouth, frequent urination, 
increased blood glucose levels, thirst, 
and weakness.

FOR MORE INFORMATION: 
camberpharma.com

Topiramate Extended-Release Capsules, 25, 50, 
and 100 mg
From: Zydus Pharmaceuticals Inc
Compare To: Qudexy XR
The FDA has approved topiramate extended-release capsules in doses of 25, 50, and 100 mg to treat various 
forms of epilepsy. Topiramate extended-release capsules are a product of Zydus Pharmaceuticals Inc, a 
subsidiary of Zydus Lifesciences Limited, and are a generic for Qudexy XR, by Upsher-Smith Laboratories, 
LLC. The capsules can be used for patients aged 6 years and older as an initial monotherapy for partial-
onset or primary generalized tonic-clonic seizures. The agent can also be used as an adjunctive therapy 
for patients 6 years and older with partial-onset, primary generalized tonic-clonic seizures, and those with 
seizures associated with Lennox-Gastaut syndrome. It is further indicated for patients aged 12 and older for 
prophylaxis of migraine. Zydus is the first company to receive FDA approval and launch the allotted doses of 
topiramate extended-release capsules in the United States. The annual sales for topiramate extended-release 
capsules are $488 million in the United States, according to data from IQVIA.

Extended Phenytoin Sodium 
Capsules USP, 100 mg
From: Unichem Laboratories Limited
Compare To: Dilantin 
Capsules, 100 mg
The FDA has approved an abbreviated new drug application 
for Unichem Laboratories Limited’s extended phenytoin 
sodium capsules USP, 100 mg. Extended phenytoin sodium 
capsules are the generic of reference drug Dilantin, 
marketed by Viatris Inc. The generic drug is indicated to 
treat psychomotor (temporal lobe) tonic-clonic (grand mal) 
seizures. It is also indicated to prevent and treat seizures 
during or after surgery. The capsules should be taken  
3 times daily, adjusting by 2 to 3 capsules if needed. 
The most common adverse events of the reference drug 
are nervous system reactions such as ataxia, decreased 
coordination, mental confusion, nystagmus, slurred speech, 
decreased coordination, and mental confusion.

FOR MORE INFORMATION: 
unichemlabs.com
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Generic Focus

ENROLLEES IN A STAND-ALONE MEDICARE Part D plan could 
experience lower costs and premiums for generic drugs 
compared with brand-name drugs, according to a recent 
analysis from the Kaiser Family Foundation (KFF).1 
However, experts still think individuals who remain on 
prescription drug plans (PDPs) will face overall increasing 
costs for generic drugs in 2023.

Choosing a Medicare plan is “a very consequential 
decision,” Jeannie Fuglesten Biniek, an associate director 
of the Program on Medicare Policy at KFF, told The 
New York Times.2 Staying informed is the best route to 
choosing the best Medicare plan for oneself or another 
individual, she said.2

Medicare is a federally funded health care program for 
individuals older than 65 years or those who are younger 
and have disabilities.3 Medicare was created in 1965 and has 
since expanded to include numerous PDPs and Medicare 
Advantage Plans, which are also federally funded but offered 
through private insurance companies and contain benefits 
that expand beyond prescription drugs.2  

Medicare Part D specifically pertains to prescription drug 
costs.3 Whether or not a Part D enrollee has signed up for 
the traditional or Advantage plan, the patient is expected to 
pay just $1 for a preferred generic drug compared with $44 
for a preferred brand-name drug, according to the 2022 end-
of-year KFF report.1 Preferred brand-name and generic drugs 
are considered part of drug tiers, which determines the cost 
by insurance providers.3 The Part D plan typically uses a 
5-tier list, which includes the following2:

•  Tier 1: preferred, low-cost generic drugs
•  Tier 2: nonpreferred and lower-cost generic drugs
•  Tier 3: preferred brand-name drugs
•  Tier 4: nonpreferred brand-name drugs 

or high-cost generics
•  Tier 5: specialty medications

Part D enrollees will also be able to mix coinsurances and 
co-payments for their generic drugs, but this may depend 
on what their individual Medicare plans cover.2 Coinsurance 
means a beneficiary pays a certain percentage of a drug’s 
list price.2 For instance, coinsurance payments for specialty 
drugs, which may already cost enrollees more than $830 
a month, increased by 25%, whereas the coinsurance for 
nonpreferred drugs increased 40% among patients enrolled 
in Medicare Part D, according to KFF.1

On any Part D plan, the median standard cost-sharing 
of a preferred generic will be $43 less than the cost of a 
brand-name drug in 2023.1 For nonpreferred and low-cost 
generics, cost-sharing will stay at a $5 payment.1 However, 
“Part D enrollees will face much higher cost-sharing 
amounts for brand and nonpreferred drugs than for drugs…
on a generic tier and a mix of co-pays and coinsurance for 
different formulary tiers,” according to the KFF report.1 

In 75% of national PDPs, coinsurance amounts for 
nonpreferred drugs will range from 40% to 50% in 2023, 
which is the maximum allowed for this tier, according to 
the KFF report.1 These increasing drug costs encompass 
high- and low-cost generics.1 

Despite generally lower costs on generics, patients with a 
PDP may have to pay more in coinsurance on generics that 
are nonpreferred drugs.1

Costs from coinsurance can be more ambiguous than 
costs based on a co-pay, as the latter are static (no matter 
the drug), whereas coinsurance can create unpredictable 
out-of-pocket costs that depend on the list price of the 
drug, according to KFF.1 Additionally, there will also be 2 
fewer national PDPs that charge $0 monthly co-pays for 
preferred generic drugs.1 Nevertheless, 5 PDPs will continue 
to charge a $0 monthly co-pay for preferred generic drugs, 
according to the report.

With 24 Medicare PDPs and 43 Advantage plans lined up 
for 2023, patients have dozens of options.1 Beneficiaries 
who rely heavily on generics may find that the best choice is 
the plan with the lowest premium.1 ■
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Legislative Focus

IN 2016, THE LIFE OF former representative Dana Rohrabacher (R-CA) was 
altered forever after attending a presentation at a marijuana festival and 
trade show in San Bernardino, California.

He had an uninterrupted and untroubled night’s sleep for the first time 
in 2 years after discovering cannabis-infused wax to relieve his arthritis 
pain. Rohrabacher put the wax on his arm, and it did not create a high, but 
it eased his pain and facilitated his sleep for the full night.

He was transformed into the only leading conservative voice on recon-
structing marijuana laws in the US Congress. Rohrabacher became the first 
sitting US congressperson in at least several decades to acknowledge using 
cannabis while in office. He advocated and sponsored the federal legisla-
tive proposal that would have prevented the US Department of Justice from 
interfering with state-level medicinal marijuana operations.

As of February 2021, 39 states, plus Washington, DC, have legalized 
medicinal marijuana. Five states have legalized the medicinal use of 
cannabidiol oil only: Georgia, Indiana, Iowa, Kentucky, and Wisconsin. 
Additionally, medicinal marijuana has been legalized in 13 countries, 
including Australia, Germany, Greece, Israel, Italy, and Poland.1 

Medicinal marijuana is legal in Rohrabacher’s home state of California, 
but it remains illegal for all uses under federal law. Marijuana is placed 
in Schedule I of the Controlled Substances Act, a designation reserved 
for the most dangerous drugs, including heroin. Congress and the Drug 
Enforcement Administration consider marijuana not only to have a high 
potential for abuse but also to lack an accepted medical use. This conclu-
sion made by the federal authorities is at odds with the limited but evolv-
ing body of research implying that marijuana can effectively treat chronic 
pain, muscle stiffness, and other ailments.2

On February 7, 2017, Rohrabacher proposed the Respect State Marijuana 
Laws Act to the US House of Representatives for a third time. This 
legislation is intended to protect individuals from being prosecuted 
under the federal Controlled Substances Act if they followed their own 
state laws regarding marijuana use. This act is viewed as Rohrabacher’s 
most acclaimed legislative action.2 He was joined by 46 congressional 
cosponsors. The legislation prohibits the Department of Justice from using 
federal funds to block in-state legal medicinal cannabis programs. 

Rohrabacher described an amendment facilitating a profit of $6 billion 
for the medical cannabis industry.2 He emphasized that the money the 
amendment could produce could lead to more funding for the country 
and save time and money on putting individuals in jail for possession of 
cannabis, and that it could also be used for judges, law enforcement, and 
police. Resources could instead be applied to challenges within communi-
ties for better environmental safety and social issues, Rohrabacher argued. 

In addition, he had pushed for a federal policy preventing the US 
Department of Justice from interfering with state laws permitting use of 
medical marijuana. In April 2016, Rohrabacher expressed endorsement 
for the Adult Use of Marijuana Act, an initiative headed for the ballot to 
legalize cannabis use in California.

As he emphasized in interviews, children with epilepsy, older 
individuals experiencing lack of appetite or pain, and even those working 
to end opioid addictions can benefit from marijuana. Rohrabacher, who 
lost his bid for reelection in 2018, has said that cannabis is a “way out” 
for individuals but not an invitation for an opioid addiction, and that he 
continues to hope adults will be given easier access to it.2 ■
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Pharmacy Law

ISSUE OF THE CASE
When a pharmacist files a lawsuit in federal court alleging false claims 
for reimbursement were submitted by her employer (a national pharmacy 
chain) and the trial court dismisses the action for failure to provide suffi-
cient detail but allows revision of the claims, will the revised statement of 
facts be sufficient for the lawsuit to proceed?

FACTS OF THE CASE
A pharmacist who was a long-term employee of a national pharmacy chain 
filed a whistleblower complaint against her employer under the  
federal statute known as the False Claims Act. She alleged that the firm 
had been submitting false claims to both Medicaid and Medicare, rooting 
her arguments in both federal and state law. The matter was filed in a fed-
eral district court. Although both attorneys representing the federal and 
state government were given the opportunity to intervene to take over the 
case, they declined. 

The False Claims Act is a long-standing product of the Civil War, 
aimed at punishing firms or individuals that attempt to defraud the fed-
eral government. Enacted in 1863, this statute was a result of vendors 
selling the army malfunctioning ammunition and firearms, as well as 
other unusable supplies. 

Having been enacted during the administration of President Abraham 
Lincoln, this statute is sometimes referred to as the Lincoln Law. This stat-
ute includes a provision that is rooted in Anglo-American law back to the 
14th century. Known as a “qui tam” law, these statutes reward the individu-
al who uncovers, reports, and begins proceedings against the alleged viola-
tor with a portion of the financial recovery. 

The individual who launched the legal action is referred to as the  
relator. The relator, more colloquially and frequently referred to as the 
whistleblower, launches the action and then approaches the federal gov-
ernment about taking over the suit. 

If the government decides to do so and pursues the matter to a success-
ful judgment, the relator is paid a percentage of the recovery. Although the 
federal statute originally had a principal focus on defense contracts, over 
the years, it has come to be used very frequently and successfully against 
perpetrators of health care fraud—both firms and individual practitioners.
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False Claims Act 
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Following the federal and state governments’ 
declining to intervene, the trial court gave the phar-
macist plaintiff an opportunity to revise the word-
ing of her legal complaint filed with the court, and 
the defendant chain made a motion to dismiss the 
lawsuit. Her attorneys made the revisions, but the 
federal trial court once again dismissed her False 
Claims Act arguments by deciding that she had 
failed to revise them with sufficient detail to sup-
port the lawsuit. She had provided 10 examples of 
what she designated as fraudulent billing practices 
in her second filing. She submitted those addition-
al details to the judge, with a request that her case 
be reinstated. The trial court judge dismissed the 
lawsuit, and the pharmacist’s attorney appealed 
that decision to the relevant federal appellate court, 
arguing that the trial court judge had erred with 
the dismissal ruling.

THE RULING
The federal appeals court judges reviewed her 
revised submission, comparing it with what 
the statute specifies is needed to support such 
a claim. The judges concluded that her filing 
still came up short.

THE COURT’S REASONING
The judges concluded that the second filing still 
failed to provide sufficient details for the matter to 
proceed. The wording of the statute is that liability 
applies when someone “knowingly presents, or 

causes to be presented, a false or fraudulent claim 
for payment or approval” or “knowingly makes, 
uses, or causes to be made or used, a false record or 
statement material to a false or fraudulent claim.”1 

The judges’ review of the 10 examples provided 
by the plaintiff of what she viewed as allegedly 
fraudulent billing practices led them to conclude 
that her examples reflected nothing more than 
innocent negligence or mistake. 

The requirement that the violation be committed 
knowingly does not include liability for innocent 
negligence or mistakes. 

Specifying what they were seeking, the appellate 
court judges emphasized the standard set forth in a 
prior decision that “conclusory allegations that do 
not provide specifics as to the ‘who, what, when, 
where, and how of the alleged fraud’ are insuffi-
cient” to support the lawsuit.2 

When the trial court judge first dismissed the 
lawsuit and gave the pharmacist the opportunity to 
make revisions and a resubmission, he had empha-
sized that her revisions should provide more details, 
but he concluded that the second submission had 
the same deficiency of detail as her first one. Hence, 
the trial court judge’s ruling of dismissal was correct 
and upheld by the court of appeals. ■
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Independent Corner

THE NATIONAL COMMUNITY PHARMACISTS ASSOCIATION (NCPA) 
launched their new video series, Show Me, in November 
2022. The YouTube video series is “styled after popular tele-
vision makeover shows,” and focuses on pharmacists who 
want assistance in expanding their practice, according to 
the NCPA.1

“We’ve sent experienced peers who have robust vaccina-
tion programs into stores with pharmacies that have indi-
cated to us that they wanted some help, and we’re filming 
that,” Kurt Proctor, PhD, RPh, senior vice president of stra-
tegic initiatives at NCPA, said in an interview.2 “We believe 
many pharmacists will see themselves in the pharmacies 
that we’ve gone into [to] film, and [that it will] help a lot of 
pharmacies experiencing the same kinds of problems, chal-
lenges, [and] hurdles that they want to get over. Hopefully 
they’ll find nuggets of help,” he said.2

The first season’s theme is immunizations, and its 5 epi-
sodes follow different pharmacies that would like to launch 
immunization programs, market the programs, or make 
them profitable. Each independent pharmacy is assisted by 
an independent pharmacist who has successfully imple-
mented an immunization program.1

The first episode of the series follows Circle Pharmacy 
in Philadelphia, Pennsylvania. Owners Christopher O’Neill, 
PharmD, and Gwendolyn O’Neill, PharmD, wanted to launch 
a vaccination program but did not have much luck.3

Circle Pharmacy was founded in 2010, and in addition to 
immunizations, its services include free deliveries, health 
screenings, medication synchronization, personalized med-
ication reviews, and supplement and vitamin evaluations.4 
The O’Neills have been pharmacists since 2006 and have 
been licensed to administer vaccines since 2010.4

In the episode, the O’Neills sat down with Tana Kaefer, 
director of clinical services, and Meredy Ayers, a pharmacy 
technician, both at Bremo Pharmacy in Richmond, Virginia, 
to discuss how Circle Pharmacy has approached vaccination 

programs in the past and what they want to try going for-
ward.3 Kaefer and Ayers demonstrated Bremo Pharmacy’s 
billing process to help the O’Neills better understand how 
the billing process works, how to reconcile outstanding 
claims, and how to get technicians involved with billing.3

Another focus for Circle Pharmacy was to tap into its 
existing customer base to bolster the vaccine program.3 
“[Most of the time] when you have [patients] in [who need a 
flu shot], they also probably need up to 3 [or] 4 other shots,” 
Kaefer told the O’Neills.

They also discussed key ways to identify patients who 
may need vaccines. One way is to identify age-related vac-
cinations that could be used to identify patients who need 
other vaccinations, Kaefer said.3 Once Kaefer and Ayers 
helped Circle Pharmacy identify what was needed for its 
vaccination program, the O’Neills were ready to set a date 
for the program launch.3

As a goal, they had 2 weeks to give 10 shingles vaccines to 
patients, which they did not meet. However, they were able 
to give approximately 25 COVID-19 booster doses.3 Many of 
their patients who received vaccinations found out about 
the immunizations through word of mouth, and Circle 
Pharmacy was able to set up vaccination clinics in addition 
to getting patients vaccinated at the pharmacy.

The NCPA has an objective of making immunizations a 
core competency of community pharmacy practice, and 
the NCPA Innovation Center has undertaken many projects 
to help make that happen, Proctor said.2 “We have lots of 
resources available to our members. We talk about it a lot, 
but we wanted to do something unique and present kind of 
a reality show approach to help pharmacists get over what-
ever hurdles they’re facing and expand their vaccination 
program,” Proctor said.2 ■
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Women In Pharmacy

RECENTLY ADDED BY THE INTERNATIONAL Pharmaceutical 
Federation (FIP) to its inaugural list of FIPWiSE Rising Stars, 
Farah Towfic, PharmD, MBA, RPh, says her background, 
diversity, and mentors helped guide her to where she is 
today. She serves as the director of CEO operations at US 
Pharmacopeia (USP) and is the sole awardee from the United 
States in an international list of pharmacy professionals 
who have made a significant impact and brought 
innovations to pharmaceutical sciences and/or pharmacy 
education. Towfic’s multinational upbringing in Iraq, 
Turkey, and Cyprus before she moved to the United States 
has helped shape her international perspective on the field.

Moving from country to country as a child helped her 
learn to quickly adapt to new cultural environments, but 
her father’s diagnosis of asthma created some challenges for 
her family along the way, according to Towfic. “When I was 
about 7 years old and we were leaving Turkey, [my father] 
had [a very severe] asthma attack…because one of the med-
ications he took was a β-blocker,” she said in an interview. 
“We couldn’t figure out what was going on. It was a pharma-
cist [who said], ‘Hey, you’re taking a β-blocker, and you told 
me you use an inhaler; there’s a drug interaction going on.’ 
To be honest, that’s why I became a pharmacist.”

Watching the pharmacist save her father’s life at a young 
age taught Towfic about the significant impact a pharmacist 
can have on health and well-being. “That pharmacist figured 
this out, and that’s something I wanted to be able to do for 
others,” Towfic said. 

“Having gone through my journey, moving so frequently, 
learning new languages, and hitting culture shock, it 
taught me that the world is a very big place and health 
disparities exist,” she said. “To be honest, it helped me create  
a global mindset toward finding a place like USP.” 

Upon learning of USP’s mission to help expand the supply 
of quality medicines throughout the world, she knew she 
had found her calling. “I can’t think of something more 
fulfilling than to be able to help support that mission, 
having seen what health care is like in different countries, 
[as well as] having seen the impact of not being able to 
access quality medicines and what that can do,” Towfic said.

Further, she also had a clear understanding of how hon-
oring the value of diverse perspectives, in part because of 
her own multinational background, can result in a more 
inclusive view on issues related to global medicine quality. 
“It’s made me, as a leader within the pharmacy profession, 
see the value and importance of being inclusive of diverse 
mind-sets. Because certainly, I have had mentors who have 
listened to me, included me, [and] advocated for me to be 
at the table, and that’s pushed me toward ensuring a global 
mindset is inherent in all I do across my pharmacy pro-
fession,” Towfic said.

Making sure diverse voices have a seat at the table when 
making decisions regarding global medicine quality is an 
important way of ensuring everyone is empowered to pur-
sue their passions, just as she did. “Recognizing the efforts 
of women in science and education creates the opportunity 
for us to share our unique stories. It enables someone to 
think, ‘Hey, I can do that, too,’” Towfic said. 

“For me, being able to acknowledge and recognize 
the efforts of women in science, that’s exactly what it 
does,” she said. “It enables another woman to aspire 
[to] a role in a profession where maybe she thought she 
couldn’t do [it otherwise].”

The encouragement of mentors helped Towfic to more 
clearly see potential roles that she was qualified to pursue 
when she might otherwise have shied away because of being 
unsure whether she was the right fit. 

“I’ve had so many mentors [who] have encouraged me 
along the way…to [not] say no to opportunities where I 
thought, ‘I’m not sure I’m a good fit for this,’” Towfic said. 
“That’s why it’s so important to acknowledge the efforts 
of women in pharmacy.”

The role of her mentors was critical on her career path. 
“Mentorship is the reason I’m sitting in this chair today. 
It’s the mentors [who] make you an effective practitioner 
through those soft skills, helping you develop that ability to 
communicate [and] network,” Towfic said. 

“I heard about this job at USP through one of my mentors. 
When I [first] saw this opportunity, I thought, ‘Oh no, they’re 
looking for someone with decades of experience, and that’s 
not me,’” Towfic said. “There’s that doubt that occurs, and 
having mentors in your life tell you, ‘No, that’s you. Put 
your name in for that.’ The fact that they believe in you and 
encourage you helps break down barriers that are simply set 
by ourselves sometimes. I set that barrier for myself.” ■

Diverse Voices Help 
Build Global Mindset 
at US Pharmacopeia
USP Executive Notes Importance of 
Including Different Voices, Perspectives for 
Expansion of Quality Medicine 
By ALANA HIPPENSTEELE
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ADVERTORIAL

NAVIGATING PHARMACY OPERATIONS IN BOTH disrupted and inflationary times 
poses immense challenges for providers. Bringing in an active partner such 
as HealthTrust can help manage these challenges. HealthTrust Pharmacy 
Solutions will help you serve patients, generate savings and adapt to 
industry changes.

PROVEN EXPERTISE IN PHARMACY OPERATIONS 
Commanding operational strategies in key areas such as labor and 
inventory often have faded attention paid due to real-time matters. 
When you are an inundated leader or actively managing and performing 
work functions in a pharmacy as a leader, it isn’t easy to find time to 
determine the most efficient and optimal methods to support pharmacy 
services in patient care delivery. Added pressure for savings from 
senior leaders can make formulating and delivering strategy even more 
complex and frustrating.

HealthTrust will serve as a true partner, respectful of your organization’s 
ways of working and unique culture. HealthTrust team members will work 
with you to identify areas with the potential for gained efficiencies or 
savings. Our Pharmacy Solutions team focuses on key areas in operations, 
such as inventory, workflows, and supply expense management. 

We go beyond checklists to understand all aspects and where changes 
can be made. We keep a pulse on the pharmacy landscape and ensure our 
partners are poised for success.

OVERCOMING THE PREVALENT CHALLENGES
The need to find opportunities, of both money and time, is particularly 
acute now, as supply costs remain high, labor shortages endure, and 
executive visibility of pharmacy continues to be enervated. 

HealthTrust Pharmacy Solutions knows firsthand challenges facing 
pharmacy leaders and will stay the course with you to help your team adapt 
to changing conditions and amplify your voice. Our subject matter experts 
will work with you to develop personalized solutions in areas such as 
supply expense, distribution and automation models, labor management 
and operations workflows.

HOW HEALTHTRUST CAN HELP PRIORITIZE AND ENACT CHANGE
HealthTrust Pharmacy Solutions will personalize a strategy for your needs. 
Prioritization emphasizes opportunities for efficiencies to emerge. It is 
important to decide which initiatives are the most important to focus on 
and when they need to happen, whether long or short term. HealthTrust’s 
experts are the best in the business at identifying gaps and assisting in 
optimizing pharmacy services. 

Working with a partner like HealthTrust creates incremental value for 
your pharmacy services.

Now is the time for pharmacy executives and operators to 
explore partners like HealthTrust. I’m glad to discuss these issues 
with you directly. ■

Partnering 
in Pharmacy 
Operations to 
Boost Efficiency
By AIGNER GEORGE, PHARMD

AIGNER GEORGE, PHARMD, is Assistant Vice 

President, Pharmacy Solutions at HealthTrust Performance 

GroupSM.  Making Missions Possible.

AUTHOR BIO

FEEL FREE TO CONTACT ME AT:

aigner.george@healthtrustpg.com
Visit our website at healthtrustpg.com/clinical-integration/advisory-services
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MTM Consult

EVIDENCE SHOWS THAT 40% TO 80% of medical information that health 
care professionals communicate to patients is immediately forgotten.1 
Additionally, approximately 50% of the information that patients  
remember is incorrect.1 Pharmacists play a critical role in communicating 
pharmacotherapy information to patients through medication therapy 
management (MTM) consults. There are a variety of strategies 
pharmacists can use for enhancing communication skills (Figure1-4). 
The teach-back method and asking open-ended questions are a couple 
of examples.  

Education and training can help pharmacists enhance their 
communication skills with patients, especially when it begins in 
pharmacy school. An analysis of 47 studies evaluated how pharmacists 
develop patient-pharmacist communication skills.2 The most common 
interventions reported were lectures, role-play with simulated 
patients and peers, and video recording.2 Some examples of barriers 
to communication skills training include a lack of opportunities for 
continued practice and time constraints.2  

Pharmacists can use the teach-back method during MTM consults 
to ensure patients understand the medication information that was 
discussed,1 and it can help improve medication adherence. This 
involves asking patients to state in their own words key concepts they 
should know about their medications.1 Handouts are important tools 
to use, along with the teach-back method. Key information can be 
documented so patients remember medication instructions at home.1 
Pharmacists can also train other health care professionals and phar-
macy students regarding the teach-back method. This can include pre-
sentations and incorporating communication skills into the pharmacy 
school curriculum.  

Providing follow-up is also a vital communication tool for MTM 
consults. This may involve face-to-face or telephone communication. 
This can include providing targeted medication reviews (TMRs), which 
can be performed periodically to identify medication-related problems.3 
These also must be performed quarterly by Medicare Part D sponsors.3 

Pharmacists Need 
to Step Up Their 
Communications 
Game
Strategies to Enhance Patient 
Relationships Include 
Teach-Back Method, Providing 
Follow-up Information
By JENNIFER GERSHMAN, PHARMD, CPH, PACS

JENNIFER GERSHMAN, PHARMD, CPH, PACS, is a 

drug information pharmacist and Pharmacy Times® contributor 

who lives in South Florida.

AUTHOR BIO

FIGURE. MTM Communication Strategies1-4

Communication
strategies 

Provide follow-up
for monitoring

Ask open-ended 
questions

Use the
teach-back

method

Provide
education
handouts

|    MEDICATION THERAPY MANAGEMENT TODAY ®



51February 2023 pharmacytimes.com 

They can help identify issues more regularly than comprehensive medication 
reviews (CMRs).3 Aside from medication-related problems, TMRs can deter-
mine whether there are unresolved issues that need attention. Additionally, 
TMRs can evaluate medication use and assess for transitions of care. 

One pilot study evaluated pharmacist-provided TMRs to reduce the number 
of fall risk–increasing drugs (FRIDs) prescribed to patients aged 65 years and 
older at an independent community pharmacy in New York.4 The community 
pharmacist assessed the patients’ fall risk through a TMR and provided edu-
cation about the risk of the FRID prescribed.4 Part of the intervention involved 
a recommendation to discontinue or replace the medication. The pharmacist 
provided follow-up 3 months after the initial assessment.4 The study results 
showed that the discontinuation rate of FRIDs at 3 months was higher in 
the pharmacist intervention group than the control group (P = .0172).4 This 
showed that TMRs provided by pharmacists can reduce the use of FRIDs.   

Pharmacists can ask open-ended questions during brown bag medica-
tion reviews, which can be performed during CMRs and TMRs.1 Patients are 
encouraged to bring all their OTC and prescription medications and supple-
ments. Pharmacists can then request that patients pick up each medication 
and ask the following open-ended questions1:

•  What are you taking this medication for?
•  Do you take this medication with food?
•  How do you take the medication?
•  Can you show me how you take the medication?
•  Are you experiencing any adverse effects?
•  Do you have any concerns about this medication?
•  Where do you store your medication?

Pharmacists can encourage patients to play an active role in their health 
care. It is important to encourage patients to ask questions about their medi-
cations. Suggest they write down their questions prior to their MTM consults 
to ensure they are addressed. Body language is also an important component 
to ensure pharmacists are approachable.1 Pharmacists should sit instead of 
stand to make sure they are at the same level as their patients. Listening to 
patients and making eye contact is also critical.1 Additionally, avoid inter-
rupting patients during MTM consults. Pharmacists should also consider 
patients’ beliefs and culture when communicating medication information. 
Inquiring about health beliefs and customs may help ensure patients get the 
most from their MTM consults.1 ■
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In an interview, Haipei Jiang, 
PharmD, an MTM pharmacist with 
Cardinal Health in Addison, Texas, 
discussed tips for enhancing 
communication with MTM consults. 
“I always try to use layman’s terms 
and check for understanding by 
rewording the question in different 
ways. We also send the patient 
a letter after our consult that 
summarizes our entire conversation 
in easy-to-understand language, 
just in case the patient forgets 
something,” Jiang said. “I [often] 
try to use open-ended questions, 
so the patient has to respond with 
more than just a yes or no to gauge 
understanding and to promote 
communication.”

PHARMACIST 
SPOTLIGHT
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Patient Focus

ALTHOUGH EACH FLU SEASON VARIES in severity, individuals 65 years and 
older historically bear the greatest burden of the virus, which the COVID-
19 pandemic has made more evident. Getting the flu shot annually is the 
best way for older adults to reduce their risk from flu and possible serious 
complications. However, patients who have not received flu shots may be 
wondering whether it is too late.

Ideally, patients receive their flu vaccinations each year by the end of 
October, but it is important to know that getting vaccinated later than 
that still provides protection during the peak of the flu season. The 
CDC monitors the flu virus throughout the year, and the timing of peak 
infections varies between October and March each flu season. In 29 of 
38 influenza seasons from 1982-1983 to 2019-2020, peak influenza activity 
occurred in January or later. In 23 of these 38 influenza seasons, the peak 
was in February or later, and 17 influenza seasons peaked in February.1 
Getting the vaccine later in the flu season still provides protection for 
the remainder of the season. It takes 2 weeks for the immune system to 
fully respond to a vaccine, so it is important to get the vaccine before an 
increase in flu activity starts in the community. 

Becoming ill with the flu during the season also does not negate the 
need for a flu shot, as protection is still needed against other circulating 
influenza viruses. It is also important to know that even after recovering 
from the virus, older adults may never fully regain their preinfluenza 
abilities and health, which significantly affects their lifestyles.2

Individuals aged 65 years and older who have underlying conditions, 
such as diabetes or heart, kidney, or lung disease, are at highest risk for 
developing life-threatening complications from the flu. This increased risk 
is in part due to declines in immune response with age.3 The CDC estimates 
that approximately 90% of seasonal flu-related deaths and between 50% 
and 70% of seasonal flu-related hospitalizations occur in older adults.4

Older adults who reside in long-term care (LTC) facilities, such as 
nursing homes, skilled nursing facilities, or other communal spaces, 
have a higher risk of catching the flu because of the close living quarters, 
increased fragility of residents, and the movement of staff members and 
visitors within facilities.5 In the last week of 2022, 786 of 14,188 LTC 
facilities that reported to the CDC (5.5%) had at least 1 positive influenza 
result among their residents.6 If 1 laboratory-confirmed influenza positive 
case is identified along with other cases of acute respiratory illness in a 
unit of an LTC facility, then an influenza outbreak might be occurring and 
outbreak control measures may be needed.

For the 2022-2023 flu season, 3 flu vaccines are preferentially 
recommended by the CDC’s Advisory Committee on Immunization 
Practices (ACIP) for individuals aged 65 years and older, which 
include the following:

•  Fluad quadrivalent adjuvanted: This is an inactivated vaccine 
approved for individuals aged 65 years and older. This vaccine has 
the same amount of antigen as the standard vaccines but contains 
an adjuvant, or an added ingredient, which helps create a stronger 
immune response to vaccination.

Is It Too Late to 
Get a Flu Shot?
Ideally, Older Patients Receive 
Vaccinations by October, but 
Disease Activity Often Peaks in 
February or March 
By CARMEN WITSKEN, PHARMD

CARMEN WITSKEN, PHARMD, is an executive 

fellow in association leadership and management at the 

American Society of Consultant Pharmacists in Alexandria, 

Virginia.
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•  Flublok Quadrivalent recombinant: This is a 
recombinant protein vaccine approved for individuals 
18 years and older. Recombinant vaccines are created 
synthetically. This production method does not require 
an egg-grown vaccine virus and does not use chicken 
eggs at any stage of the production process.

•  Fluzone High-Dose Quadrivalent: This is an 
inactivated vaccine approved for individuals aged 65 
years and older. This vaccine contains 4 times the 
antigen of standard-dose inactivated flu vaccines. 

These vaccines are known as high-dose or adjuvanted 
flu vaccines. They can offer greater protection to older 
individuals who, because of immune system changes that 
occur with age or chronic health conditions, do not have 
as strong a response to vaccines as those who are younger. 
These vaccines have been available for several years; 
however, they were not previously favored by the ACIP over 
standard flu vaccines until this past year. If none of these 
3 vaccines are available, then any other age-appropriate 
influenza vaccine is OK to use.

Caretakers and health care personnel who interact with 
older adults should also get the flu vaccine each flu season. 
Vaccination reduces their risk of contracting the flu and by 
staying healthy, they limit the chance of being contagious 
around others. Caretakers and health care personnel can 
reduce transmission of the flu virus, staff illness and 
absenteeism, and influenza-related illness and death if they 
get annual flu vaccines. 

Standard precautions for infection prevention, including 
avoiding proximity to others, cough etiquette, frequent 
handwashing, and staying home when sick, should be the 
norm, alongside routine vaccination. Whether individuals 
receive the flu vaccine at the beginning or middle of the flu 
season, they are playing a vital role in protecting themselves 
and others from serious flu complications. ■

Developed by the subject matter experts of the American Society 
of Consultant Pharmacists Antimicrobial Stewardship and 
Infection Prevention and Control Committee, we are proud to 
provide the Fall 2022 Senior Immunizations Reference Card 
to help clinicians and patients provide preventive care.8
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For millions of individuals every flu season, 
getting the flu means experiencing cough, 
fatigue, fever, muscle aches, runny or stuffy 
nose, and sore throat, and spending days in bed 
feeling miserable. Millions of individuals get 
sick, hundreds of thousands are hospitalized, 
and thousands to tens of thousands of 
individuals die from flu each year.7

Ideally, patients receive their flu vaccinations 
each year by the end of October, but it is 
important to know that getting vaccinated 
later than that still provides protection 
during the peak of the flu season.
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Technician Focus

INFUSION PHARMACY TECHNICIANS HAVE A specialized role that 
plays a pivotal part in optimizing clinical and financial 
outcomes for infusion patients, Curtis Hudson, BA, NHA-
CPhT, said during a presentation at the American Society 
of Health-System Pharmacists 2022 Summer Meetings and 
Exhibition. Hudson is a senior certified pharmacy techni-
cian at UK Health Care in Lexington, Kentucky.

“We assist patients with selecting the most appropriate 
site of care for their infusions, and we determine how those 
infused drugs will be billed,” he said. “Training pharmacy 
technicians to evaluate appropriate site of care and waived 
plan benefits can reduce the workload for the pharmacist 
and lead to advancement opportunities for technicians.”

BILLING: MEDICAL VS PHARMACY BENEFIT
Infused drugs can be billed either through the medical or 
the pharmacy benefit, Hudson said. For this reason, the first 
thing an infusion technician does is investigate a patient’s 
coverage, deductible, expected co-payments, and maximum 
out-of-pocket cost. “Whenever we’re given the option of 
choosing between medical or pharmacy billing, it may be 
more financially viable to go one route over the other for the 
patient,” Hudson said. 

“Next, we review the patient’s clinical data and try to 
obtain the prior authorization,” he said. “Let’s say we try to 
submit it through the medical coverage, and then they deny 
it, saying, ‘It’s not medically necessary for the patient’s diag-
nosis.’” In these cases, an infusion technician would try to 
appeal the denial. If that appeal is unsuccessful, then it is 
appropriate to pursue the pharmacy benefit route instead. 
“When we hit a roadblock with one coverage, it’s nice to 
have a second option,” Hudson said.

Finally, when looking at billing, it can be advantageous 
for technicians to look at the pharmacy’s own 
reimbursement to keep the process patient centered, he 
said. However, when the billing decision is cost neutral 

for a patient, an infusion technician can choose the most 
financially responsible option for their organization.

EVALUATING SITE OF CARE
Some factors infusion technicians consider when helping 
determine site of care for patients are drug availability, 
insurance requirements, and patient needs and preferences. 
For insurance requirements, patients who are insured under 
Medicare must go to a provider-based department or hos-
pital for treatment, Hudson said. Additionally, a growing 
trend for commercial payers is requiring a lower site of care, 
such as an ambulatory or home infusion suite.

“Luckily, at my organization, we have both [ambulatory 
and home infusion] now, so we’re able to keep more of our 
patients in-house,” Hudson said. “We would have lost quite 
a few patients with these recent changes.”

If a drug is covered only by the pharmacy benefit, then 
the chosen site must either have a specialty pharmacy that 
can fill it or it must be able to accept an outside medication, 
Hudson explained. Additionally, infusion technicians con-
sider patient needs and preferences when deciding on the 
appropriate site of care. To help patients remain adherent, 
it is beneficial to find a site of care that is close to home so 
they can make it to their sites every month, Hudson said.

There are also patients who need financial and social ser-
vices, he said. In these cases, technicians can help patients 
pursue either in-house financial or manufacturer assistance 
programs for support.

Finally, when looking at drug availability, facilities usu-
ally have their own drug formularies that can affect the 
availability of different drugs, Hudson explained. For exam-
ple, some organizations will only infuse using biosimilars. 
When this occurs, if a provider is unwilling to change the 
therapy to a biosimilar, technicians can help make the deci-
sion to not pursue that site of care.

Furthermore, some institutions will exclude certain 
drugs from their formularies entirely, affecting where 
patients will need to go for a specific drug. There can also 
be restrictions placed on how and where medications can 
be ordered, Hudson said. In these cases, some drugs may 
require enrollment into a risk evaluation and mitigation 
strategies program, but that is difficult. When this occurs, 
technicians are a critical resource in supporting patients 
through this process and decreasing the workload burden 
for oncology pharmacists. ■
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Expert: Infusion 
Pharmacy Technicians 
Can Reduce Workload 
in Oncology Pharmacy
Evaluating Tasks, Such as Appropriate Site 
of Care and Plan Benefits, Frees Up Time 
for Pharmacists
By ALANA HIPPENSTEELE

The National Healthcareer Association (NHA) is honored to partner with Pharmacy Times® to educate 
and advocate for pharmacy technicians. To learn more about NHA’s resources for techs, visit 
https://info.nhanow.com/onepartner. 
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Condition State Management

Study: Guided Mindfulness Programs May 
Reduce Anxiety
GUIDED MINDFULNESS-BASED STRESS REDUCTION (MBSR) programs may be 
an effective treatment for anxiety disorders, according to new data published 
in JAMA Network Open. In a recent study comparing MBSR with the medica-
tion escitalopram, validated assessments showed that participants’ anxiety 
fell by a mean of 30% in severity in both arms.

Anxiety disorders is an umbrella term for conditions that include fear 
of places or situations, generalized or social anxiety, and panic disor-
ders. Those with anxiety disorders are at a heightened risk of disability, 
distress, and suicide.

Prescription medications are effective options, but they can have adverse 
effects or may not be as accessible. 

However, with MBSR, “sessions can be done outside of a medical setting, 
such as at a school or community center,” primary study author Elizabeth 
Hoge, MD, director of the Anxiety Disorders Research Program and an associate 
professor in the Department of Psychiatry at Georgetown University School of 
Medicine in Washington, DC, said in a statement. “A big advantage of mindful-
ness meditation is that it doesn’t require a clinical degree to train someone to 
become a mindfulness facilitator.”

The United States Preventive Services Task Force recommends screening for 
anxiety disorders. Further research will assess MBSR for depression and sleep.

Psychologists Struggle 
to Meet Higher 
Demands for Mental 
Health Resources 
THE RESULTS OF AN American 
Psychological Association (APA) 
survey shows that psychologists 
do not have the bandwidth to add 
patients and meet the growing 
demand for mental health treatment. 
This is the third consecutive year that 
the APA recorded high demand for 
anxiety and depression treatment, 
with 46% of practitioners who 
responded to the 2022 COVID-19 
Practitioner Impact Survey 
indicating that they are unable to 
meet the demand.

“We [must] tackle this problem 
with a variety of solutions beyond 
individual therapy,” Arthur C. 
Evans Jr, PhD, CEO and executive 
vice president of the APA, said 
in a statement. Evans suggested 
expanding the workforce, improving 
efficiencies with innovation and 
technology, and improving mental 
health literacy. However, he said 
one of the most significant changes 
could come from using public health 
strategies to expand the paradigm for 
addressing behavioral health.

The survey results also showed 
that the largest growth in mental 
health services were among health 
care workers, with nearly 50% of 
psychologists noting an increase in 
this population, as well as young 
individuals, particularly between the 
ages of 13 and 17 years. Psychologists 
also noted increasing demand 
to treat substance use 
and trauma. Additionally, 8 in  
10 psychologists noted increases in 
anxiety disorders and high demand 
for depression treatment. It is not 
surprising that 45% of psychologists 
reported feeling burned out.

Research Examines Workplace Stress on Younger 
Employees During COVID-19 Pandemic
NEW RESEARCH RESULTS SHOW that younger workers were more stressed out 
at work during the COVID-19 pandemic compared with other groups. The trend 
was observed in participants across 30 different countries.

“Under normal circumstances, the younger generations of workers need 
additional support from their managers. [This] was exacerbated during the 
pandemic, when we saw that relative newcomers to the workforce did not cope 
as well under the pressures of remote working,” study investigator Christina 
Butler, PhD, MBA, associate professor and senior member of the Department 
of Management in the Faculty of Business and Social Sciences at Kingston 
University London in the United Kingdom, said in a statement.

Looking to understand how the COVID-19 pandemic affected individuals at 
the start of their careers vs veteran employees, investigators found that workers 
who were early in their careers emoted higher levels of disinterest about work, 
showed more cynicism, and were more likely to disengage compared with 
midcareer workers. However, midlevel employees were negatively affected by 
the pandemic and reported more exhaustion. 

Overexhaustion could contribute to another national trend that was seen 
during the COVID-19 pandemic, which was skilled employees aged 50 years and 
older who were leaving their professions before retirement, according to Butler. 
Both disinterest and exhaustion are signs of burnout, she said. 

Increasing autonomy at work could reduce employee exhaustion and stress, 
Butler said. However, Audra Mockaitis, professor at the Maynooth University 
School of Business in Ireland, another leader of the study, thinks the pandemic 
will have lingering effects for individuals in all stages of their careers.

Stress Watch
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b ro u g h t  to  yo u  by  t h e  s a s s y  p h a r m a c i s t

Check Online 
PharmacyTimes.com will 
offer Pet Peeves, brought to 
you by The Sassy Pharmacist, 
in coming months.

What’s Bothering You? 
Bossy patients, abandoned prescriptions, drive-through 

demands? We want to know! Send your pet peeves to 

cmollison@pharmacytimes.com. We’ll share them here and online.

Pet Peeve

i l lu st r at i o n  by  k i r s t i e  b e l l e  m e d i n a

And One More Thing 
The “oh, and also….” patient. For example, “Oh, and also can you check if 
I need a refill on anything?” “Oh, and also can you look up the last time I 
got this medication?” “Oh, and also I am picking up for another person.”



57February 2023 pharmacytimes.com 

Case Studies

CASE 1

CASE 1: S maltophilia is a rare, gram-negative bacterium that 
can be life-threatening. It is an emerging global opportunistic 
pathogen, and it most commonly occurs as a nosocomial 
pneumonia infection but can be a normal colonizer in the 
respiratory tract. The first-line treatment is co-trimoxazole 
because of common sensitivity and its strong ability to treat 
S maltophilia. However, because of DD’s life-threatening sulfa 
allergy, co-trimoxazole is contraindicated.1 As a result, the 
pharmacist should recommend levofloxacin (Levaquin), which 
is a frequently used second-line agent. Levofloxacin is reported 
to have similar treatment success rates, but the guidelines do 
not recommend levofloxacin as first-line treatment because of 
common, overuse-related quinolone resistance. Data indicate 
that patients who are not quinolone naïve, such as those 
with cystic fibrosis, have less treatment success when using 
quinolones compared with co-trimoxazole.

CASE 2: Inhaled corticosteroids (fluticasone) and 
pharmacokinetic boosters (darunavir/cobicistat) are known 
to interact. ME’s reaction originated from a cytochrome P450 
3A4  interaction between cobicistat and fluticasone. The 
interaction increases cortisol levels within the body while 
inhibiting its clearance, leading to adrenal suppression. As a 
result, ME developed Cushing syndrome.2 Bruising easily, a fatty 
hump between the shoulders, and moon facies are common 
presentations of the disease. Patients with HIV are susceptible to a 
considerable number of drug interactions, because they are likely 
to develop comorbidities as they age. It is important to review 
a patient’s medical history before initiating new medications. 
To avoid this reaction, the preferred alternative to fluticasone is 
beclomethasone. Pharmacists can use the free Liverpool HIV Drug 
Interactions Checker to identify medications that should not be 
coadministered with antiretroviral therapy regimens.

i l lu st r at i o n  by  k i r s t i e  b e l l e  m e d i n a

DD is a 67-year-old man who has been hospitalized 
for the past few weeks for complications related 
to a bad fall. He had developed high white 
blood cell counts, an increasing fever, and other 
signs of infection. DD has a documented life-
threatening sulfa allergy. The team ordered 
empiric cefepime and vancomycin. Two days 
later, culture results indicated that the bacterium 
Stenotrophomonas maltophilia was causing the 
suspected pneumonia. The hospital, worried about 
this uncommon bacterium, calls the pharmacy for 
recommendations for treatment.

What should the pharmacist recommend?

DYLAN DECANDIA and KARISSE LORA are PharmD candidates at the 

University of Connecticut School of Pharmacy in Storrs.

JEANNETTE Y. WICK, MBA, RPH, FASCP, is the director of pharmacy 

professional development in the Department of Pharmacy Practice at the 

University of Connecticut School of Pharmacy in Storrs.
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Answers

CASE 2

ME, a 41-year-old man, was diagnosed with HIV 
approximately 6 years ago. His antiretroviral 
therapy regimen includes darunavir/cobicistat 
(Prezcobix) and dolutegravir (Tivicay). After 
reviewing ME’s recent laboratory results, the 
physician diagnoses diabetes and hypertension 
and prescribes metformin 500 mg twice daily 
and lisinopril 5 mg daily. The physician also 
recommends lifestyle changes for the patient, 
including more physical activity. ME has difficulty 
breathing and wheezes throughout the day, and 
physical activity makes it worse. The physician 
prescribes fluticasone and albuterol for the 
patient’s persistent asthma. Approximately 
2 weeks later, the patient presents to the 
emergency department for significant fatigue and 
nausea. Upon examination, the physician notices 
purple stretch marks on ME’s skin and several small 
bruises. She also notices that ME has developed a 
moon facies and a hump between his shoulders. 
The physician suspects a drug interaction.

What should the pharmacist recommend?

FOR REFERENCES, GO TO PHARMACYTIMES.COM/PUBLICATIONS
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Fun Facts

Q: Is alcohol ever  
considered medicinal?

A : It was in ancient times.
Hollywood often portrays a main 

character buoyed to make a big decision 
after taking a shot of alcohol—or 2 or 3. 
Many claim alcohol heals the spirit, and some 
theories suggest that some liquors are called 
spirits based on their association with the 
Holy Spirt, who, alongside God and Jesus 
Christ, encompasses the Holy Trinity.1

For well over a millennium, many have 
claimed that alcohol is a medicine in its own 
right, whether it be physical, theological, or 
theoretical. And although the health benefits 
are still heavily debated, evidence is not 
strong enough to suggest that alcohol should 
be considered a medicine.2

The history of alcohol as medicine dates 
as far back as ancient China and Egypt.2 Back 
then, wine’s supposed healing capabilities 
stretched far beyond what science recognizes 
today. For instance, ancient Egyptians thought 
wine could cure asthma, induce labor, and 
even expel epilepsy.3 Wine was also thought 
to promote healthy digestion, and its mind-
altering effects were taken as signs of healing 
among the Egyptian people.3

However, modern science debunks these 
claims. Alcohol can damage organs in the 
digestive system, which comprises the 
mouth, throat, esophagus, stomach, liver, 
large and small intestines, and anus.4 Alcohol 
immediately enters the bloodstream via the 
stomach and metabolizes in the liver, 
where it is converted into the toxibyproduct 
acetaldehyde.4

Alcohol has also been linked to numerous 
types of cancer.4 “A third of cancers of the 
mouth and throat (30%) [are] caused by 
drinking alcohol,” according to an Australian 
government website.4 Research results also 
show that moderate alcohol consumption 

increases the risk of colorectal cancer by 
21%, and the risk more than doubles to 52% 
among heavy drinkers.5

Beliefs about the significant medicinal 
benefits of alcohol consumption later 
perpetuated in ancient Greece.2 The physician 
Hippocrates is credited by some with 
promoting the medicinal consumption of 
alcohol by introducing a “Wine for Wellness” 
movement that spread throughout ancient 
Greece.2 He claimed wine had antipyretic 
effects that could be used as a diuretic, to 
purge the bowels, and reduce fevers.3

Other physicians in ancient Greece 
followed in Hippocrates’ footsteps, including 
Theophrastus of Eresus and Athenaeus, the 
latter dedicating an entire literary text to 
wine in 200 ace, titled Deipnosophistae.3,4 Even 
Biblical stories are interwoven with tales of 
the curative powers in alcohol consumption.2 
Timothy 5:23 states, “Stop drinking only water 
and use a little wine instead, because of your 
stomach and your frequent ailments.”2

But alcohol does not appear to be healthful 
for any of the digestive organs.5 While 
absorbed directly into the stomach, alcohol 
increases the stomach’s acidity.6 This can 
lead to issues including acid reflux, gastritis, 
ulcers, and other forms of inflammation.6

Patrick E. McGovern, scientific director of 
the Biomolecular Archaeology Project for 
Cuisine, Fermented Beverages, and Health 
at the University of Pennsylvania Museum 
in Philadelphia, analyzed herbs preserved 
in alcohol. He and his team found that the 
alcohol enhanced the potency of the herb’s 
medicinal properties.7 This type of extraction 
was an “excellent means to dissolve and 
administer herbal concoctions externally and 
internally,”2 and there is evidence that the 
Egyptians soaked medicinal herbs in wine as 
early as 1850 bce.7 However, it is worth noting 
that the healthfulness of the herbs—not 
alcohol—is emphasized.
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Therapeutic Advancements in Allergic Rhinitis: 
The Pharmacist’s Role in Improving the Use of 
OTC Treatments

EDUCATIONAL OBJECTIVES

At the completion of this activity, pharmacists will be able to:

•   Examine the pathophysiology, risk factors, and symptoms of allergic rhinitis (AR) and 
recognize the quality-of-life burden associated with AR

•   Distinguish between the efficacy and safety of various OTC treatment options for AR, 
including intranasal antihistamine formulations

•   Investigate the multifaceted role of pharmacists in the management of AR and 
understand key considerations in providing effective patient education and 
implementing care pathways to optimize outcomes

  At the completion of this activity, pharmacy technicians will be able to:

•   Review the pathophysiology, risk factors, and symptoms of allergic rhinitis (AR), 
including the quality-of-life burden associated with AR

•   Recognize the differences between various OTC treatment options for AR, including 
intranasal antihistamine formulations

•   Express the role of pharmacy technicians in supporting patients who have AR

TARGET AUDIENCE: Retail pharmacists and pharmacy technicians 
ACTIVITY TYPE: Application for pharmacists, Knowledge for pharmacy technicians 
RELEASE DATE: February 1, 2023
EXPIRATION DATE: February 1, 2024
ESTIMATED TIME TO COMPLETE ACTIVITY: 2.0 hours
FEE: This lesson is offered for free at www.pharmacytimes.org.

Pharmacy Times Continuing Education™ is accredited by the Accreditation 
Council for Pharmacy Education (ACPE) as a provider of continuing 
pharmacy education. This activity is approved for 2.0 contact hours (0.20 
CEU) under the ACPE universal activity numbers 0290-0000-23-009-H01-P 
and 0290-0000-23-009-H01-T. The activity is available for CE credit 
through February 1, 2024.

Overview of Allergic Rhinitis
Allergic rhinitis (AR), also known 
as “hay fever,” is a hypersensitivity 
response of the immune system in the 
upper respiratory tract due to exposure 
to aeroallergens. This results in nasal 
congestion, rhinorrhea, sneezing, and 
itching of the nose, eyes, and palate. 
The most common outdoor allergens are 
pollen from grasses, weeds, and trees, 
as well as airborne mold spores. The 
most common indoor allergens are dust 
mites, cockroaches, mold spores, and 
animal dander. AR is classified based 
on symptom severity (mild or moderate/

severe) and frequency (episodic, inter-
mittent, and persistent). A variety of 
OTC medications are available for self-
treatment of AR symptoms and include 
oral and intranasal antihistamines, intra-
nasal corticosteroids (INCSs), oral and 
intranasal decongestants, and intranasal 
mast cell stabilizers. Pharmacotherapy is 
targeted to patient-specific symptoms.

Pathophysiology
The pathogenesis of AR involves multiple 
cell types and mediators and follows the 4 
phases of an allergic reaction (FIGURE 12).1 
It begins with the sensitization phase, 
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where the patient is exposed to an allergen but does not 
experience any clinical symptoms.3 During the sensitiza-
tion phase, allergens are taken up by cells within the nasal 
mucosa, leading to the generation of allergen-specific immu-
noglobulin (Ig) E.3 The IgE binds to mast cells, basophils, 
memory allergen-specific type 2 T helper cells (Th2), and 
IgE B cells.3 Within minutes in someone already sensitized to 
the allergen, subsequent allergen exposure activates the early 
phase response, which triggers the release of allergic media-
tors (eg, histamine, leukotrienes, prostaglandins), leading to 
the acute symptoms of AR.1,3 Symptoms of AR are mediator-
specific and may be caused by mediators such as histamine 
(itching, sneezing, vasodilation, and plasma exudation), 
prostaglandin (runny nose), bradykinin (itchy/sore throat), 
and neuropeptides (congestion).1 Cellular recruitment is the 
third phase of the allergic response and occurs within a few 
hours of allergen exposure. In this phase, cytokine produc-
tion by memory allergen-specific Th2 cells induces inflam-
mation and recruitment of eosinophils, further leading to 
acute symptoms of AR.1,3 The fourth phase is designated 
the late phase and occurs 2 to 8 hours after allergen expo-
sure.1,4 Here, the inflammation from the cellular recruitment 

phase changes the functional aspects of the nasal mucosa, 
leading to mucus hypersecretion secondary to submucosal 
gland hypertrophy and congestion.1,3 Persistent inflammation 
“primes” the tissues, resulting in a lower threshold needed 
for allergic and nonallergic mediators (eg, cold air) to trigger 
the allergic cascade.1

Accumulating evidence indicates that the nervous system has 
a key role in the nasal symptoms of AR. Sensory nerves within 
the mucosa transmit sensations, such as pruritus and motor 
reflexes, resulting in sneezing.5 Parasympathetic nervous system 
reflex mechanisms result in hypersecretion of watery nasal 
fluid.1 Sympathetic nervous system reflexes result in conges-
tion due to vasodilation from innervation of glands and arteries 
that supply the glands.1 Dysregulation of the nerves in the nose 
plays an integral role in the pathogenesis of AR.5 Axon reflexes 
can precipitate inflammatory responses in the nose, resulting in 
plasma extravasation and inflammatory cell recruitment, while 
allergic inflammation can produce neuronal hyperresponsive-
ness.3 These components of the nervous system will be targets 
for symptom management.

Incidence and Prevalence
Data from 2018 show that approximately 24 million Ameri-
cans were diagnosed with seasonal AR (SAR).6 This repre-
sents a prevalence of approximately 8% (19.2 million) adults 
and 7% (5.2 million) children.6 A survey looking at the inci-
dence of physician diagnoses estimates a prevalence of 15%, 
while patient self-reporting of nasal symptoms was estimated 
at 30%.7 In addition, there are 7 million physician office visits 
annually with AR as the primary diagnosis.8 Allergies are the 
sixth leading cause of chronic illness in the United States.6,9

Risk Factors
AR has a recognized hereditary component and 1 of the 
strongest risk factors is the presence of disease in a first-
degree family member.4 Having a family member with AR 
more than doubles the risk, with some estimates as high as 
70% to 80%.4,7 No single gene accounts for the hereditary 
effect of AR. Risk factors for AR include family history of 
atopy, serum IgE greater than 100 units/mL before 6 years of 
age, higher socioeconomic class, and a positive allergy skin 
prick test result.10 The evidence of early childhood exposure 
to infections, animals, and secondary tobacco smoke on the 
development of AR is inconclusive.10

FIGURE 1. PATHOPHYSIOLOGY OF ALLERGIC RHINITIS2

 

Republished from Rahim NA, Jantan I, Said MM, Jalil J, Abd Razak AF, 
Husain K. Anti-allergic rhinitis effects of medicinal plants and their bioactive 
metabolites via suppression of the immune system: a mechanistic review. 
Front Pharmacol. 2021;12:660083. doi:10.3389/fphar.2021.660083, under the 
terms of the Creative Commons Attribution License (CC BY).
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STAR*

What are the classic symptoms of AR?

*S = Stop; T = Think; A = Assess; R = Review

Clinical Manifestations
The diagnosis of AR is suggested by the presence of 1 or 
more of the following classic symptoms: nasal congestion, 
clear rhinorrhea (ie, runny nose or postnasal drip), sneezing, 
and itching (eg, nose, eyes, and palate).11 In addition, cough 
is a common symptom of AR.11 Nasal congestion is the 
most frequently reported symptom and generally consid-
ered the most bothersome in both adults and children.10 In 
adults, 60% report nasal congestion as the most common 
symptom during the worst time of the year and in pediatric 
patients (aged 4-17 years), 52% report it every day or most 
days.10 Associated symptoms that may occur upon presenta-
tion include ocular pruritus, erythema, and/or tearing, oral 
cavity or pharyngeal pruritus, and wheezing or cough.4 Addi-
tional associated symptoms with which patients may present 
include hyposmia or anosmia, snoring or sleep-disordered 
breathing, aural congestion or pruritus, and sore throat (due 
to postnasal drip).4

Burden of Allergic Rhinitis and Impact on 
Quality of Life
AR results in substantial morbidity, impairment in quality of 
life (QOL), and increased economic burden. In 1 study, nearly 
twice as many adults with AR rated their health as fair/poor/
very poor (27%) compared with adults without AR (15%).10 
Between 35% and 50% of adults reported that AR has at least 
a moderate impact on their daily life.10 In the United States, 
10% of workers reported absenteeism because of AR symp-
toms, 22% reported work interference, and 20% experienced 
both.10 Another study of employees with AR reported missing 
3.6 days of work per year and being unproductive 2.3 hours 
per workday when symptomatic.4 

Issues related to QOL associated with AR include disturbed 
sleep (eg, difficulty falling asleep, staying asleep, and awak-
ening refreshed); daytime somnolence and fatigue; irritability; 
depression; impairment of physical and social functioning; and 
attention, learning, and memory deficits.11 Approximately 22% 
of adults reported that they are unable to sleep or are awakened 
most days or every day, and 25% to 45% of children experi-
enced sleep disruption because of AR symptoms.10 A study 
of adolescents with nasal symptoms severe enough to affect 

daily activity showed an association between AR symptoms 
and lower grades.10 Decreased sense of smell can lead to a 
significant reduction in QOL. This includes an inability to taste, 
losing the pleasure of eating, and increasing health risks (eg, 
adding large amounts of sugar and salt to highlight flavors).10 
Olfactory impairment is thought to be related to congestion of 
the nasal mucosa or dysfunction of the olfactory nerve from 
local inflammation.10

The economic burden of AR is significant. Total direct medical 
costs are estimated at $2 billion to $5 billion, with the majority 
of expenses attributable to prescription medications.4 Direct 
costs are attributed to medications, health care provider office 
visits, laboratory tests, and treatment of comorbid conditions. 
Patients with AR experienced a 2-fold increase in medication 
expenses and a 1.8-fold increase in visits to health care providers 
compared with healthy matched controls.10 Studies estimating 
indirect costs range widely, from $1.7 billion to $9.7 billion.10 
Indirect costs include loss of school and work productivity.

Identification/Assessment/Classification
AR is classified based on symptom frequency and severity. 
Frequency is divided into episodic, intermittent, and persis-
tent. Severity is divided into mild or moderate/severe.11 The 
left-hand column of TABLE 17,11 describes the frequency and 
severity of symptoms that are used to guide initial therapy 
selection.11 Other terms often used to classify AR include 
SAR occurring in a predictable pattern or perennial AR 
(PAR) occurring year-round.11

Goals of Therapy and Approach to Treatment 
AR is a chronic condition that cannot be cured. The goals 
of therapy are to manage symptoms such that the patient 
maintains QOL and a sense of well-being.1 There are several 
different organizations that publish guidelines for the treat-
ment of AR. The 2020 update from the Joint Task Force on 
Practice Parameters of the American Academy of Allergy, 
Asthma, and Immunology was utilized for this manuscript. 
Treatment for AR involves a stepwise approach that includes 
allergen avoidance, pharmacotherapy, and immunotherapy.11 
Allergens can be divided into indoor allergens, outdoor 
allergens, and irritants. Indoor allergens include dust mites, 
animal dander, mold, and cockroaches; outdoor allergens 
include pollen; and irritants include smoke, odors, cold air, 
colds and infections, and exhaust. Complete allergen avoid-
ance is not realistic; therefore, allergen identification and 
reduced exposure should be recommended throughout treat-
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ment. Avoidance strategies should target patient-specific 
allergen triggers. For a list of allergens and specific mitiga-
tion strategies, please see the additional resources section.

A variety of pharmacotherapy options are available over-the-
counter for self-treatment of AR. These include antihistamines 
(oral and intranasal), INCSs, decongestants (oral and intra-
nasal), and intranasal mast cell stabilizers.11 Pharmacotherapy is 
individualized according to patient-specific symptoms, severity, 
frequency, and preference for dosage form (oral vs intranasal) 
administration. Additionally, health care providers should 
consider the availability and affordability of medications when 
recommending treatment options to patients. See FIGURE 23 for 
a list of medication classes and symptom control and TABLE 17,11 

for the treatment recommendations based on AR classification. 
This table lists the treatments in the order the expert consensus 
recommends using. The order in TABLE 17,11 considers onset of 
action as well as relative efficacy. Therapy should start with 
treatments listed as 1a or 1b. Either 1a or 1b can be used initially, 
as they are equally effective. Other treatment options listed 
(2, 3, etc) could be used in place of 1a or 1b depending on patient 
symptoms or provider preference. Certain treatments may be 
preferred over others based on the patient’s symptoms, drug 
tolerability (adverse effect [AE] profile), and affordability. After 
about 1 week of treatment the patient should be reassessed to 
determine if the therapy is working. If symptoms are controlled, 
therapy can be continued, or step-down to the lowest effec-

TABLE 1. ALLERGIC RHINITIS CLASSIFICATION AND TREATMENT RECOMMENDATIONS7,11

Type of symptoms Recommended treatment option

Episodic symptoms 
Occur upon exposure/contact with an allergen that is 
not usually part of the person’s environment (eg, pet 
at a friend’s house)

Oral or intranasal antihistamine ± oral or intranasal 
decongestant if needed

Intermittent symptoms 
Occur <4 days/week OR <4 consecutive weeks/year

Mild 
•  Normal sleep
•  No impairment of daily activities, sport, or leisure 
•  Normal work and/or school performance
•  Symptoms present but not troublesome

1a.  Oral antihistamine
1b.  Intranasal antihistamine
2.   Oral antihistamine + oral decongestant
3.   INCSs

Moderate/severe
1 or more of the following: 
•  Interference with sleep
•  Interference with daily activities, sport, or leisure
•  Interference with work and/or school performance
•  Troublesome symptoms present

1a.   Oral antihistamine
1b.   Intranasal antihistamine
2.    INCSs
3a.  Intranasal antihistamine + INCSs 

(combination in 1 device) – Rx only
3b.  Intranasal antihistamine + INCSs 

(combination in 2 devices)
4.    Oral antihistamine + oral decongestant

Persistent symptoms
Occur ≥4 days/week AND ≥4 consecutive weeks/year

Mild 
•  Normal sleep
•  No impairment of daily activities, sport, or leisure 
•  Normal work and/or school performance
•  Symptoms present but not troublesome

1.     INCSs
2a.  Oral antihistamine
2b.   Intranasal antihistamine
3.    Oral antihistamine + oral decongestant
4.    Intranasal cromolyn

Moderate/severe 
1 or more of the following: 
•  Interference with sleep
•  Interference with daily activities, sport, or leisure
•  Interference with work and/or school performance
•  Troublesome symptoms present

1a.  Intranasal antihistamine + INCSs  
(combination in 1 device) – Rx only

1b.  Intranasal antihistamine + INCSs 
(combination in 2 devices)

2.   INCSs
3.   Intranasal antihistamine

INCS, intranasal corticosteroid. 
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tive dose can be considered. If symptoms are not controlled, 
it is recommended to try an alternative first-line agent or add a 
symptom-specific agent.

Another option for management is immunotherapy, which 
uses controlled exposure to increasing amounts of known aller-
gens to induce tolerance and reduce severity of allergic disease. 
Allergens are administered through subcutaneous injection or 
sublingual tablets. Immunotherapy can be offered through shared 
clinical decision making to patients with moderate-to-severe AR 
with inadequate symptom control with allergen avoidance and/
or pharmacotherapy, to reduce AEs associated with long-term 
use of pharmacotherapy, and to reduce the severity of associated 
comorbid conditions (eg, asthma).11

STAR

What treatment options are available over the counter 
for AR?

Nonprescription Allergic Rhinitis 
Pharmacotherapy
Antihistamines
Antihistamines for the management of AR are available in 
oral and intranasal formulations.  Antihistamines are revers-
ible, competitive histamine type 1 (H1) receptor antagonists 
that block the physiologic effects that histamine normally 
induces at the H1 receptor. Antihistamines do not prevent 

histamine release nor bind with histamine that has already 
been released. Antihistamines block the effect of histamine, 
thereby reducing symptoms and, over time, decreasing the 
inflammatory process.12 Antihistamines are indicated to 
relieve sneezing, runny nose, itching of the nose, palate, and 
eyes, and watering of the eyes caused by AR. They are less 
effective for relieving nasal congestion compared with INCSs.3

Oral antihistamines are classified as first generation (eg, 
diphenhydramine, chlorpheniramine), or sedating, and second 
generation (eg, cetirizine, fexofenadine, levocetirizine, lorata-
dine), or less sedating/nonsedating. First-generation antihis-
tamines bind non-selectively to central and peripheral H1 
receptors and may result in central nervous system stimulation 
or depression. In addition, first-generation antihistamines have 
anticholinergic effects that can result in dry eye, dry mouth, 
constipation, and urinary retention. Second-generation antihis-
tamines are selective for peripheral H1 receptors and are gener-
ally less sedating. Due to the AEs listed above, first-generation 
antihistamines should generally be avoided in favor of second-
generation agents.11 

Intranasal antihistamines provide direct delivery of the 
medication to the nasal mucosa, reducing the potential for 
systemic AEs, decreasing the burden of disease and improving 
QOL.12 Topical antihistamines offer improved efficacy for 
nasal symptoms, including nasal congestion, compared with 
systemic antihistamines.13,14

FIGURE 2. MEDICATION CLASSES AND SYMPTOM CONTROL3
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Recent Updates

Azelastine 0.15% nasal spray received approval from the 
FDA in June 2021 as an OTC product for the temporary 
relief of nasal congestion, runny nose, sneezing, and itchy 
nose due to AR.15,16 It is the first antihistamine nasal spray 
available over-the-counter for adults and children 6 years 
and older.15,16 The OTC formulation of azelastine has several 
benefits, including flexible once- or twice-daily dosing that 
provides up to 24-hour relief of nasal congestion, running 
nose, sneezing, and itchy nose from indoor and outdoor aller-
gens. The 0.10% azelastine nasal spray remains a prescrip-
tion medication for children aged 2 to 6 years.

Azelastine is a second-generation antihistamine that selec-
tively competes with histamine at the H1 receptor.16 In addition 
to blocking the effects of histamine, azelastine has been shown 
to inhibit the effects of other chemical mediators involved in 
the allergic inflammatory response.16 These physiological 
effects may explain the efficacy of azelastine for treating nasal 
congestion in addition to histamine-mediated symptoms over 
oral antihistamines.17

Azelastine was originally studied in a trial evaluating its effi-
cacy in 526 subjects with moderate-to-severe SAR.18 Patients 
were randomized to 2 sprays per nostril twice daily of azelastine 
0.15%, azelastine 0.10%, or placebo. After 2 weeks, the mean 
improvement and percentage improvement in the primary end 
point of 12-hour reflective total nasal symptom score (rTNSS) 
consisting of nasal congestion, runny nose, itchy nose, and 
sneezing were significant (P <.001) with azelastine 0.15% and 
azelastine 0.10% compared with placebo.18 Post hoc analysis 
showed a statistical difference (P = .047) in the mean improve-
ment versus placebo in the 12-hour rTNSS with azelastine 
0.15% compared with azelastine 0.10%.18 Bitter taste was the 
most common AE with both azelastine 0.15% and 0.10% nasal 
sprays (8.4% and 9.4% of patients, respectively).18 Somnolence 
was reported by 1.7% of patients in the azelastine 0.15% group, 
0.6% of patients in the azelastine 0.10% group, and 0.6% of 
patients in the placebo group.18 

A second trial evaluated the efficacy of azelastine 0.15% nasal 
spray in 506 patients with moderate-to-severe SAR.19 Patients 
were randomized to azelastine 0.15% or placebo, both at a 
dosage of 2 sprays per nostril once daily for 14 days. The mean 
improvement and percentage improvement in the TNSS was 
significant with azelastine 0.15% compared with placebo (2.14% 
and 11.4%, respectively; P <.012).19 The mean improvement in 
24-hour instantaneous TNSS was also significant for azelastine 
0.15% compared with placebo, indicating efficacy with once-

daily dosing (P <.001).19 The most commonly reported AEs 
were nasal discomfort (3.6%) and bitter taste (2.4%).19

Two clinical studies have shown that coadministration of 
azelastine nasal spray with an oral antihistamine, either lorata-
dine or fexofenadine, conferred no additional clinical benefits 
with regard to improving the TNSS or individual symptom scores 
compared with azelastine nasal spray alone.20,21 These studies 
show that intranasal antihistamines can be used as monotherapy.

Intranasal Corticosteroids
The mechanism of action for INCSs (ie, budesonide, flutica-
sone, mometasone, triamcinolone) is related to the local anti-
inflammatory effect on the nasal mucosa. INCSs decrease 
inflammation by inhibiting T-cell activation, reducing 
production of inflammatory cytokines, and decreasing mast 
cell, eosinophil, and basophil levels in the nasal mucosa.12 
Although the clinical effects of INCSs appear within a day, 
the peak effect in cases of PAR is not reached for several 
weeks.22 INCSs are indicated to relieve all nasal symptoms of 
AR including nasal congestion, sneezing, runny nose, itchy 
nose, and itchy and watery eyes. 

The most frequent AEs associated with INCSs are local, 
including nasal irritation, stinging, and epistaxis, and can be 
generally prevented by aiming the spray slightly away from the 
nasal septum.11 A warning listed on the INCS Drug Facts label 
states that “the growth rate of some children may be slower.” 
This can be a concerning AE for parents with children who have 
persistent AR. A meta-analysis found a statistically significant 
lower mean linear leg growth in children using INCSs for 
short-term use (2-4 weeks) compared with placebo; however, 
the analysis found no significant difference in vertical height 
growth velocity in children using long-term (12 months) INCSs 
compared with placebo.23 It is important to note that there was 
considerable variation in the trials assessing long-term INCS 
use; therefore, the long-term effect on growth velocity remains 
unclear.23 When recommending INCSs for children, it is impor-
tant to counsel parents and caregivers to use the lowest effective 
dose for the shortest duration and to monitor growth carefully.

Recent Updates

Mometasone nasal spray received approval from the FDA in 
March 2022 as an OTC product for the temporary relief of 
nasal congestion, runny nose, sneezing, and itchy nose due to 
AR.24,25 The OTC product is approved for children and adults 
2 years and older.25

A study published in 2021 was the first to compare the 



66 PHARMACYTIMES.ORG
FEBRUARY  2023

effectiveness of mometasone and fluticasone in restoring 
nasal epithelial barrier function.26 The nasal epithelium serves 
as a barrier to allergic triggers. INCSs are thought to reduce 
inflammatory mediators (ie, cytokines) allowing the damaged 
epithelium to be repaired. In the comparison, treatment for 
1 year with both mometasone and fluticasone allowed for repair 
of the epithelial cells resulting in reduced mucosal perme-
ability and inflammation.26

Another trial evaluated 260 patients with persistent PAR who 
were randomized to receive either triamcinolone acetonide 
or fluticasone propionate nasal sprays for 4 weeks.27 The effi-
cacy in symptom control was evaluated using the rTNSS from 
baseline to day 28. Triamcinolone acetonide proved to be non-
inferior to fluticasone propionate, with a decrease in rTNSS 
values seen in both groups.27 The most commonly reported 
treatment-emergent AE was headache in 9.3% of patients in 
the triamcinolone acetonide group versus 4.6% in the flutica-
sone propionate group.27

Decongestants
Decongestants are α-adrenergic receptor agonists in the nasal 
mucosa producing vasoconstriction, which results in reduc-
tion of nasal fluid leakage, mucosal edema, and airflow resis-
tance.12 Decongestants are indicated for short-term use to 
reduce nasal congestion. Decongestants are classified as oral 
(eg, pseudoephedrine [PSE], phenylephrine [PE]) and intra-
nasal (eg, oxymetazoline, PE). The ability to access PSE has been 
limited, as 2005 legislation restricted sales due to the production 
of methamphetamine.28 As an alternative, PE is available over-
the-counter without sale restrictions; however, the efficacy of 
PE is controversial. A randomized, multicenter, open-label trial 
compared treatment with various dosages of PE or placebo in 
patients with SAR.29 The study found no statistically significant 
improvement in nasal congestion scores for any dose of PE.29 
This is likely due to the poor oral absorption with a bioavailability 
of less than or equal to 38% and the direct-acting decongestant 
mechanism of action.1 The authors concluded that PE was no 
better than placebo.29 The American Academy of Allergy, 
Asthma, and Immunology rhinitis treatment guidelines have 
recognized the potential lack of efficacy for PE and have pref-
erentially recommended use of PSE if nasal decongestants 
are needed.11 

AEs associated with oral decongestant use include cardio-
vascular stimulation (eg, hypertension, palpitations, tachy-
cardia, arrhythmias) and central nervous system stimulation 
(eg, insomnia, anxiety, tremors, restlessness).11 Patients with 

comorbid conditions sensitive to adrenergic stimulation (eg, 
cerebrovascular or cardiovascular disease, hyperthyroidism, 
closed-angle glaucoma, and benign prostatic hyperplasia) 
should use decongestantswith caution.

The efficacy concerns with oral PE are not associated with 
intranasal use. Intranasal decongestants have minimal systemic 
absorption; therefore, AEs are limited to local irritation of the 
nasal passages, including burning, stinging, and sneezing.11 
Rhinitis medicamentosa, also known as rebound conges-
tion, is a common AE resulting from overuse of intranasal 
decongestants. The proposed mechanism of action is due to 
physical dependence that develops a cycle of continued use 
to maintain nasal patency.30 There is no standard treatment 
regimen for the management of rhinitis medicamentosa, but 
tapering the intranasal decongestant while introducing an 
INCS is frequently recommended.30 Prevention is the best 
strategy; therefore, counseling patients not to use intra-
nasal decongestants for longer than 3 days consecutively 
is recommended.1

Intranasal Mast Cell Stabilizers
Mast cell stabilizers stop the release of histamine and other 
inflammatory mediators by preventing mast cell degranu-
lation.12 Intranasal cromolyn is indicated to relieve nasal 
congestion, runny nose, sneezing, and itchy nose.

Intranasal cromolyn is available over-the-counter. Cromolyn 
has minimal systemic absorption and, therefore, has a favor-
able safety profile.31 AEs are limited to local irritation of the 
nasal passages and include burning sensation of the nose, irri-
tation, and sneezing.1 Although the drug starts working right 
away, it may take 1 to 2 weeks for a response to treatment and 
up to 4 weeks of continued use to achieve maximal benefits.1 
Cromolyn requires continuous use because it is primarily effec-
tive at preventing the allergic response rather than blocking the 
cascade once mast cell degranulation has occurred.31 The infe-
rior efficacy of cromolyn compared with other first-line medi-
cations for AR and its short half-life requiring multiple daily 
dosing limits its use in treating AR; however, it is an acceptable 
option for patients who are seeking a preventive measure for 
nasal allergy symptoms.17

STAR

What is the Rhinitis Control Assessment Test and how 
can pharmacists use it to assess pharmacotherapy for 
patients with AR?
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TABLE 2. DOSING OF OTC MEDICATIONS FOR ALLERGIC RHINITIS TREATMENT11,25,35-62

Generic  
(brand name)

Dosing
(aged 2-5 years)

Dosing
(aged 6-11 years)

Dosing (12 years and older) Onset of 
action

Maximal 
effect

Oral antihistamines: second generation

Cetirizine 
(Zyrtec)

2.5 mg by mouth once daily. If 
needed, dose can be increased 
to a maximum of 5 mg by 
mouth once daily or 2.5 mg by 
mouth twice daily depending  
on severity of symptoms; not to 
exceed 5 mg in 24 hours

5-10 mg by mouth once daily depending 
on severity of symptoms; not to 
exceed 10 mg in 24 hours

Adults 65 years and older: 5 mg by mouth once 
daily; not to exceed 5 mg in 24 hours

1 hour 1-8 days

Fexofenadine 
(Allegra)

30 mg by mouth every 12 hours; not to 
exceed 60 mg in 24 hours

60 mg by mouth 
every 12 hours; not to 
exceed 120 mg in 24 hours

180 mg by mouth 
once daily; not to 
exceed 180 mg in 24 hours

1 hour --

Levocetirizine 
(Xyzal)

1.25 mg by mouth once daily in 
the evening; not to exceed 1.25 
mg in 24 hours

2.5 mg by mouth 
once daily in the 
evening; not to 
exceed 2.5 mg in 
24 hours

2.5-5 mg by mouth once 
daily in the evening; not to 
exceed 5 mg in 24 hours

Adults 65 years and 
older: consult provider

60 
minutes

--

Loratadine 
(Alavert, 
Claritin)

5 mg by mouth once daily; not 
to exceed 5 mg in 24 hours

10 mg by mouth once daily; not to 
exceed 10 mg in 24 hours

60-180 
minutes

1-8 days

Oral antihistamine: second-generation combination with oral decongestant

Cetirizine + 
PSE 
(Zyrtec-D)

Consult provider Consult provider 1 tablet (5 mg/120 mg) by 
mouth every 12 hours; not to 
exceed 2 tablets in 24 hours

Adults 65 years and 
older: consult provider

-- --

Fexofenadine + 
PSE (Allegra-D)

Consult provider Consult provider 1 tablet (60 mg/120 mg) by 
mouth every 12 hours on an 
empty stomach; not to exceed 
2 tablets in 24 hours

1 tablet (180 mg/240 mg) 
with a glass of water by 
mouth once daily on an 
empty stomach; not to exceed 
1 tablet in 24 hours

Adults 65 years and 
older: consult provider

-- --

Loratadine 
+ PSE 
(Claritin-D)

Consult provider Consult provider 1 tablet (5 mg/120 mg) by 
mouth every 12 hours; not to 
exceed 2 tablets in 24 hours

1 tablet (10 mg/240 mg) with 
a full glass of water by mouth 
once daily; not to exceed 
1 tablet in 24 hours

30 
minutes

Unknown

PSE, pseudoephedrine.
*Recent Rx-to-OTC switch.
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TABLE 2. DOSING OF OTC MEDICATIONS FOR ALLERGIC RHINITIS TREATMENT11,25,35-62 (continued)

Generic 
(brand name)

Dosing
(aged 2-5 years)

Dosing
(aged 6-11 years)

Dosing (12 years and older) Onset of 
action

Maximal 
effect

Oral decongestant

Phenylephrine 
(Sudafed PE)

Aged 4-5 years: 2.5 mg by 
mouth every 4 hours; not to 
exceed 6 doses in 24 hours

5 mg by mouth 
every 4 hours; not 
to exceed 6 doses 
in 24 hours

10 mg by mouth every 
4 hours; not to exceed 
6 tablets in 24 hours

-- --

PSE (Sudafed) Aged 4-5 years: 15 mg by 
mouth every 4-6 hours; not to 
exceed 4 doses in 24 hours

30 mg by mouth 
every 4-6 hours; 
not to exceed 4 
doses in 24 hours

60 mg by mouth every 
4-6 hours; not to exceed 
8 tablets in 24 hours

120 mg by mouth every 
12 hours; not to exceed 
2 tablets in 24 hours

240 mg with water by mouth 
once daily; not to exceed 
1 tablet in 24 hours

-- --

Intranasal decongestant

Oxymetazoline 
(Afrin)

Consult provider 2-3 sprays in each nostril every 10-12 hours 
for no more than 3 consecutive days; not to 
exceed 2 doses in 24 hours

<10 
minutes

Within 
an hour

Phenylephrine 
(Neo-Synephrine)

Consult provider 2-3 sprays 
(0.25%) in each 
nostril not more 
often than every 
4 hours for no 
more than 3 
consecutive days

2-3 sprays (0.25% or 0.5%) in 
each nostril not more often 
than every 4 hours for no 
more than 3 consecutive days

<10 
minutes

Within 
an hour

Intranasal antihistamine

Azelastine 
(Astepro)*

Consult provider 1 spray in each 
nostril every 12 
hours; not to 
exceed 2 sprays 
in each nostril in 
24 hours

2 sprays in each nostril 
once daily OR 1-2 sprays in 
each nostril every 12 hours; 
not to exceed 4 sprays in 
each nostril in 24 hours

15 
minutes

1 day to 
4 weeks

Intranasal corticosteroids

Budesonide 
(Rhinocort)

Consult provider 1 spray in each 
nostril once daily 
but can increase 
to 2 sprays in 
each nostril once 
daily if needed

2 sprays in each nostril 
once daily; once symptoms 
improve, may reduce to 1 
spray in each nostril once daily

3-8 
hours

2-4 
weeks

Fluticasone 
furoate 
(Flonase 
Sensimist)

1 spray in each nostril once daily Week 1: 2 sprays in each 
nostril once daily
Week 2 to 6 months: 1-2 
sprays in each nostril once 
daily as needed to treat 
symptoms

8 hours 2 weeks

PSE, pseudoephedrine. 
*Recent Rx-to-OTC switch.
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Role of the Pharmacist
Therapy Recommendations, Symptom Assessment, 
and Monitoring 
Pharmacists in the community setting can be a valuable 
resource for improving OTC medication safety and reducing 
AEs. Pharmacists are trained to assess whether an OTC medi-
cation is safe to use based on patients’ physical symptoms and 
chronic health conditions. Evidence indicates that a majority 
of OTC encounters are patient initiated and involve a phar-
macist. In 1 study, most of the pharmacists encountered more 
than 10 consumers per week asking for OTC medications.32 
The presence of moderate-to-severe wheezing and absence of 
AR symptoms impacting QOL were factors associated with 
patients self-selecting medications for the treatment of AR.33 
About 30% of pharmacists chose the drug brand based on the 
consumer’s choice, while others based their decision on the 
drug cost or media influence.32 The majority of the pharma-
cists asked about patient complaints before dispensing OTC 
medications and provided medication counseling.32

Because AR is a chronic condition that is triggered by specific 
allergens, it is important for pharmacists to educate patients 
to identify allergens and/or environmental factors that may 
precipitate their AR. Avoiding or minimizing exposure to the 
causative allergens, when possible, should be the first manage-
ment step for AR.34 When pharmacists are providing guidance 
to patients on which OTC medication will be optimal for them, 

their recommendations should be based on a patient’s goals of 
treatment, safety, efficacy, adherence, and symptoms. Pharma-
cists should ask questions about the following, in an open-ended 
manner, to patients before making therapy recommendations1:

•  Symptom onset, type, frequency, duration, and severity
•  What, if anything, makes the symptoms better or worse
•  Whether they or any family members have a history 

of asthma or allergies
•  Whether they experience sleep problems, such as snoring 

or repeated sniffling
•  What medications they take, what medical conditions they 

have, and what allergies to foods or medications they have

Because multiple medications may be used to treat the various 
symptoms of AR, pharmacists should educate patients about the 
role of each medication (eg, what symptoms the medication will 
treat). In addition, what to expect with treatment (eg, onset of 
action and how fast symptoms will improve) should be included 
in the counseling session. TABLE 211,25,35-62 lists currently avail-
able OTC products for management of AR and includes dosing, 
onset, and time to maximum effect. In addition, pharmacists 
should provide appropriate directions and administration tech-
niques for the use of nasal sprays. Pharmacists can assess nasal 
spray technique and provide corrections if administration tech-
nique is not appropriate. The most common AE with nasal sprays 
is epistaxis due to overdrying of the nasal passages or inappro-

TABLE 2. DOSING OF OTC MEDICATIONS FOR ALLERGIC RHINITIS TREATMENT11,25,35-62 (continued)

Generic  
(brand name)

Dosing
(aged 2-5 years)

Dosing
(aged 6-11 years)

Dosing (12 years and older) Onset of 
action

Maximal 
effect

Intranasal corticosteroids (continued)

Fluticasone 
propionate 
(Flonase)

Aged 4-11 years: 1 spray in each nostril once daily Week 1: 2 sprays in 
each nostril once daily
Week 2 to 6 months: 
1-2 sprays in each 
nostril once daily as 
needed to treat symptoms

2-12 
hours

2-4 
weeks

Mometasone 
(Nasonex)*

1 spray in each nostril once daily 2 sprays in 
each nostril once daily

2.5 
hours

4 weeks

Triamcinolone 
(Nasacort)

1 spray in each nostril once daily 1 spray in each 
nostril once daily; 
can increase to 
2 sprays in each 
nostril once daily 
if needed

2 sprays in each nostril once 
daily, once symptoms improve 
may reduce to 1 spray in 
each nostril once daily

-- --

Intranasal mast cell stabilizer

Cromolyn 
(NasalCrom)

1 spray in each nostril every 4-6 hours up to 6 times daily 2 weeks 2 weeks

PSE, pseudoephedrine. 
*Recent Rx-to-OTC switch.
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priate use of the nasal spray. Pharmacists can recommend nasal 
saline to manage AEs or assess and instruct on appropriate nasal 
spray administration technique.

When monitoring patients, pharmacists can administer the 
Rhinitis Control Assessment Test to determine rhinitis symptom 
control.63 The Rhinitis Control Assessment Test is a 6-item, 
self-administered tool used to identify patients whose symp-
toms might warrant a change in treatment. The 6 items include 
questions about nasal congestion, sneezing, watery eyes, sleep 
problems, activity avoidance, and rhinitis symptom control. The 
scores range from 6 to 30, with higher scores indicating better 
symptom control.63 See FIGURE 3.63

Use of Digital Technology 
Next-Generation Allergic Rhinitis and Its Impact on Asthma 

Guidelines and Real-World Data

Mobile health tools and applications are being developed to 
help with the assessment of AR. Mobile Airways Sentinel 
Network (MASK) is one such application that provides real-
world data via mobile technology to differentiate among 
medications for the treatment of AR.64 MASK has been 
utilized in 2 studies with more than 9000 users in 22 coun-
tries.64 The results using MASK indicate the following64:

•  Patient adherence to chronic treatment is poor.
•  No treatment trajectory could be identified, and most patients 

self-medicate with an on-demand treatment approach with 
multiple medications when symptoms are uncontrolled and 
do not take medications or tend to utilize a single agent 
when their symptoms are well controlled.

•  Most patients do not follow guideline-based treatment or 
health care provider recommendations.

•  Combination therapy with an INCS and intranasal antihis-
tamine is administered more often than INCSs alone, and 
combination therapy with an INCS and intranasal antihista-
mine is more effective than INCSs alone.

•  Patients using monotherapy with oral antihistamines 
reported less control of symptoms than those using INCSs.

•  As the number of medications utilized for treatment 
increases, the level of control of symptoms decreases.

Utilization of a classification system based on the number of 
medications used to control the disease could be proposed. It is 
also important to keep in mind that real-life data indicate that 
patients prefer as-needed treatment to continuous treatment, and 
this should be reflected in future guidelines.64

Use of Digital Technology to Assess and Improve Adherence 

Treatment persistence among patients with allergic diseases 
and asthma has been reported to be suboptimal and mobile 
technology may help to better understand challenges and 
determinants as well as how to improve adherence. MASK-
rhinitis, a patient-centered information and communica-
tion technologies system and a validated mobile phone app 
(the Allergy Diary) has been used as an effective method of 
assessing symptoms of AR and work productivity.65,66 Real-
life observational studies using mobile health have found 
that most patients with AR self-medicate or use OTC medi-
cations, placing the pharmacist at the forefront of treatment.67 
In a study that used data retrieved from this mobile app in 

FIGURE 3. RHINITIS CONTROL ASSESSMENT TEST63
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a real-life setting, 70% of patients with AR providing data 
over 6 days were found to be nonadherent to medications.68 
Surprisingly, only 11.3% of users with AR were fully adherent 
to medications and time interval.68 Other studies evaluating 
the prevalence of adherence in patients with AR in the real-
life context indicate that approximately 35% of patients 
were nonadherent for some time during the treatment, and 
38% indicated that they discontinued treatment when they 
felt better.68 Furthermore, the use of a mobile app for routine 
clinical care may present the opportunity to gain further 
insights into different AR and non-AR phenotypes, each of 
which may potentially have its own adherence pattern to app 
usage and therapy and may help identify at an early stage 
which patients might benefit from a specialist assessment.68

OTC Medication Safety in Older Adults 
Pharmacists can be a valuable resource for patients, especially 
older adults, by assisting them to navigate the complexities of 
OTC medication use and help avoid medication-related AEs. 
In 1 study, older adults represented 53% of all OTC encoun-
ters.34 Because OTC medications can be obtained without a 
prescription, their use is often undisclosed to and unsuper-
vised by a prescriber. As a result, the use of OTC medications 
without awareness, consent, or oversight from a prescriber 
contributes to increased risks and potential AEs, especially 
for older adults. Published literature suggests that more than 
half of older adults taking OTC medications are not using 
them safely.69 OTC-related adverse drug events involving 
older adults are estimated to result in almost 100,000 hospi-
talizations nationally each year.69 Specific concerns related to 
older adult use of OTC medications for AR include risk for 
dementia and falls with first-generation antihistamines.11 In 
addition, older adults tend to have comorbid conditions that 
are negatively affected by adrenergic stimulation, resulting 
in a potential drug-disease interaction with decongestants.11 
Pharmacists have an important role in promoting the appro-
priate and safe use of OTC medications and reinforcing best 
practices including providing recommendations about proper 
medication selection and use. 

The use of an innovative OTC intervention involving the rede-
sign of an abbreviated medication section specifically for older 
adults, referred to as the Senior Section, in several Midwest 
pharmacies has shown to prompt more frequent and effective 
engagements between the pharmacists and patients, which may 
substantially reduce OTC-related AEs among older adults.34 For 
example, increases in patient interactions relating to problems/

symptoms involving OTC medication classes contained in the 
Senior Section (ie, medications for allergy, cough/cold, pain, 
and sleep), along with concomitant decreases for most other 
medications, were seen (P = .001).34 Additionally, specific prob-
lems/symptoms regarding allergy (P = .028) and cough/cold 
(P = .016) were discussed more frequently at post-implementa-
tion.34 Development of a similar Senior Section can be consid-
ered for OTC medicines used for management of allergic rhinitis. 

Role of the Pharmacy Technician
Pharmacy technicians may interact frequently with patients 
who have AR and might be the first to speak with a patient 
seeking self-care. They can refer patients that require further 
assessment, pharmacotherapy recommendations, or education 
to the pharmacist. In some settings, technicians may assist the 
pharmacist by taking a medication history.70 Technicians can 
also promote adherence to treatment measures and assist with 
ensuring follow-up with the pharmacist.70 They might also 
connect patients to follow up with primary care providers or 
services to implement environmental control. In the community 
setting, pharmacy technicians may support inventory manage-
ment to ensure options are readily available for AR treatment.

TECHNICIAN TAKEAWAY CORNER

•  AR is classified according to symptom frequency (inter-
mittent or persistent) and severity (mild or moderate to 
severe).

•  AR is characterized by the presence of nasal congestion, 
rhinorrhea (eg, runny nose or postnasal drip), sneezing, 
and itching of the nose, eyes, and palate. Cough can also 
be a symptom of AR.

•  Allergen avoidance through identifying and minimizing 
exposure, pharmacotherapy, and immunotherapy are the 
stepwise treatment options for the management of AR 
symptoms.

•  Second-generation oral antihistamines or intranasal anti-
histamines are the first-line agents for mild, intermittent 
AR treating symptoms of rhinorrhea, sneezing, itching, and 
ocular symptoms (ie, itching, tearing, and redness) with 
minimal effect on nasal congestion.

•  Azelastine, a second-generation intranasal antihistamine, 
was approved for nonprescription status in 2021.

•  Mometasone, an INCS, was approved for nonprescription 
status in 2022.

•  INCSs reduce all nasal symptoms of AR (ie, rhinorrhea, 
sneezing, itching, and congestion). They are first-line 
agents for moderate-to-severe, persistent AR.
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Conclusion
AR is a chronic condition of the upper respiratory tract trig-
gered by an allergic response to outdoor and indoor aero-
allergens. This results in the classic symptoms of nasal 
congestion, rhinorrhea, sneezing, and itching of the nose, 
eyes, and palate. AR is classified based on symptom severity 
(mild or moderate/severe) and frequency (episodic, intermit-
tent, and persistent). A variety of OTC medications are avail-
able for self-treatment of AR symptoms and include oral and 
intranasal antihistamines, INCSs, oral and intranasal decon-
gestants, and intranasal mast cell stabilizers. The pharmacist 
can be integral in providing recommendations for pharma-
cotherapy and effective patient education. Pharmacists can 
assist patients in selecting a medication that is targeted to 
treat patient-specific symptoms. They can emphasize the 
importance of adherence to allergen avoidance strategies 
and OTC medications to improve outcomes. In addition, 
pharmacists can provide patient counseling about nasal 
spray administration technique to improve patient outcomes 
of treatment.
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POSTTEST QUESTIONS*

1. Which patient is presenting with classic symptoms of 
allergic rhinitis (AR)?
A. CS, who is presenting with yellow/brown discharge 

from both ears and nasal congestion
B. MD, who is presenting with alternating runny and 

stuffy nose, fever, and loss of taste/smell
C. AW, who is presenting with clear rhinorrhea and 

postnasal drip that worsened after being outside
D. BE, who is presenting with rhinorrhea, fever, muscle/

body aches, and extreme fatigue

2. AP is a 25-year-old who presents to the community 
pharmacy requesting a recommendation from the 
pharmacist. She recently moved to the area to start 
graduate school at the university and has started 
experiencing nasal congestion and rhinorrhea that 
impacts her sleep 5 days per week. What is the 
classification of AP’s AR?
A. Episodic
B. Mild intermittent
C. Moderate-to-severe intermittent
D. Moderate-to-severe persistent

3. Which symptom of AR is minimally impacted by oral 
antihistamines?
A. Itching of the nose
B. Sneezing
C. Nasal congestion
D. Rhinorrhea

4. Which adverse effect (AE) is most commonly 
experienced with azelastine nasal spray? 
A. Nausea
B. Bitter taste
C. Hypertension
D. Insomnia

5. Which AE is most commonly experienced with 
intranasal corticosteroids?
A. Bitter taste
B. Nasal stinging
C. Hypertension
D. Gastrointestinal upset

6. KN presents to the pharmacy with a box of 
triamcinolone nasal spray and a question for the 
pharmacist. The pediatrician recommended this 
medication to treat her daughter’s AR symptoms. While 
reading the Drug Facts Label, KN noticed a warning 
that the growth rate of some children may be slower 
and is consequently concerned. Which counseling point 
is appropriate to provide to KN?
A. Short-term use of nasal steroids has slowed growth 

in children but there was no difference in growth with 
long-term use. Use the lowest dose for the shortest 
amount of time.

B. These drugs have been available as a prescription for 
years. Because they are now over-the-counter, they 
have to be safe.

C. If the doctor recommended using a steroid nasal spray, 
it is safe and effective for the child.

D. A meta-analysis found statistically significant lower 
mean growth rate in children using nasal corticosteroid 
spray compared with placebo.

7. Which counseling point should be provided to 
patients when recommending the use of intranasal 
decongestants for the treatment of AR?
A. Intranasal decongestants should not be used for 

longer than 3 days to prevent rebound congestion.
B. Tilt the head back prior to administering the 

nasal spray.
C. Inhale deeply while depressing the nozzle to be 

sure adequate contact of the medication with the 
nasal mucosa.

D. Utilizing an intranasal antihistamine in combination 
with an intranasal decongestant decreases the risk 
for the development of rebound congestion.

8. SR is a 14-year-old patient who presents to the 
community pharmacy with her mother. SR received a 
diagnosis of episodic AR 2 years ago after spending 
a week with her grandmother and 2 house cats. Her 
symptoms included runny nose, sneezing, and itchy, 
watery eyes. SR has been invited to a sleepover at the 
house of a friend who has 2 cats this weekend. She 
will be there after school on Friday and until noon on 
Saturday. Which treatment option is appropriate to 
manage SR’s AR?
A. Fexofenadine
B. Triamcinolone
C. Pseudoephedrine
D. Diphenhydramine
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POSTTEST QUESTIONS* (continued)

9. JA is a 40-year-old patient with a history of springtime 
allergies, which usually start in April and end in 
October. His symptoms include watery, runny nose and 
nasal congestion. He has symptoms 5 days per week, 
and he can have trouble sleeping when symptoms are 
at their worst. JA has previously taken loratadine, but it 
does not seem to be working for him anymore. Which 
treatment option is best for managing JA’s symptoms?
A. Cetirizine
B. Azelastine + mometasone
C. Pseudoephedrine + triamcinolone
D. Loratadine + azelastine

10. Which is a finding of real-world observational studies 
utilizing mobile health applications?
A. Because AR is a chronic condition, patients are 

frequently adherent to pharmacotherapy to avoid 
experiencing symptoms.

B. Patients with AR seek out treatment from their 
primary care provider before using OTC medication 
options.

C. Patients are adherent to maintenance therapy of 
single-ingredient treatments when symptoms are 
controlled.

D. Patients discontinue pharmacotherapy when 
symptoms are controlled, in essence utilizing an 
on-demand treatment approach.

*Posttest for pharmacy technicians can be found at 
www.pharmacytimes.org/allergic-rhinitis.
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CeraVe Acne Treatments
From L’Oréal
CeraVe has a range of products for patients with acne, including Acne Foaming Cream Cleanser with 4% benzoyl 
peroxide, Acne Control Cleanser with 2% salicylic acid, and serums and gels. Both acne cleansers include 
ceramides 1, 3, and 6 through 11 to help restore the skin barrier, as well as other ingredients designed to reduce 
acne, protect the skin barrier, and calm and soothe the skin. Other products to help treat acne include Resurfacing 
Retinol Serum to reduce the appearance of postacne marks and pores, and Acne Control Gel with 2% salicylic acid 
to minimize pores and improve skin texture.

FOR MORE INFORMATION: 
prevagen.com

Calmoseptine Ointment
From Calmoseptine, Inc
Calmoseptine Ointment is a multipurpose 
moisture barrier to temporarily relieve discomfort 
and itching, with long-lasting protection. In a 
randomized controlled clinical study comparing 
the efficacy and safety of Calmoseptine Ointment 
with Desitin Maximum Strength Diaper Rash Paste 
for incontinence-associated dermatitis in older 
children and adults, Calmoseptine Ointment was 
significantly more effective. The study found that 
25% of participants in the Calmoseptine group were 
completely healed at 6 days compared with 7.7% 
of participants in the Desitin group. It is available 
without a prescription in 4-oz tubes, 2.5-oz tubes, 
2.5-oz jars, 20-g tubes, and 0.125-oz packets. 
Calmoseptine Ointment was also voted the No. 1 
pharmacist-recommended brand in incontinence-
related skin protectants for 4 years in a row.

FOR MORE INFORMATION:
calmoseptineointment.com

SEE OUR AD 
ON PAGE 9

SEE OUR AD 
ON PAGE 7

SEE OUR AD 
ON PAGE 11

Prevagen
From Quincy Bioscience
As the No. 1 pharmacist-recommended memory 
support brand 4 years in a row, Prevagen has been 
clinically shown to help with mild memory loss 
associated with aging. It is available in regular- 
strength and extra-strength formulas, as well as 
chewables. Prevagen is formulated with apoaequorin, 
which was originally discovered in jellyfish and is a 
safe ingredient to uniquely support brain function. 
In a clinical study, participants aged 40 years and 
older who took a 10-mg capsule daily experienced 
improvement in certain aspects of cognitive function, 
according to computer-based testing. 

FOR MORE INFORMATION: 
cerave.com
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