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Counseling Patients on 
Common Summer Maladies

S
ummer is here and judging by the tra�  c leading to our shore areas 
here in New Jersey, people are taking full advantage of the season and 
are ready to enjoy the sunshine in the same way it was in the good old 
days of BC (before COVID-19). Summer camps are in full swing, and 
beaches, pools, and water parks are fi lling up. 

Pharmacies may also begin to fi ll up with patients seeking OTC remedies 
for various summer maladies. Keep these pearls in mind when counseling 
patients at the counter: 

Sunscreen
Results of a survey conducted by the American Academy of Dermatology1

showed that even though Americans agree that sun protection is impor-
tant, many misunderstand how to protect themselves. For example, 65% of 
respondents admitted to forgetting to reapply sunscreen, and 67% believe—
incorrectly—that SPF 30 sunscreen o� ers twice the protection as SPF 15. In 
reality, the SPF number indicates how much UVB light a sunscreen can fi lter 
out: 93% for SPF 15 compared with 97% for SPF 30. 

Swimmer’s Ear
Those who frequent the pool or beach may fi nd themselves experiencing a case 
of otitis externa, commonly known as swimmer’s ear. This bacterial infection is 
caused by water that sat for too long in the outer ear canal, allowing bacteria to 
grow.2 Although anyone can experience swimmer’s ear, it is most often seen in 
children. Treatment for this condition can include antibiotic or corticosteroid 
ear drops and OTC analgesics, and symptoms typically resolve in 7 to 10 days.3

Bug Bites and Stings
Bugs are a common hazard faced by those who spend time outside.4 The list 
of bugs that bite or sting is long, but mosquito bites and bee stings are 2 of the 
most common culprits of summertime discomfort. Mosquito bites can cause red-
ness, swelling, and itching; bee venom leads to itchy or stinging sensations. Itch 
can be relieved using hydrocortisone cream or calamine lotion. An antihista-
mine like cetirizine (Zyrtec) or diphenhydramine (Benadryl) will also help.

Stay safe, stay cool, and enjoy the summer!

Thank you for reading.

Mike Hennessy Jr
President and CEO
of MJH Life Sciences®

REFERENCES:
1.       New American Academy of Dermatology survey reveals most Americans say sun protection is more important now than fi ve 

years ago, yet many misunderstand how to protect themselves. News release. American Academy of Dermatology. April 26, 
2022. Accessed June 22, 2022. https://www.aad.org/news/new-aad-survey-reveals-growing-importance-sun-protection 

2.       Ear infections. CDC. Updated April 2, 2022. Accessed June 22, 2022. https://www.cdc.gov/healthywater/swimming/
swimmers/rwi/ear-infections.html

3.       Swimmer’s ear. Johns Hopkins Medicine. Accessed June 22, 2022. https://www.hopkinsmedicine.org/health/conditions-
and-diseases/swimmers-ear

4.       Summer rashes. University of Iowa Hospitals and Clinics. Updated June 2017. Accessed June 22, 2022. https://uihc.org/
health-topics/summer-rashes 
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NOW AVAILABLE

READY-TO-USE* BACLOFEN ORAL SUSPENSION

Fleqsibility in motion

Important Safety Information for FLEQSUVYTM

(baclofen oral suspension)
INDICATIONS AND USAGE:

• FLEQSUVY is indicated for the treatment of spasticity resulting from multiple 
sclerosis, particularly for the relief of flexor spasms and concomitant pain, 
clonus, and muscular rigidity.

• FLEQSUVY may also be of some value in patients with spinal cord injuries and 
other spinal cord diseases.

Limitations of Use: FLEQSUVY is not indicated in the treatment of skeletal muscle 
spasm resulting from rheumatic disorders.

FLEQSUVY is a concentrated formulation. Verify the strength and the dose of the 
product prior to prescribing, dispensing, and administering.

Important Safety Information

CONTRAINDICATIONS:

FLEQSUVY is contraindicated in patients with hypersensitivity to baclofen.

WARNINGS AND PRECAUTIONS:

Adverse Reactions from Abrupt Withdrawal of FLEQSUVY: Abrupt 
discontinuation of baclofen, regardless of the cause, has resulted in adverse 
reactions that include hallucinations, seizures, high fever, altered mental status, 
exaggerated rebound spasticity, and muscle rigidity, that in rare cases has 
advanced to rhabdomyolysis, multiple organ-system failure, and death. Therefore, 
reduce the dosage slowly when FLEQSUVY is discontinued, unless the clinical 
situation justifies a rapid withdrawal.

Neonatal Withdrawal Symptoms: Withdrawal symptoms in neonates whose 
mothers were treated with oral baclofen throughout pregnancy have been 
reported starting hours to days after delivery. The symptoms of withdrawal in 
these infants have included increased muscle tone, tremor, jitteriness, and seizure. 
If the potential benefit justifies the potential risk to the fetus and FLEQSUVY 
is continued during pregnancy, gradually reduce the dosage and discontinue 
FLEQSUVY before delivery. If slow withdrawal is not feasible, advise the parents or 
caregivers of the exposed neonate of the potential for neonatal withdrawal.

Drowsiness and Sedation: Drowsiness and sedation have been reported in up 
to 63% of patients taking baclofen, the active ingredient in FLEQSUVY. Patients 
should avoid operation of automobiles or other dangerous machinery and 
activities made hazardous by decreased alertness when starting FLEQSUVY or 
increasing the dose until they know how the drug affects them. Advise patients 
that the central nervous system depressant effects of FLEQSUVY may be additive 
to those of alcohol and other CNS depressants.

Poor Tolerability in Stroke Patients: FLEQSUVY should be used with caution in 
patients who have had a stroke. Baclofen has not significantly benefited patients 
with stroke. These patients have also shown poor tolerability to the drug.

Exacerbation of Psychotic Disorders, Schizophrenia, or Confusional States:
FLEQSUVY should be used with caution in patients suffering from psychotic 
disorders, schizophrenia, or confusional states. If treated with FLEQSUVY, these 
patients should be kept under careful surveillance because exacerbations of 
these conditions have been observed with oral baclofen administration.

Exacerbation of Autonomic Dysreflexia: FLEQSUVY should be used with 
caution in patients with a history of autonomic dysreflexia. The presence of 
nociceptive stimuli or abrupt withdrawal of FLEQSUVY may cause an autonomic 
dysreflexic episode.

Exacerbation of Epilepsy: FLEQSUVY should be used with caution in patients 
with epilepsy. Deterioration in seizure control has been reported in patients 
taking baclofen.

Posture and Balance Effects: FLEQSUVY should be used with caution in patients 
where spasticity is utilized to sustain upright posture and balance in locomotion 
or whenever spasticity is utilized to obtain increased function.

Ovarian Cysts: A dose-related increase in incidence of ovarian cysts was 
observed in female rats treated chronically with oral baclofen. Ovarian cysts 
have been found by palpation in about 4% of the multiple sclerosis patients 
who were treated with oral baclofen for up to one year. In most cases, these 
cysts disappeared spontaneously while patients continued to receive the drug. 
Ovarian cysts are estimated to occur spontaneously in approximately 1% to 5% 
of the normal female population.

ADVERSE REACTIONS:

The most common (up to 15% or more) adverse reactions in patients were 
drowsiness, dizziness, and weakness.

DRUG INTERACTIONS:

CNS Depressants and Alcohol: FLEQSUVY can cause CNS depression, including 
drowsiness and sedation, which may be additive when used concomitantly with 
other CNS depressants or alcohol.

USE IN SPECIAL POPULATIONS:

Pregnancy: Based on animal data, may cause fetal harm. 

Because baclofen is excreted unchanged through the kidneys it may be necessary 
to reduce the dosage in patients with impaired renal function.

The Important Safety Information does not include all the information needed 
to use FLEQSUVY safely and effectively. For additional safety information, 
please see accompanying full Prescribing Information for FLEQSUVY.

To report SUSPECTED ADVERSE REACTIONS, contact Azurity Pharmaceuticals, 
Inc. at 1-800-461-7449, or FDA at 1-800-FDA-1088 or www.fda.gov/MedWatch.

PP-FLE-US-0004

© 2022 Azurity Pharmaceuticals, Inc. All Rights Reserved.© 2022 Azurity Pharmaceuticals, Inc. All Rights Reserved.
Product labeling, packaging, and imagery are for representation purposes only.
PP-FLE-US-0017 Visit FLEQSUVY.com

*Shake well before administering.
120-mL Bottle NDC: 52652-6001-1
300-mL Bottle NDC: 52652-6001-2

DRTP0722_000_Fleqsuvy_CutisPharma_Azurity.indd   3 6/17/22   8:03 AM
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Wellbeing Checkup™: 
Extreme Stressors
Donna Hallas, PhD, CPNP, PPCNP-BC, 
PMHS, FAANP, FAAN, discusses extreme 
stressors and how addressing them with 
patients can help providers manage their 
own stress. 

Deep Dive™ into Diversity 
and Equity in Health Care
Brandi Kaye Freeman, MD, MS, assistant 
professor of pediatrics and associate vice chair 
for diversity, equity, and inclusion for the 
department of pediatrics at the Children’s Hos-
pital of Colorado, shares her insights into using 
evidence-based practices to eradicate health 
inequities that a� ect vulnerable populations. 

INTERACTIVE

Notable Quotables

TOP TWEETS

—ROBERT M. CALIFF, MD,
 FDA Commissioner, on the FDA and CDC 
authorization of the Pfizer-BioNTech and Moderna 
COVID-19 vaccines for children aged 
6 months to 5 years.

READ MORE: 

https://bit.ly/3HH60Iw 

Presented at ASHP Summer Meeting 
2022, check out @Drug_Topics' article 
summarizing the work VSP’s Danielle Bryan 
conducted to showcase how patients who 
fi lled prescriptions at an HSSP had positive 
patient reported outcomes: 
https://bit.ly/3Ozl6lC 

Vanderbilt Specialty Pharmacy 
@VUMC_Spec_Pharm

Get breaking news and 
expert insights delivered 
directly to your inbox.

Sign up for Drug Topics® e-newsletters

Featured Broadcasts

@drug-topics@Drug_Topics facebook.com/DrugTopics

WATCH: https://bit.ly/3ychsZB 

”
Many parents, caregivers, and clinicians 
have been waiting for a vaccine for younger 
children, and this action will help protect 
those down to 6 months of age.

“

Curious about how the scope of #pharmacy 
practice has changed over the years? Need tips 
for how to advocate for techs? Hear what this 
@Drug_Topics panel of experts has to say 
about those issues and more facing techs right 
now in various practice settings. 
https://bit.ly/3ytfmol

PTCB @PTCB

#RxNews @Commpharmacy has endorsed 
the Pharmacy Benefi t Manager Transparency 
Act, introduced by Sen. @ChuckGrassley
and @SenatorCantwell. "PBM-insurers have 
manipulated our complex healthcare system," 
said Douglas Hoey. #IPA @GrassleyPress
@Drug_Topics
https://bit.ly/3Ncr5MF

Iowa Pharmacy Association  
@IowaPharmacyIPA

@Drug_Topics talks to experts 
about the intersection of pharmacy and 
#PublicHealth - and why the pharmacy 
is best positioned to solve long-standing 
community health challenges, beyond 
those associated with COVID-19: 
https://bit.ly/3wW1KRO

Parata Systems 
@ParataSystems

@DrugTopics

Second Opinion™: 
CGRP for Migraine
Neurologists Lauren Natbony, MD, and 
Deena Kuruvilla, MD, discuss real-world 
experiences with the CGRP class of medica-
tions for migraine. 

Wellbeing Checkup™: 
Managing Chronic Stress
Jennifer Bourgeois, PharmD, a clinical phar-
macist and founder of Well & Free, LLC, 
shares her tips for managing chronic stress, 
prioritizing rest, and practicing self-care as 
a pharmacist. 

WATCH: https://bit.ly/3vXYDYV 

 WATCH: https://bit.ly/3QDH60o 

 WATCH: https://bit.ly/3zZWMVR 
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PP-EPR-US-0018

THE THE ONLY READY-TO-USE

LIQUID TOPIRAMATE

Important Safety Information
EPRONTIA™ (topiramate) oral solution, 25 mg/mL
Indications: 
• Initial monotherapy for the treatment of partial-onset or primary generalized tonic- 

clonic seizures in patients 2 years of age and older.
• Adjunctive therapy for the treatment of partial-onset seizures, primary generalized 

tonic-clonic seizures, or seizures associated with Lennox-Gastaut syndrome in patients 
2 years of age and older.

• Preventive treatment of migraine in patients 12 years of age and older.

Inform patients that a calibrated measuring device is recommended to measure and deliver 
the prescribed dose accurately. A household teaspoon or tablespoon is not an adequate 
measuring device.

Additional Important Safety Information
Warnings and Precautions:
Acute Myopia and Secondary Angle Closure Glaucoma: A syndrome consisting of acute 
myopia associated with secondary angle closure glaucoma has been reported in patients 
receiving EPRONTIA (topiramate). Symptoms typically occur within 1 month of initiation 
of EPRONTIA therapy. Symptoms include acute onset of decreased visual acuity and/or 
ocular pain. Ophthalmologic findings include myopia, anterior chamber shallowing, ocular 
hyperemia (redness), and increased intraocular pressure. Primary treatment to reverse 
symptoms is discontinuation of EPRONTIA.

Visual Field Defects: Visual field defects have been reported in clinical trials and post-
marketing experience in patients receiving topiramate. In clinical trials, most of these 
events were found to be reversible after topiramate discontinuation. If visual problems 
occur, consideration should be given to discontinuing the drug.

Oligohydrosis (decreased sweating) and Hyperthermia: Oligohydrosis, infrequently 
resulting in hospitalization, has been reported in association with EPRONTIA use. The 
majority of these reports have been in pediatric patients. Patients, especially pediatric 
patients, should be monitored for evidence of decreased sweating and increase in body 
temperature, especially in hot weather. Caution should be used when EPRONTIA is 
prescribed with other drugs that predispose patients to heat-related disorders. These 
drugs include, but are not limited to, other carbonic anhydrase inhibitors and other 
drugs with anticholinergic activity.

Metabolic Acidosis: Metabolic acidosis was commonly observed in adults and pediatric 
patients in clinical trials and is caused by renal bicarbonate loss due to carbonic anhydrase 
inhibition by topiramate. Conditions or therapies that predispose patients to acidosis 
(such as renal disease, severe respiratory disorders, status epilepticus, diarrhea, ketogenic 
diet, or specific drugs) may be additive to the bicarbonate lowering effects of topiramate. 
EPRONTIA treatment that causes metabolic acidosis during pregnancy can possibly 
produce adverse effects on the fetus and might also cause metabolic acidosis in the 
neonate from possible transfer of topiramate to the fetus. Baseline and periodic serum 
bicarbonate measurements are recommended during EPRONTIA treatment. If metabolic 
acidosis develops, consideration should be given to either dose reduction or discontinuation 
of therapy using dose tapering.

Suicidal Behavior and Ideation: Antiepileptic drugs (AEDs), including EPRONTIA, increase 
the risk of suicidal thoughts or behavior in patients taking these drugs for any indication. 
Patients treated with any AED should be monitored for the emergence or worsening of 
depression, suicidal thoughts or behavior, and/or any unusual changes in mood or behavior.

Cognitive/Neuropsychiatric Adverse Reactions: EPRONTIA can cause cognitive/
neuropsychiatric adverse reactions. The most frequent adverse reactions can be classified 
into 3 categories: 1) cognitive-related dysfunction (confusion, difficulty with concentration, 
difficulty with memory, speech or language problems); 2) psychiatric/behavior disorders; 
3) somnolence or fatigue.

Fetal Toxicity: EPRONTIA can cause fetal harm when administered to pregnant women. 
The benefits and risks should be considered when administering this drug in women of 
childbearing potential.

Withdrawal of Antiepileptic Drugs: EPRONTIA should be gradually withdrawn to minimize 
the potential for seizures or increased seizure frequency. If rapid withdrawal is required, 
appropriate monitoring is recommended.

Serious Skin Reactions: Serious skin reactions (Stevens-Johnson Syndrome [SJS] and Toxic 
Epidermal Necrolysis [TEN]) have been reported. EPRONTIA should be discontinued at 
the first sign of a rash unless the rash is clearly unrelated to the drug. If signs or symptoms 
suggest SJS/TEN, use of this drug should not be resumed and alternative therapy should be 
considered. Inform patients about the signs of serious skin reactions.

Hyperammonemia and Encephalopathy (Without and With Concomitant Valproic Acid 
Use): Topiramate treatment can cause hyperammonemia with or without encephalopathy, 
the risk of which appears to be dose related, and which has been reported more frequently 
with concomitant use of valproic acid. In patients who develop unexplained lethargy, 
vomiting or changes in mental status associated with topiramate, hyperammonemic 
encephalopathy should be considered and an ammonia level should be measured.

Kidney Stones: EPRONTIA can cause an increased risk of kidney stones. The concomitant 
use of topiramate with any other drug producing metabolic acidosis, or potentially in 
patients on a ketogenic diet, may increase the risk of kidney stone formation. Instruct 
patients to stay well hydrated while taking EPRONTIA.

Hypothermia with Concomitant Valproic Acid Use: Hypothermia has been reported in 
association with topiramate use with concomitant valproic acid both in conjunction with 
hyperammonemia and in the absence of hyperammonemia. Consider discontinuation of 
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W
hen my daughter 
received a type 1 dia-
betes (T1D) diagnosis 
about 18 months ago, I 
could not even express 
how devastated I felt. I 

have been a pharmacist for about 
20 years and even with my back-
ground, it was overwhelming. Man-
aging diabetes is a constant job. 
Whether the patient has T1D or T2D, 
the condition can be very stressful. 
As I joined various online support 
groups, I noticed a lot of discussions 
about diabetes burnout. 

The CDC acknowledges that diabe-
tes burnout is real,1 noting that “over 
time, the emotional burden of manag-
ing diabetes can cause burnout.” Drug 
Topics® interviewed several experts 
about how pharmacists can help 
patients or caregivers who are experi-
encing diabetes burnout. 

Amanda Lane, MS, RD, LDN, CDCES, 
is the founder of Healthful Lane 

Nutrition, LLC. “Diabe-
tes distress or burn-
out can look di� erent 
for everyone,” she said. 
“Some patients may be 
angry about their med-
ications or checking 

[blod glucose]; others may brush it 
o�  with vague terms like ‘it’s all good,’ 
avoiding appointments, and not refi ll-
ing medications on time.”

Stephanie Redmond, PharmD, 
CDCES, BC-ADM, cofounder and vice 

president of the Diabe-
tes Doctor is a clinical 
pharmacist and dia-
betes educator. When 
ascertaining whether 
a patient has diabetes 
burnout, she looks for 

the following signs:
•     The patient is not refi lling 

prescriptions on time, indicating 
they are not taking medication.

•     The patient does not bring in 
their meter, which is a sign they 
are not checking blood glucose as 
directed.

•     The patient has not followed up 
in a long time or does not want 
to talk about their diabetes.

According to Lane, patients who 
need more medications or higher 
doses feel like they are doing some-
thing wrong. In these cases, “helping 
the patient or a caregiver learn how 
to fi ll a pillbox can be a super helpful 
way to combat diabetes distress,” she 
explained. “Seeing all the pill bottles 
multiple times per day can be over-
whelming, but having a box that has 
the right medications portioned out 
can be less overwhelming.”

For certain patients, Lane recom-
mends continuous glucose monitor-
ing (CGM). However, she noted that 

fi rst there should be a conversation 
about comfort level with new technol-
ogy. “Some patients are more stressed 
by managing the increased technol-
ogy that CGM requires, whereas oth-
ers fi nd the decreased fi nger sticks 
and increased glucose readings to be 
incredibly helpful,” she added.

“Pharmacists are more involved 
than ever in CGM dispensing and 
education,” Redmond added. “Wear-
ing a CGM can have a huge real-time 
impact and teach lessons that check-
ing blood glucose never can. [Patients 
can] see the benefi ts immediately of 
taking a medication, going on a walk, 
or eating nuts vs chips for a snack.” 

Lane noted that Medicare covers 
CGM in patients meeting specifi c cri-
teria. Those with T1D or T2D with 
multiple daily injections or other 
qualifying criteria can typically get 
CGM through their insurance. How-
ever, the insurance may dictate the 
brand of CGM that is covered. 

Redmond suggested that phar-
macists use motivational interview-
ing techniques, such as asking open-
ended questions and giving the 
patient time to respond. “I love restat-
ing what they told me, to give them 
a chance to react in a positive way—
[for example], ‘You feel like nothing 
you do helps your blood sugars.’ This 
gives the patient a chance to respond: 
‘Well, when I walk on Saturday, I 
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noticed Sundays are my best day,’” she 
explained. 

Redmond also encouraged phar-
macists to focus on the patient’s good 
blood gluccose days, rather than the 
bad, and to brainstorm together on 
what makes the di� erence. “This helps 
encourage self-refl ection,” she said. 

Pharmacists can also give patients 
hope and encouragement. “They are 
not alone,” Redmond said. “It is help-
ful to fi nd a support community—
even online—of other individuals liv-
ing with diabetes who have ideas or 
diet/exercise/lifestyle tips that have 
worked for them.” Pharmacists can 
remind patients to seek support—but 
not medical advice—from their peers. 

Pharmacists should also help 
patients with a plan of action when 
they check blood glucose. “If you 
are checking blood [glucose] but 
not doing anything with that infor-
mation, it really seems pointless to 
check,” Redmond noted. Pharmacists 
can ensure that the patient has 
a plan for how to treat highs and 
lows, as well as a glucagon prescrip-
tion—and, crucially, knows how to use 

it and can train loved ones or caregiv-
ers to administer it during a hypogly-
cemic emergency.

Redmond tells her patients, “Focus 
on how to make your next decision 
a good one. Even if you ate choco-
late cookies all day and feel like the 
day is wasted, you don’t have to com-
mit to going to the gym for the next 
week or eating zero carbs. Just make 
your next decision, whether it’s din-
ner or a snack at bedtime, a health-
ier one. Or maybe it’s taking a 10-min-
ute walk after dinner. One decision 
at a time seems easier than trying to 
undo a whole year’s worth of bad life-
style habits. Small changes have a big 
impact in the end.” 

Redmond also reminds pharma-
cists to counsel patients on their med-
ications. “Often, patients take di� erent 
medications for their diabetes and 
don’t understand why they would 
take more than 1. But if they under-
stand that they work in di� erent ways 
or have di� erent benefi ts, they are 
more likely to take them,” she says. 

She also o� ers information about 
adverse e� ects (AEs) and solutions, 

so patients know that certain AEs do 
not mean failure. “For example, met-
formin tells your liver to stop mak-
ing so much [glucose] because you 
don’t need it. If you notice any loose 
stools, let me know; we can change to 
a long-acting tablet that can help, or 
reduce your dose. Your other medi-
cation, dapaglifl ozin [Farxiga], helps 
your kidneys urinate out extra [glu-
cose] that the body doesn’t need. This 
means you are also losing calories, so 
it can help with weight loss. Most indi-
viduals notice an increase in urinary 
frequency for the fi rst week or so, but 
this does get better with time.”  

“When [a treatment plan] makes 
sense, patients want to take it and 
want to be healthier,” Redmond said. 

REFERENCE
1. Dealing with diabetes burnout. CDC. Updated January 
26, 2022. Accessed June 20, 2022. https://www.cdc.gov/
diabetes/library/spotlights/diabetes-burnout.html

“Often, patients take different medications for 
their diabetes and don’t understand why they would 
take more than one. But if they understand that they 
work in different ways or have different benefits, 
they are more likely to take them.”          STEPHANIE REDMOND, PHARMD, CDCES, BC-ADM
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T
he COVID-19 pandemic has 
upended the world of res-
piratory diseases. Every 
cough and sni�  e raises 
red fl ags in a clinical area 
that already was a drain on 

health care resources. Roughly 12% 
of adults in the United States have 
chronic sinusitis, and about 2.7 mil-
lion physician and 234,000 emergency 
department visits are attributed to 
this diagnosis each year.1

Drawing the line between acute 
sinusitis and other respiratory bugs 
can be di�  cult, though. As with many 
other conditions driven by viral infec-
tion, there is little clinicians can really 
o� er patients for sinusitis other than 
supportive care and calls for patience.

As COVID-19 transmissions are 
lessening, patients and providers are 
equally concerned about respiratory 
symptoms, but experts say the 
pandemic isn’t really changing the 
game plan for sinusitis.

“I think the biggest thing I try 
to explain to patients is the disease 
process,” said Jane Carnazzo, MD, of 
Children’s Hospital and Medical Cen-
ter in Omaha, Nebraska.

Observing mucus changes can help 
patients determine where they are in 
a bout with sinusitis, she explained; 
green mucus is common for about a 
week after infection and doesn’t 
signal a severe infection.

“When it comes to sinusitis, your 
acute sinusitis is going to be someone 
who is sick for 10 to 14 days. You have 
to give a cold a good week to get bet-
ter,” she added. 

A high fever or copious amounts of 
mucus right away is a di� erent story, 
she said, but this level of infection 
isn’t common. 

COVID-19 isn’t the only worry 
when it comes to respiratory symp-
toms, Carnazzo added. Antibiotic 
resistance is a real problem and one 
she said she tries to educate her 
patients about. Prescribing antibiot-
ics may give patients a peace of mind 
regarding their symptoms, but Car-
nazzo said 75% of her patients don’t 
return for a prescription after a bit of 
education about what to expect and 
what is normal in terms of symptoms 
and progression of sinusitis.

Besides education, she says o� er-
ing patients an alternative for symp-
tom management can help. People 
like to turn to OTC remedies that dry 
out mucus at the fi rst sign of illness— 
but, she explained, this is the opposite 
of how sinusitis should be managed.

“You want the nose to drain. When 
it comes to preventing a sinus infec-
tion, it’s the best you can do,” she said. 

Saline rinses have become a popu-
lar choice among her patient popula-
tion, Carnazzo added, but lavage can 
sometimes make symptoms worse. 

Instead, things like promoting cry-
ing, exposure to cold weather, and 
anything else that can help make the 
nose run work well.

The exception, she explained, is 
children who have issues that could 
increase mucus retention, immune 
defi ciencies, and conditions including 
Down syndrome that may predispose 
a child to smaller sinus cavities. Even 
with these patients, though, Carnazzo 
explained that providers should use 
caution about jumping to antimicro-
bial treatments.

Time is an important tool in the 
provider’s arsenal, and many patients 
will improve in about a week with 
little intervention. It’s also to be 
expected that some children will 
appear to have chronic sinus prob-
lems, but constant antibiotic therapy 
isn’t an option, she noted.

“Kids in day care have runny noses 
all the time but you can’t just keep 
them on antibiotics,” she said. “It’s just 
a matter of trying to sort it out. Give 
it some time and try to get them to 
clear their nasal passages. Don’t try to 
dry it up too much.”

Pushing OTC medications isn’t 
much help, she added, and imag-
ing studies like x-ray and computed 
tomography scans are not generally 
recommended for diagnosis.  

The best thing health care provid-
ers can do is to get a good history and 
description of how symptoms devel-
oped, what they feel like, and when 
they are worse. 

“History, symptoms, and pres-
entation are key,” Carnazzo said, to 

Trends in Sinusitis
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management. “Chronic sinus issues 
may need imaging, but lab work and 
imaging are really not necessary. 
Just because the sinuses are plugged 
doesn’t mean they are infected.”

Purulent drainage is the key symp-
tom in diagnosing an infection that 
needs more intervention, she said. 
Providers also need to remember a 
less common di� erential diagnosis: 
foreign objects. 

Foul or smelly drainage—espe-
cially on just 1 side of the nose—is a 
red fl ag that something may be stuck 
in the nasal cavity, Carnazzo said.

Overall, the best practice for sinus-
itis is to stress patience and exercis-
ing restraint when it comes to antibi-
otics and medications that dry mucus. 
Mucus is an annoying symptom, but 
drainage is what sinusitis needs.

“We’re always looking for a quick 

and easy fi x, even if there isn’t one,” 
Carnazzo added.

For symptom relief, Carnazzo 
tends to point parents to menthol 
products, hydration, and humidifi -
ers rather than OTC medications. 
If antibiotics are needed, Carnazzo 
says amoxicillin is the fi rst choice, 
while zithromax is not recommended 
because of resistance. The 
lowest-spectrum antibiotic is always 
best to use fi rst, she added.

“Just telling them it will take 
time and o� ering comfort is key,” 
she said. 

This article originally appeared in the June 
issue of our sister publication Contemporary 
Pediatrics®. 

For references, go to
ContemporaryPediatrics.com/
trends-in-sinusitis

Rachael Zimlich, BSN, RN is a freelance 
medical writer in Cleveland, Ohio. She has 
nothing  to disclose.

“We’re always looking for a quick and 
easy fix, even if there isn’t one...Just 
telling [patients] it wil take time [to 
resolve] and offering comfort is key.”
JANE CARNAZZO, MD

Subscribe to our newsletters 
for practical tips and valuable 
resources
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The specialty drug pipeline includes first- and next-in-
class drugs across the oncology and immunology spaces.
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he specialty drug pipeline has expanded 
accordingly, with an expected continued 
growth of 8% per year through 2025.2 At the 
2022 American Society of Health-System 
Pharmacists (ASHP) Summer Meetings & 
Exhibition, held in June in Phoenix, Arizona, 
2 sessions3,4 broke down the latest updates 
and highlighted some of the most nota-
ble drugs in the pipeline. Keep reading for 
a selection of pipeline updates in oncology 
and immunology and visit drugtopics.com 
for full coverage of each of these sessions. 

Next-in-Class Treatments 
Lead Oncology Drug Pipeline 

According to Sandra Cuellar, PharmD, 
we’re living in the golden age of oncology.1

“If you look at the past decade of FDA 
oncology approvals, we have made remarka-
ble progress with immune checkpoint inhib-
itors, with sophisticated biologic agents such 
as antibody-drug conjugates, bispecifi c mon-
oclonal antibodies, [and] targeted therapies,” 
Cuellar, a clinical associate professor and 
clinical oncology pharmacist at UI Health/
University of Illinois at Chicago College of 
Pharmacy, said during her presentation.3 “In 
the past decade or so…the number of drug 
approvals in oncology is over 330.” 

The majority of these approvals (59%) 
are for label expansion. The poster child, 
she added, is pembrolizumab (Keytruda), 
which has 33 indications over 13 individ-
ual disease states. Twenty-fi ve percent of 
approvals were the fi rst approval of a next-
in-class drug, and 16% were for drugs with 
a new mechanism of action, with 7 such 
drugs approved in 2020. 

T

Specialty drugs are having a moment: 

Between 2015 and 2021, specialty pharmacies grew by 315%, according to data 

presented at Asembia’s 2022 Specialty Pharmacy Summit,1 with hospital or health 

system–owned specialty pharmacies accounting for one-third of the total growth. 

UPDATES FOR 2022
SPECIALTY DRUG PIPELINE
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Melanoma
According to Cuellar, melanoma was 
one of the first cancers that saw the 
e	cacy of immune checkpoint inhib-
itors (ICIs). “In this particular can-
cer, we had very poor outcomes,” she 
said. “The approval of [ICIs] really did 
improve outcomes.” To build on that 
success, researchers turned to LAG3, 
an immune checkpoint protein that is 
upregulated in melanoma. 

Nivolumab Plus Relatlimab-
rmbw Combination Therapy
Preclinical data support the idea of 
using nivolumab and relatlimab-rmbw 
(Opdualag), 2 dual ICIs that have 
demonstrated synergistic activity. 
Results of the RELATIVITY-047 trial 
(NCT03470922), which evaluated the 
e	cacy of nivolumab and relatli-
mab-rmbw combination therapy in 
a global, randomized, double-blind 
phase 3 trial, demonstrated that in 
a population of 694 patients with 
untreated unresectable or metastatic 
melanoma, the median progression 
free survival rate was 10.12 months  
vs 4.63 months with nivolumab  
therapy alone. 

Nivolumab and relatlimab-rmbw 
(Opdualag) is a first-in-class therapy 
approved by the FDA on March 18, 
2022, for the frontline treatment of 
adult and pediatric patients 12 years 
or older with unresectable or meta-
static melanoma. It is formulated as 
an injection of 240 mg nivolumab and 
80 mg relatlimab per 20 mL  
(12 mg and 4 mg per mL) and  
administered in adults and pediatric 
patients weighing at least 40 kg as 480 
mg nivolumab and 160 mg relatlimab 
intravenously over a 30-minute period 
every 4 weeks. 

Non–Small Cell Lung 
Cancer (NSCLC)

“As an oncology pharmacist…this has 
been probably the most remarkable 
progress I have witnessed,” said Cuellar. 
“Why is that? We started out 20-plus 
years ago treating [NSCLC] as 1 dis-
ease,” typically with paclitaxel and car-
boplatin (CarboTaxol). However, Cuel-
lar explained, patients were frequently 
experiencing negative outcomes, 

leading to a shift in thinking around 
the disease and an understanding that 
di£erent histologies of NSCLC require 
di£erent therapies, including squa-
mous cell and adenocarcinoma. Today, 
patients with NSCLC undergo tissue 
or liquid biopsy and next-generation 
tumor sequencing to determine which 
oncogenic mutation is driving their 
disease. 

Poziotinib 
Over time, researchers have contin-
ued to identify mutations responsible 
for driving NSCLC, including in HER2. 
Between 2% and 3% of patients with 
NSCLC have a HER2 mutation, most 
commonly an exon 20 insertion, repre-
senting an unmet need in therapy. 

Enter poziotinib, a potent, irre-
versible inhibitor of cancers with 
EGFR and HER2 exon 20 mutations. 
The phase 2 ZENITH20 clinical trial 
(NCT03318939) included 7 cohorts 
of patients with either EGFR or HER2
exon 20 mutations. Cuellar focused on 
patients in cohort 2, which included 
those with HER2 exon 20 inser-
tion mutations who were previously 
treated and received an oral, once-
daily dose of poziotinib 16 mg. In 
total, 27.8% of patients met the pri-
mary end point of overall response 
rate; duration of response was 5.1 
months, and median progression-free 
survival was 5.5 months. 

Poziotinib is a next-in-class investi-
gational therapy with a likely indica-
tion for metastatic NSCLC with HER2
exon 20 insertion mutations with an 
anticipated Prescription Drug User 
Fee Act (PDUFA) date of November 24, 
2022. Tentative dosing is oral, 16 mg 
once daily until progression or unac-
ceptable toxicity. 

Patritumab Deruxtecan
“Up to 30% of [patients with NSCLC] 
have an EGFR-activating mutation,” 
said Cuellar. “Of these EGFR muta-
tions, about 83% express HER3 pro-
tein,” which is associated with 
increased metastases, decreased sur-
vival, and increased resistance. Cuel-
lar noted that although there are sev-
eral approved treatments for patients 
with EGFR mutations, there are limited 

treatments available for those who 
progress or have resistance to first-line 
EGFR tyrosine kinase inhibitor agents. 

Patritumab deruxtecan, an inves-
tigational, first-in-class HER3-di-
rected antibody-drug conjugate, 
may one day be an option for this 
group of patients. In a multicenter, 
open-label, multicohort phase 1 trial 
(NCT03260491), researchers identi-
fied a dose of 5.6 mg/kg adminis-
tered intravenously every 3 weeks as 
the correct dose for a dose expansion 
trial. E	cacy of this dose was evalu-
ated in 57 patients, while safety and 
tolerability of all doses, ranging from 
3.2 mg/kg to 6.4 mg/kg, were evalu-
ated in 81 patients. 

Within the cohort, median time 
to response was 2.6 months, median 
duration of response was 6.9 months, 
and median progression-free survival 
was 8.2 months. “[These are] very 
early preliminary data, but [this is] 
very promising, especially in a patient 
population that’s heavily pretreated,” 
said Cuellar. Adverse events were com-
mon; 11% led to treatment discontin-
uation, 21% led to dose reduction, and 
37% led to dose interruption. 

Patritumab deruxtecan was 
granted an FDA breakthrough therapy 
designation on December 23, 2021. 
Tentative dosing is 5.6 mg/kg intra-
venously every 3 weeks until progres-
sion or unacceptable toxicity. 

Adagrasib
The KRAS G12C mutation occurs in 
approximately 13% of cases of NSCLC. 
Adagrasib is an investigational drug 
that irreversibly and selectively binds 
to KRAS G12C in its inactive state, 
blocking both cell growth and prolif-
eration. 

The nonrandomized, open-label,  
phase 1/2 KRYSTAL-1 study 
(NCT03785249) evaluated adagrasib in 
patients with KRASG12c–mutated solid 
tumors or unresectable or metastatic 
disease who had progressed on stand-
ard treatment. “The phase 1 study 
demonstrated that the dose that was 
going to be further investigated was 
600 mg twice a day,” Cuellar explained. 
“In the phase 2 component, they 
looked at monotherapy in [NSCLC], 
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colon cancer, and other solid tumors.” 
In an NSCLC cohort of 79 patients, 

adagrasib demonstrated an over-
all response rate of 58% with a 9.5-
month median duration of treat-
ment, 12.6-month median duration 
of response, and 8.3-month progres-
sion-free survival; 36% of participants 
experienced grade 3/4 adverse events. 

As a next-in-class drug, adagrasib 
received an FDA Breakthrough Ther-
apy designation on June 25, 2021, 
and has an anticipated PDUFA date 
of December 14, 2022. The drug is 
administered orally with a tentative 
dosing of 600 mg twice daily until 
progression or unacceptable toxicity. 

Breast Cancer
According to Cuellar, the most com-
mon type of breast cancer—both 
in her practice and in the United 
States—is hormone receptor–posi-
tive breast cancer. “Endocrine therapy 
is the backbone in the treatment of 
hormone-positive breast cancer,” she 
said. “And unfortunately, although we 
do have good e�  cacy outcomes with 
endocrine therapy, we do see up to 
42% of patients do [become resistant] 
to endocrine therapies.” 

Mutations the ESR1 gene that 
inhibit its localization to the plasma 
membrane are one of the “primary 
culprits” of endocrine therapy resist-
ance. “We do have selective estrogen 
receptor degraders, or SERDs, that are 
indicated in the metastatic setting 
and have demonstrated some e�  cacy 
in patients with mESR1 metastatic 
breast cancer,” Cuellar explained, 
including fulvestrant (Faslodex), 
administered to patients via intra-
muscular injection. 

Elacestrant
Data from the EMERALD trial 
(NCT03778931), initially presented at 
the 2021 San Antonio Breast Cancer 
Symposium, highlighted elacestrant, 
an investigational, nonsteroidal, orally 
bioavailable SERD. The global, open-la-
bel, randomized, phase 3 trial included 
patients (men and postmenopausal 
women) with estrogen receptor–posi-
tive, HER2-negative advanced or meta-
static breast cancer who had progressed 

after 1 or 2 lines of endocrine ther-
apy treatment, one of which included 
a CDK4/6 inhibitor. Patients received 
elacestrant or standard of care, either 
fulvestrant or an aromatase inhibitor. 

“This is a very resistant patient 
population,” Cuellar said. “Unless 
[patients] have visceral crisis or symp-
tomatic visceral disease, the standard 
of care in treating these patients is 
exhausting these endocrine options.”

Other oral SERDs in development 
include giredestrant and amcenes-
trant, both in phase 2 and phase 3 tri-
als; rintodestrant, currently in phase 1 
research; and camizestrant, currently 
being evaluated in 2 phase 3 trials 
and 1 phase 2 trial. Elacestrant is a 
next-in-class investigational therapy 
that has received an FDA fast track 
designation. Tentative dosing is 
400 mg orally daily until progression 
or unacceptable toxicity. 

Immunology Pipeline 
Includes New Approvals 
and Expanded Indications 

Immunology drugs 
represent a signifi cant 
portion of the pipeline 
and are forecast as 
a key area of growth 
for specialty phar-
macy. Caitlyn Anne 

Young, PharmD, a PGY-2 investigational 
drugs and research pharmacy resident 
at Michigan Medicine in Ann Arbor, 
shared4 the latest updates in immunol-
ogy therapies with a specifi c focus on 
dermatology, gastrointestinal, and res-
piratory conditions. 

Dermatology
Dermatology updates were focused 

on atopic dermatitis, plaque psoriasis, 
and psoriatic arthritis. 

Abrocitinib
Abrocitinib (Cibinqo) was FDA 
approved in January 2022 for the 
treatment of moderate to severe 
atopic dermatitis (AD), with a recom-
mendation for use in cases refractory 
to treatment after biologic therapies 
and other disease-modifying anti-
rheumatic drugs have been trialed—
making abrocitinib a second-line ther-
apy for the disease. 

Data from the JADE clinical tri-
als (NCT03349060, NCT03575871, 
and NCT03720470), which compared 
abrocitinib vs placebo and dupi-
lumab (Dupixent), contributed to the 
approval. Most notably, Young said, 
abrocitinib demonstrated rapid con-
trol over itch response, a secondary 
end point that is particularly impor-
tant for patients’ quality of life. Some 
dose-dependent adverse events were 
observed, including thrombocytopenia 
with increased dose levels, she added. 

Prior authorization requirements 
vary, but typically, patients must have 
tried and failed at least 1 high-po-
tency, topical corticosteroid and at 
least 1 systemic therapy before abroc-
itinib approval will be granted. Abroc-
itinib is available as a once-daily 
100- mg oral tablet with a maximum 
daily dose of 200 mg. 

Deucravacitinib
Deucravacitinib is a novel, fi rst-in-
class selective oral tyrosine kinase 
2 inhibitor for moderate to severe 
plaque psoriasis with an anticipated 
FDA approval date of September 2022. 
The drug inhibits signaling of IL-23, 

“If you look at the past decade of 
FDA oncology approvals, we have 
made remarkable progress with 
immune checkpoint inhibitors, with 
sophisticated biologic agents such as 

antibody-drug conjugates, bispecific monoclonal 
antibodies, [and] targeted therapies.”   SANDRA CUELLAR, PHARMD

Young
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IL-12, and type 1 interferons without 
inhibiting Janus kinase (JAK) 1, 2, or 3. 

In the POETYK-PSO1 and  
POETYK-PSO2 clinical trials 
(NCT03624127 and NCT03611751, 
respectively), investigators compared 
deucravacitinib with placebo and 
apremilast (Otezla) 30 mg twice daily, 
which is the current standard-of-care 
dosing for moderate to severe plaque 
psoriasis. “In terms of its primary and 
secondary end points, [deucravac-
itinib] performed really, really well,” said 
Young. “There are really promising out-
comes here with no really alarming 
safety signals.” Deucravacitinib is formu-
lated as an oral, once-daily 6-mg tablet.

Bimekizumab
Bimekizumab (Bimzelx) is another 
drug aimed at treating moderate to 
severe plaque psoriasis with “a little 
bit of a di�erent mechanism of action 
compared with the other IL-17 mon-
oclonal antibodies,” said Young. “IL-17 
is thought to be proinflammatory and 
heavily involved in inflammation…
compared with [tumor necrosis fac-
tor a (TNF-a)]. However, IL-17F is also 
expressed specifically in psoriatic  
skin lesions.” 

Three clinical trials—BE 
VIVID (NCT03370133), BE SURE 
(NCT03412747), and BE RADIANT 
(NCT03536884)—compared bime-
kizumab with ustekinumab, adali-
mumab, and secukinumab, respectively; 
in all trials, bimekizumab demon-
strated superiority in primary clini-
cal end points. However, Young added, 
“one thing to note is that [bimeki-
zumab shows] much higher rates 
of oral candidiasis...so patients will 
need to be counseled on the potential 

development of thrush.” 
In May 2022, the FDA issued a com-

plete response letter indicating that 
the approval process will be halted 
until certain preapproval indication 
criteria are addressed. “Although it 
was anticipated for possible approval 
later this year, we may be looking 
more so to 2023,” Young added. Bime-
kizumab is formulated as a subcuta-
neous injection and dosed at 320 mg 
every 4 weeks with maintenance dos-
ing every 4 to 8 weeks. 

Gastrointestinal 
Label Expansions

“We’re seeing a lot of label expansions 
happening for currently marketed 
drugs,” said Young. Two drugs on that 
list are being investigated for poten-
tial label expansions to treat both 
ulcerative colitis (UC) and Crohn dis-
ease: risankizumab (Skyrizi), an IL-23 
IgG1 monoclonal antibody indicated 
for moderate to severe plaque psoria-
sis and psoriatic arthritis (PsA), with a 
projected 2022 third quarter approval; 
and guselkumab (Tremfya), another 
IL-23 IgG1 monoclonal antibody 
approved for plaque psoriasis and 
PsA projected to be approved in 2023. 
Upadacitinib (Rinvoq)—a JAK-STAT 
inhibitor currently also approved for 
AD, rheumatoid arthritis (RA), and 
PsA  —received FDA approval of the 
label expansion in March 2022. 

Other drugs seeking label expan-
sion for gastrointestinal conditions 
include golimumab (Simponi), an 
anti–TNF-a monoclonal antibody 
for RA, PsA, ankylosing spondylitis, 
and UC in adults. Approval is being 
sought for the treatment of UC in 
children and adolescents aged 2 to 17 
years and is projected for 2023. Vedol-
izumab (Entyvio) is an a4b7 integrin 

inhibitor already approved for UC 
and Crohn disease; the proposed indi-
cation is a subcutaneous formulation 
for UC therapy slated for 2023. 

Ozanimod (Zeposia), a S1P receptor 
modulator for UC and multiple sclero-
sis, is currently under investigation as 
a therapy for Crohn disease. This drug 
rounded out the list, with a projected 
approval date of 2024. 

The Respiratory Pipeline
“[Respiratory therapies] have been a 
little bit slower in terms of pipeline 
development, with only 1 really nota-
ble medication that [was] approved 
late last year,” said Young. 

That drug was tezepelumab 
(Tezspire), an add-on maintenance 
treatment for asthma in patients 
12 years and older, which Young 
described as “a broad indication com-
pared with other biologic medica-
tions in this class.” Rather than using 
other therapies o� label, first-in-class 
tezepelumab o�ers patients an on-la-
bel monoclonal antibody option with 
a novel mechanism of action: It is a 
thymic stromal lymphopoietin (TSLP) 
blocker, IgG2l monoclonal antibody 
that binds to human TSLP and blocks 
interaction with the TSLP receptor. 

The pivotal NAVIGATOR and 
PATHWAY trials (NCT03347279 and 
NCT02054130) demonstrated strong 
e¯cacy and safety, with minimal 
adverse events noted. 

Tezepelumab was approved by the 
FDA in December 2021 and is dosed 
as a 210-mg subcutaneous injection 
every 4 weeks; compared with other 
monoclonal antibodies on the market, 
it must be administered in a clinic by 
a health care provider.  

For references, visit drugtopics.com.
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Specialty pharmacies  
grew by 315% between 2015 
and 2021.

Hospital or health system–owned 
specialty pharmacies account for 
one-third of the total growth.

Specialty drug pipeline growth
is anticipated to be 8% per year  
through 2025.

BY THE NUMBERS
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H
ealth care providers play 
an important role in ado-
lescent sex education, 
including in discussions on 
contraceptive use.1,2 Ado-
lescents may start engag-

ing in sexual activity while undergoing 
the numerous physical and emotional 
changes that occur during their trans-
formative period.3 By the age of 20 
years, approximately 80% of young 
women have had sexual intercourse; 
however, adolescents (aged 15 to 19 
years) have limited understanding of 
the various contraceptive methods 
available to them, and the lowest rates 
of contraceptive use.1,2 Counseling indi-
viduals about the various methods of 
contraception and increasing access to 
care can help address unplanned preg-
nancies and sexually transmitted dis-
eases.3 As most women prefer oral con-
traceptives over other forms, such as 

injections, transdermal patch, and vagi-
nal rings, familiarizing themselves with 
the safest and most e�ective use of all 
these products is good practice1,2 (Table 
13). This article delves into the contra-
ceptives available for adolescents and 
discusses their e�cacy and safety.

Contraception
Various methods of contraception 
are available for adolescents3 (Table 
22,3,7). Medical providers should coun-
sel them on the e�cacy, safety, and 
adverse e�ects of contraception,1 in-
forming them about the most e�ec-
tive options. Contraceptive options 
from most e�ective to least e�ective 
are as follows: intrauterine devices/
progestin implants, progestin injec-
tions, and combined oral contra-
ception (pills, patch, vaginal ring).2 

Regarding e�cacy, discussing as-
pects of “typical” use and “perfect” use 

is also recommended. Perfect use is 
when a contraceptive is used correctly 
all the time, whereas typical use takes 
human error into account1,2,3; this in-
cludes missing pills or forgetting to 
change a patch, as well as using a con-
dom.1,2 Common adverse e�ects are 
listed in Table 2.2,3,7

Intrauterine Contraception
Intrauterine devices (IUDs) are small, 
T shaped, and flexible. Currently,  
3 are approved in the United States: 
levonorgestrel (Mirena) 52 mg, levo-
norgestrel (Skyla) 13.5 mg, and a cop-
per-containing device (Paragard). 
Levonorgestrel 52 mg is approved for 
use for 3 years, levonorgestrel 13.5 mg 
for 5 years, and the copper IUD for  
10 years.2,3 These devices are highly 
e�ective with a failure rate of less 
than 1%.2,3 Multiple data articles sup-
port the safety of these devices in 

Best Practices on Discussing 
Birth Control for Adolescents

TABLE 1. EFFECTIVENESS OF CONTRACEPTIVE OPTIONS3

LEAST EFFECTIVE EFFECTIVE INTERMEDIATELY EFFECTIVE MOST EFFECTIVE

Withdrawal Male condoms Injectables Implants*

Spermicides Diaphragm LAM IUD*

Female condoms Pills Female sterilization

Fertility awareness methods Patch Vasectomy

Vaginal ring

*Long-acting, reversible contraceptives 
Terms Key: IUD, intrauterine device; LAM, lactational amenorrhea method

There are numerous methods of contraception available for adolescents.  
By Danielle M. Alm, PharmD, BCPS, BCPPS; Reina Puri; and Christine Payne

This month's special report focuses on pediatric pharmacology and features articles from our  
sister publication Contemporary Pediatrics®.
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adolescents.3,4,5 The one-time insertion 
of an IUD into the uterus reduces the 
risk of nonadherence,6 and thus the 
responsibility of maintaining e�ec-
tiveness. This can make IUDs an ideal 
choice for a young woman who has 
not yet reached adulthood. The suc-
cess rate for insertion is reported at 
96%, but there is a risk of pelvic infec-
tion for the initial period (~21 days) 
after implantation. Choosing between 
the 2 di�erent types of IUD can be 
challenging, but counseling patients 
about the risks and benefits with each 
option can help facilitate their deci-
sion. Counseling points include the 
misconception of infertility with IUDs 
and safety in nulliparous females.1-3

Progestin Implants
A progestin implant is a thin, flexi-
ble, single rod containing etonogestrel, 
which is placed under the skin of the 
upper arm. Etonogestrel 68 mg  
(Nexplanon) has 3 years of e�ective-
ness. Implants are highly e�ective 
with a failure rate of less than 1%. 
These exert their action by thickening 
cervical mucous, thinning the endo-
metrial lining, and inhibiting ovula-
tion. Implants do not seem to have a 
high impact on bone mineral density, 
as higher levels of estradiol are seen 
in females using implants vs a proges-
tin injection. Implants are an option 
for adolescents who prefer not to take 
scheduled medication daily or who 
prefer longer-term protection.1-3,7

Progestin Injection
Depot medroxyprogesterone acetate 

(DMPA; Depo-Provera) is an injection 
administered every 3 months with a 
96% e�cacy rate in pregnancy pre-
vention. DMPA causes anovulation 
and thickening of the cervical mu-
cous by inhibiting pituitary gonado-
tropins. Advantages of this product 
include infrequent dosing, discrete-
ness, improvement in dysmenorrhea, 
and protection against iron-deficiency 
anemia and endometrial cancer. Dis-
advantages include having to access 
a health care provider for injections, 
menstrual cycle irregularities, delayed 
fertility return, weight gain, headache, 
and hair loss. Weight gain is a concern 
for adolescents who gain more than 
5% of body weight after 6 months of 
use. A black box warning exists for the 
drug’s potential to cause bone min-
eral density loss in the first 2 years of 
use; however, the American College of 
Obstetricians and Gynecologists states 
no restriction on the length of time 
that DMPA can be used.1,2 During this 
time, adolescents should be counseled 
on adequate daily intake of calcium 
and vitamin D (1300 mg calcium;  
600 IU vitamin D), weight-bearing  
exercises, and smoking cessation.1-3,7

Combined Hormonal  
Contraception
Three di�erent methods exist that 
contain both an estrogen and pro-
gestin: pill, patch, and vaginal ring. 
The 4- to 7-day hormonal-free inter-
val can be used monthly or extended 
to once every several months. Data 
have shown safety with the extended 
approach. Hormonal contraception 

needs to be taken for at least 21 con-
secutive days for e�cacy against un-
planned pregnancy. The timing of 
contraception use varies and should 
be taken into consideration when 
choosing between the pill form, in-
jectable form, patch, or vaginal ring. 
Adolescents can start these products 
immediately or can wait until their 
next menstrual cycle. Preferring a Sun-
day start or starting on the first day of 
the next menstrual cycle is common. 
This will ensure the adolescent is not 
pregnant before starting contracep-
tives. Current data, however, do not 
support evidence of any adverse ef-
fects of contraceptive hormone expo-
sure on fetal development.1-3,6

Combined Oral  
Contraceptive Pills
Combined oral contraceptive pills are 
the most commonly prescribed hor-
monal contraception and contain var-
ious amounts of ethinyl estradiol. 
Providers should suggest strategies such 
as using cell phone alarms, maintaining 
a regular schedule, and getting family 
member support. Discussion of missed 
doses is very important, as taking 7 
consecutive hormone pills is required 
to prevent pregnancy. Many di�erent 
formulations exist (monophasic and 
in-phasic) and choosing an appropri-
ate pill that is covered under the ado-
lescent’s insurance is preferred. Experts 
recommend starting with a monopha-
sic formulation and transitioning over 
to an in-phasic regimen to alleviate ad-
verse e�ects and/or correspond with 
the adolescent’s preference.1-3,7

TABLE 1. EFFECTIVENESS OF CONTRACEPTIVE OPTIONS3

LEAST EFFECTIVE EFFECTIVE INTERMEDIATELY EFFECTIVE MOST EFFECTIVE

Withdrawal Male condoms Injectables Implants*

Spermicides Diaphragm LAM IUD*

Female condoms Pills Female sterilization

Fertility awareness methods Patch Vasectomy

Vaginal ring

*Long-acting, reversible contraceptives 
Terms Key: IUD, intrauterine device; LAM, lactational amenorrhea method

Adolescents may start engaging in sexual activity while undergoing  
the numerous physical and emotional changes that occur during  
their transformative period. and by the age of 20 years, approximately  
80% of young women have had sexual intercourse
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TABLE 2. CONTRACEPTIVE CLINICAL PEARLS2,3,7

INTRAUTERINE 
DEVICES*

PROGESTIN 
INJECTION*

PROGESTIN 
IMPLANTS

ORAL PILLS* PATCH* VAGINAL 
RING*

No protection against sexually transmitted diseases

Levonorgestrel product 
ADRs**

Menstrual bleeding

Dysmenorrhea

Acne

Breast tenderness

Headaches

Mood changes

Abnormal/unscheduled bleeding major 
reason for discontinuation

ADRs

Breast tenderness 

Irregular bleeding 

Headache

Weight gain

Nausea

BBW

Increased VTE risk due 
to higher  

estrogen levels 
(1.6 times higher)

ADRs

Vaginal 
discharge 

Vaginal 
discomfort

Copper product ADRs

Increase menstrual 
blood loss 

Dysmenorrhea

ADRs

Headache

Weight gain 

Acne

Do not prescribe

Severe, uncontrolled 
hypertension 

Ongoing hepatic 
dysfunction 

Complicated valvular 
heart disease

Migraines with aura

Complications of 
diabetes

Complicated solid  
organ transplant

Thromboembolism

ADRs

Hyperpigmentation

Contact dermatitis

Skin irritation

* 7-day backup contraceptive needed
**Levonorgestrel only  
Terms Key: ADRs, adverse drug reactions; BBW, black box warning

Contraceptive Patch  
Contraceptive patches (Xulane, Zaf-
emy) contain 150 µg norelgestromin 
and 35 µg ethinyl estradiol. The patch 
is worn weekly for 3 weeks and  
removed for 1 week to induce a  
withdrawal bleed. The abdomen, 
upper torso, upper arm, and buttocks 
are safe places on which to place  
the patch.1-3,7

Contraceptive Vaginal Ring
The vaginal ring (NuvaRing) is a 

round, flexible device that is inserted 
into the vagina weekly for 3 weeks 
that contains 15 µg ethinyl estradiol 
and 120 µg etonogestrel. During the 
doctor visit, patients should be shown 
a pelvic model to help explain where 
the vaginal ring will be; they should 
be reassured the ring will not fall out 
and that it can remain in during  
sexual intercourse.1-3,7

For references, visit drugtopics.com.
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P
ediatric patients in need of 
infusion therapy face the 
same access barriers as their 
adult counterparts. But they 
also deal with the added 
challenges of finding sites of 

care and infusion providers that are 
accustomed to caring for children.

Robert Dracker, MD, MHA, MBA, 
CPI, medical director of Summerwood 
Pediatrics & Infusacare Medical Ser-
vices in Liverpool, New York, spoke 
on these issues at the 2022 National 
Infusion Center Association (NICA) 
Annual Conference, held June 17 and 
18, 2022, in New Orleans, Louisana.1

Dracker discussed considerations 
and developmentally appropriate 
interventions to promote high-qual-
ity, patient-centered pediatric infusion 
care. Dracker started with a question: 
“What is infusion medicine?” There 
is no standard definition, he said, so 
he crafted his own, drawing on his 
decades of experience in the field. 
Dracker defined this growing sector 
as, “the health care specialty involved 
with the clinical science and prac-
tice of administering parenteral flu-
ids, medications, biologic, and cellular 
therapies to adults and children.”

Dracker also touched on the 
unique needs of children who will be 
receiving intravenous (IV) or paren-
teral medications. Compared with an 
emergency department visit or for a 
hospitalized child, outpatient infusion 
therapy is semielective and sched-
uled, allowing time to prepare the 
child for the therapy.

“This is a very di�cult thing to do 
for a child in general,” he said. “A [pro-
vider] should explain the need for the 
therapy and obtain an informed con-
sent in some cases, particularly with 
regards to some of the newer biologic 
therapies for diagnoses like eczema 
and psoriasis.”

He compared general therapy con-
siderations with important concerns 
specific to dealing with pediatric 
patients, reminding health care pro-
fessionals that children are not just 
tiny adults. Things to know and factor 
into the care include the age of the 
child and any developmental issues, 
how ill the child is (acute vs chronic), 
who is with the child at the visit, any 
preexisting conditions that could 
complicate the therapeutic interven-
tion, and the child’s understanding of 
the treatment and informed consent.

Dracker spoke about the importance 
of establishing a relationship between 
a provider and the infusion site team; 
there must be open communication 
between both to address issues such as 
special needs of a particular patient, 
who will be monitoring the response 
and follow up labs, and how to partner 
medically with regards to new emerg-
ing therapies.

Dracker also noted that treat-
ing a child may raise the anxiety of 
the medical team, so a collabora-
tive approach is helpful, especially at 
the start of the therapy. He stressed 
that an open, interactive relationship 
between the provider's practice and 
the therapy site is critical for care.

“There should obviously be com-
munication between both regard-
ing currently available and emerging 
therapies, the needs for prior autho-
rization, follow-up lab work required, 
and the fact that the infusion center 
sta£ will commonly see the patient 
during treatment more often than the 
dermatologist, which means that the 
response to treatment, or lack thereof, 
should also be conveyed back to the 
referring o�ce,” he said.

Providers can take steps to prepare 
children for treatment in this environ-
ment by familiarizing the child with 
the environment, explaining each step 
of the process, and surrounding them 
with love, a£ection, and even “bribes” 
such as cartoons, books, and snacks.

In general, parents are fairly moti-
vated to ensure that their child 
receives their therapy on a sched-
uled basis. It is important to provide 
a reminder to parents for an upcom-
ing appointment with regards to date 
and time. Dracker also urged infu-
sion providers to make an attempt to 
accommodate a child’s needs, espe-
cially related to school and activities.

Dracker also touched on vascu-
lar access issues in pediatric patients, 
the importance of being honest with 
children, and steps the FDA is taking 
to ensure access to safe and e£ective 
medical products for children.

At the conclusion of his talk, 
Dracker shared his hope that attend-
ees could walk away with the under-
standing that children have special 
needs when it comes to infusion ther-
apy treatments and that in many 
ways, these providers are treating a 
whole family—an experience that 
can be positive or negative depending 
upon the e£orts made and the accom-
modations provided.

REFERENCE
1.       Dracker R. Not just tiny adults: considerations for a 

pediatric population. Presented at: 2022 National 
Infusion Center Association Annual Conference; June 
17-18, 2022; New Orleans, LA.

Optimizing Outcomes for  
Pediatric Infusion Therapy 
An expert offers considerations and developmentally 
appropriate interventions to promote high- quality, 
patient-centered pediatric infusion care. By Keith Loria
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A
ccording to Erin O’Connor 
Prange, MSN, CRNP, of Chil-
dren’s Hospital of Philadel-
phia in Pennsylvania, drugs 
for attention-deficit/hyperac-
tivity disorder (ADHD) have 

been on the market for more than  
45 years, beginning with methylpheni-
date (Ritalin), which was approved in 
1955. [Editor’s note: Although not included 
in the Diagnostic and Statistical Manual 
of Mental Disorders until 1968, methyl-
phenidate was originally prescribed for 
fatigue and depression.2] According to a 
2016 study, roughly 6 million children 
in the United States have ADHD, said 
Prange. Boys receive a diagnosis twice 
as frequently as girls, but overall, 77% of 
these children were receiving treatment, 
with roughly 32% of them having both 
behavioral and medication treatment. 

What is a snapshot look at a child 
with ADHD? Prange, who was speak-
ing at the 43rd National Conference on 
Pediatric Health Care in Dallas, Texas,1

in March 2022, explained that the main 
component of this developmental learn-
ing disorder is poor executive function-
ing in tasks. These include planning, 
time management, attention, organi-
zation, and self-control. Additionally, 
during the months that children were 
learning remotely due to the COVID-19 
pandemic, impaired communication, eye 
strain, distractions, and anxiety were also 
reported, largely as a result of the strug-
gle with virtual and hybrid learning. 

Nonmedication treatment for ADHD 
includes cognitive behavioral therapy, 
extra time on test taking, creating lists 
(eg, what to put in the school backpack), 

and bouncy bands and wiggle seats 
for desks. The newest (those that have 
become available over the past 5 years) 
and most commonly prescribed drugs 
for the disorder include the nonstimu-
lant viloxazine (Qelbree); for stimulants, 
there are now several methylphenidates 
(Cotempla, Adhansia, Aptensio, Jornay) 
and amphetamines (Dyanavel, Adzenys, 
and Mydayis). 

Before starting a patient on stimu-
lants, the American Academy of Pediat-
rics recommends a thorough cardiovas-
cular assessment, including patient and 
family health histories; evaluation of all 
medications being used; and a physi-
cal exam focused on cardiovascular dis-
ease risk factors. Prange also reviewed 
the adverse e¢ects for stimulant medica-
tions, which include, but are not limited 
to, decreased appetite, trouble sleeping, 
headache, weight loss, and mood swings. 
She also encouraged audience members 
to seek out a copy of the ADHD medica-
tion guide, available at addwarehouse.
com, which provides books, assessment 
products, and training programs for 
ADHD and related conditions.

Stay tuned for the August issue of Drug Topics®, 
featuring an in-depth look at the latest in 
managing pediatric and adult ADHD. 
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Quick Look:  
The Newest Drugs for ADHD
Review symptoms and treatment options.  By Lois Levine

According to 
a 2016 study, 
roughly 6 million 
children in the 
United States 
have ADHD, 
with 77% of 
these children 
receiving 
treatment.
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I ndependent and small chain phar-
macy owners are often far too busy 
to focus on creating success through 
OTC retail sales—understandably 
so. They face the trifecta of dispens-

ing lifesaving medications, honoring 
their Hippocratic Oath, and focusing on 
getting remuneration from insurance 
companies. Finally, they must deal with 
the overall management responsibilities 
inherent in owning a retail business with 
employees, and all that comes with it.

How and why should they pay atten-
tion to that vast wasteland of their front 
end? Let’s start with some essential 
truths: Americans—and plenty of indi-
viduals worldwide—are true red, white, 
and blue consumers. I contend that as 
soon as your customers hand o   their 
prescriptions, they often scratch their 
bottom and look for something to eat, 

drink, or read. If they’re older or ailing, 
they usually look for somewhere to get 
o   their feet.

I focus on these obvious human 
behaviors because recognizing them is 
the foundation of successful retailing. 
Where your patients sit or congregate 
are the prime locations to merchandise 
products that are purchased impul-
sively. All pharmacies are provided 
with, and utilize, their drug wholesalers’ 
OTC products planogram. There are 
departments of analgesics, cough and 
cold remedies, foot care, and so on. If 
someone needs these products, they 
will seek them out or ask for help fi nd-
ing them. Most of these departments 
are critical and are required to take 
care of patients’ needs. But a pitfall of 
these departments is that they’re based 
on national averages; there are bound 

to be nonselling items taking up space 
and creating non–income-producing 
inventory. Additionally, many of these 
items can be found anywhere, often at 
a discounted price—particularly in the 
major chains. Even so, these products 
are a necessary evil. But these issues 
can be mitigated by culling out the 
“dogs” and through creativity elsewhere 
in the store.

To create change in any business, it 
is helpful to take an alternative outside 
view. If any retailer looks down at their 
product mix and departments, they 
might come to some rather easy,  obvi-
ous conclusions. For example, if a store 
had 20 feet of greeting cards displayed 
on old, discolored metal shelving, a 
business owner might quickly guess 
that, with people texting and emailing 
assorted greetings, there may have been 
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a drop-o�  in these sales. They might 
imagine a terrifi c variety of cards in 
only 10 feet of space, presented on an 
upgraded display. With an inventory-re-
ducing sale, they would (1) lower their 
inventory to an appropriate level and 
(2) make available space for a fresh, 
new department with sales-producing 
merchandise. This isn’t an attack on the 
greeting card industry, but an example 
to make a point.

Another general no-no in retailing is 
holding on to dead merchandise. I once 
stood in an average-size pharmacy with 
a small front counter. Although there 
was limited room available, they found 
the space to display a small, cut-open 
cardboard box containing assorted dis-
colored greeting cards for 10 cents each! 
If asked, I would have recommended 

that they burn them—or at least toss 
them in the trash—and instead use that 
limited, precious, highly viewed space 
to display a tester of either a specialty 
hand lotion or pain relief cream, some-
thing not available at a chain store. The 
resulting sales are an obvious, immedi-
ate win, and the potential of creating 
future refi ll sales from those limited
-availability products is often more 
important. Decisions like those can turn 
the store into a go-to destination for 
sought-after specialty brands and prod-
ucts. Making a store unique, interesting, 
and visually appealing can be rather 
easily accomplished, and presenting 
new, impulsively purchased items that 
have counter or fl oor displays—pro-
vided by manufacturers!—can create 
quick, long-term results. 

Recognizing categories of items that 
show movement o� ers an opportunity 
to add companion products to build 
success. Snacks, candy, gifts, toys, cell 
phone accessories, and crossover health 
food industry alternative remedies are 

some great options. 
At the end of the day, additions, 

subtractions, and moving around 
products and departments will make 
a substantial impact on a pharmacy’s 
bottom line. Recruiting an employee to 
aid in the project can be very helpful, 
and great improvements can often be 
accomplished quickly and with relative 
ease. Remember, you’re paying rent for 
that front-end real estate; it should help 
pay the light bill and the rent as well!!

We must be prepared for successes 
and failures in our selection of new 
product mixes. It’s always wise to walk 
before we run amok. Close out mis-
takes and expand or evolve successes. 
Many improvements take mindful, but 
minimal, e� ort. Success breeds success, 
so the process can be mildly addictive. 
Take these suggestions as prescribed, 
and remember to have fun along the 
way and bank the fruits of your labor. 

Dan Langerman is the owner of Langermania. 
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  Lake City Pharmacy circa 1923. The pharmacy was opened in 1903 by Ely Langerman. Pictured standing is Al Langerman, who was at times 
president of all Illinois pharmacy associations. Photo courtesy Dan Langerman.

“As soon as pharmacy 
customers hand over 
their prescription, they 
look for something 
to eat, drink, or read 
while waiting for their 
medication to be fi lled.”

T O T A L P H A R M A C Y . C O M
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DISPENSED AS WRITTEN / IN MY VIEW
By Peter A. Kreckel, RPh

T
hree years ago, my wife, 
Denise, planned another 
vacation of a lifetime.1 In 
2001 and 2013, we had trav-
eled, with our parish priest 
and our kids, to Italy on a 

pilgrimage to various religious sites. 
We had a marvelous time. This trip, 
though, would be di� erent: We were 
going to Germany, where all of my 
grandparents are from. My dream to 
see the Passion Play in Oberammergau 
would become a reality in May 2020. 
The Passion Play was performed there 
fi rst in 1634 and every 10 years there-
after as a thanksgiving o� ering for the 
village being spared from the plague.

The Passion Play deviated from 
every 10-year schedule only twice: in 
1940, during World War II, and again 
in 2020 for the COVID-19 plague. 
The Germans seemed to know that 
COVID-19 would last longer than 
1 year and rescheduled the perfor-
mance for 2022. We were excited to 
get tickets to the second performance 
on May 15.  

Whenever I travel to a di� erent 
locale, I like to stop by the pharmacy 
for a quick visit. In Germany, it is easy 
to fi nd a pharmacy. Each store is des-
ignated by a big, red A for apotheke.

Pharmacies, by German law, are 
owned and operated by a pharmacist 

who has graduated from an accred-
ited school of pharmacy. It is a strange 
experience when you walk in. The 
employees, technicians, and pharma-
cists are sharply dressed in white lab 
coats with name tags. Throughout the 
country, pharmacies had the same 
vibe: calm, quiet, and professional—
unlike the chaos in some Ameri-
can pharmacies. Each pharmacist we 
talked to happened to be a woman 
and spoke English with profi ciency.

Prescription products were avail-
able only in unit-of-use blister packs. 
I asked one pharmacist if they ever 
split the boxes and received a fi rm 
no in response. These boxes were dis-
pensed as a single unit, QR-coded 
with the lot and expiration date 
entered on the patient’s profi le. There 
are absolutely no stock bottles and no 
prescription vials.

German pharmacists do not fre-
quently receive electronic prescriptions. 
Instead, patients carry a pink and white 
prescription blank from their physi-
cian. There are no directions or drug 
names on the blank; there is a serial 
number that, when entered, populates 
the drug name, quantity, and directions 
for use. This information is contained 
in a central database and it is virtually 
impossible for a pharmacist to enter 
data incorrectly. There is no chance the 

pharmacist will enter amitriptyline 
100 mg for an order written for ami-
triptyline 10 mg.

All pharmacies in Germany uti-
lize the same formulary. Patients 
pays 10% of the cost of the prescrip-
tion: between €5 and €10, maximum. 
Can you imagine a prescription in 
your pharmacy having a maximum 
co-pay of $10? Best of all, there are no 
prior authorizations in the pharmacy; 
everything is approved.

Of all the wonderful experiences 
Denise and I had interacting with our 
fellow pharmacists, our encounter 
in Oberammergau stands out. It was 
Sunday afternoon and I went to the 
apotheke to buy a box of ibuprofen 
400 mg. When she rang up the sale, 
she warned me that there would be a 
€2.5 inconvenience fee because it was 
a Sunday purchase. I told her I would 
be honored to pay a surcharge; I’ve 
always been annoyed with Sunday 
shoppers. Of the prescriptions we fi ll 
on a Sunday, seldom are there more 
than a few true emergencies.

The German population is cov-
ered by a national insurance, which 
seems satisfactory to most of the cit-
izens there. They have had national 
health insurance since 1883 thanks 
to Otto Von Bismarck’s social legisla-
tion. Today, the German government 
spends $685 for health care for the 
average citizen. Compare that with 
the United States, which spends over 
$1000. When it comes to providing 
drugs to our patients, we could learn 
a lot from the Germans about safety, 
cost containment, and satisfaction of 
its pharmacists.

Welcome to the Apotheke
American pharmacies can learn a lot from the Germans about 
safety, cost containment, and pharmacist satisfaction.

The German apotheke is calm, quiet, 
and professional—a far cry from the 
chaos of some American pharmacies. 
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HEALTH SYSTEMS

Integrated Health-System  
Pharmacy Models Are Associated 
With Medication Adherence, 
Fewer Adverse Effects
Patients who filled prescriptions in 
an integrated health-system spe-
cialty pharmacy model were likely to 
report low rates of missed medica-
tion doses and adverse e�ects (AEs), 
according to one poster.1

To determine whether patient-re-
ported outcomes are associated with 
patient-perceived medication e�ective-
ness in a health-system specialty phar-
macy setting, researchers—led by Eliz-
abeth D. Bryan, PharmD, of Vanderbilt 
Specialty Pharmacy/Vanderbilt Univer-
sity Medical Center in Nashville, Ten-
nessee, and colleauges—conducted 
a single-center, retrospective analysis 
of patients prescribed specialty med-
ications from rheumatology, multiple 
sclerosis, neurology, dermatology, or 
asthma and allergy clinics. Outcomes 
were assessed after the patient com-
pleted 2 medication refill question-
naires during a 3-month period  
(January to March 2020). 

Primary study outcomes were the 

frequency of patient-reported out-
comes related to perceived medica-
tion e�ectiveness, missed doses, and 
medication AEs. The researchers uti-
lized electronic health records to col-
lect demographic and prescribed 
medication data, while patient-re-
ported outcomes and pharmacist 
intervention data were gathered from 
a specialty pharmacy patient man-
agement database. 

The cohort included 1398 patients 
across 6 specialty pharmacy clinics 
(66% women; 86.5% White; mean age, 
56 years). Just over 50% of patients 
were from the rheumatology clinic, 
while asthma and allergy patients 
represented only 3.3% of patients. 

A total of 4125 medication refill 
questionnaires were completed, with 
a total of 172 missed doses reported, 
most commonly because of instruc-
tions to hold medication for illness or 
medical procedures. 

Patients reported AEs just 41 times 
(1%); most reported e�ectiveness as 
either good or excellent (72% and 25%, 
respectively). Among those who did not 
report AEs, odds of reporting higher 

e�ectiveness were 7.49 times higher 
than for those who did (95% CI, 3.31-
16.95). Similarly, patients who did not 
report a missed dose were 2.13 times 
more likely to report higher e�ective-
ness (95% CI, 1.42-3.19). 

“Patients filling specialty medica-
tion within an integrated health sys-
tem pharmacy model reported low 
rates of missed doses and [AEs],” the 
researchers concluded. “Additionally, 
patients who did not report missed 
doses or [AEs] were significantly more 
likely to have higher perceived e�ec-
tiveness of treatment.” 

Identifying Patient Barriers 
to Monoclonal Antibody Therapy 
for COVID-19
For much of the pandemic, mono-
clonal antibody therapy has been 
an important tool to prevent severe 
COVID-19 in patients with mild to 
moderate disease who were at high 
risk of severe illness or hospitali-
zation. Research2 presented at this 
year’s meeting by Jennifer L. Ra�erty, 
PharmD, of St. John Fisher Col-
lege Wegmans School of Pharmacy/

Conference Review 
ASHP Summer Meetings and Exhibition

P
osters presented at this year’s American Society of Health-System 
Pharmacists (ASHP) 2022 Summer Meetings and Exhibition—held June 
11 ti 15, 2022, in Phoenix, Arizona—provided a wealth of knowledge for 
health-system pharmacists. From medication adherence to biosimilar 
switching, read on for a selection of Drug Topics® onsite coverage. To 

read the rest of our meeting content, scan the QR code or visit drugtopics.com. 

By Lauren Biscaldi and Miranda Hester 
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Rochester Regional Health in Roch-
ester, New York, sought to catalog 
the barriers to monoclonal antibody 
therapy to discover areas for further 
educational need.

A single-center, retrospective chart 
review examined the real-world utili-
zation of monoclonal antibody ther-
apy. A patient was included if they 
had a positive COVID-19 test within 
10 days of symptom onset, met the 
criteria set by the FDA emergency use 
authorization for monoclonal anti-
body therapy, and had been referred 
to a clinical pharmacist. Those who 
had been given oxygen therapy or 
had been hospitalized for COVID-19 
before referral were excluded. 

Patients were split into a nonmon-
oclonal group, which included all eli-
gible patients who had not received 
treatment within the 10-day win-
dow, and the monoclonal group that 
included patients who had documen-
tation of administration within  
10 days of symptom onset. Pri-
mary outcomes included the ratio of 
patients who did not receive therapy 
and the reasons for not receiving it.

There were 231 potential candi-
dates for monoclonal antibody ther-
apy referred to clinical pharmacists, 
197 of whom met the inclusion crite-
ria. Just 33 patients were given treat-
ment. Among the 164 who qualified 
but did not receive monoclonal anti-
body treatment, 55 declined therapy 
because of mild illness or improving 

symptoms. Twenty-two patients did 
not receive the therapy because the 
patient’s primary care provider did 
not order monoclonal antibody treat-
ment. In this subset, 11 were not given 
treatment by the provider because of 
mild symptoms; the reason for denial 
was unknown for  
7 patients, and 1 patient died within 
30 days of complications of COVID-19.

The investigators concluded that 
despite authorization for treating 
mild to moderate illness in patients 
with a high risk of more severe out-
comes, many did not use monoclonal 
antibodies because of the mild nature 
of their illness.

“As COVID-19 treatments are rap-
idly changing, this study has identi-
fied a need for education targeting 
patients at high risk for severe illness,” 
the author concluded.

Comprehensive Medication  
Management Could Be Key to 
Reducing Cost, Improving 
Chronic Disease Markers
Clinical markers of chronic disease 
may be improved by ambulatory 
care pharmacists engaging in com-
prehensive medication manage-
ment. Anna Pham, PharmD, of Inter-
mountain Healthcare in Salt Lake 
City, Utah, presented a poster3 at the 
meeting examining the impact and 
value of such services.

Investigators matched study partic-
ipants 1:2 into an experimental cohort 

composed of patients taking medica-
tion for chronic diseases who worked 
with an ambulatory care pharmacist 
and a control cohort of patients who 
did not. Intervention patients were eli-
gible for inclusion if they had at least 
2 comprehensive medication manage-
ment appointments at least 3 months 
apart with an ambulatory care phar-
macist from January 2020 to Decem-
ber 2020; control patients were eligi-
ble if they had 2 primary care visits at 
least 3 months apart. 

The primary outcome was the uti-
lization of the emergency department 
and hospital from January 2020 to 
December 2020. Secondary outcomes 
included the cost savings analysis of 
emergency department and hospi-
tal use data as well as a comparison 
of patient disease markers before and 
after the interventions.

The cohort included 300 patients: 
100 in the intervention group and  
200 in the control group. A look at 
health system utilization found an 
average of 7.1 emergency department 
visits per 1000 patients in the inter-
vention cohort vs 11.4 in the control 
(P = .018). Furthermore, the control 
group had an average of 5.0 inpa-
tients per 1000 patients vs 3.1 in the 
intervention group (P < .01). 

Using estimated admission costs, 
the di¡erences in admission repre-
sent a reduction of $46,574 for the 
emergency department and $306,912 
for inpatient visits with the aid of 

“Patients filling specialty medication within an integrated health-system 
pharmacy model reported low rates of missed doses and [AEs and] patients 
who did not report missed doses or [AEs] were significantly more likely to 
have higher perceived effectiveness of treatment.”

Elizabeth D. Bryan, PharmD, and colleagues
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pharmacist intervention. No statisti-
cal di�erences were seen between the 
2 groups for blood pressure and lipid 
panels, but the intervention group did 
see an average reduction in hemoglo-
bin A1c from 8.97% before compre-
hensive medication management to 
7.95% (P < .01) after a year, whereas 
the control group saw an average 
increase from 8.85% to 9.37% (P < .43) 
in the same time span.

“[Comprehensive medication 
management] provided by ambula-
tory care pharmacists were shown to 
reduce [emergency department] and 
inpatient visits…which may lead to 
monetary savings to the health sys-
tem,” the author concluded.

Does Pharmacist Involvement 
Affect the Rate of Infliximab  
Biosimilar Switching?
Although the first infliximab biosim-
ilar product came to market in 2016, 
uptake of this medication has been 
slow, attributable to hesitancy among 
providers to utilize biosimilar agents 
in chronic disease management. 

Investigators shared results of their 
research into whether the inclusion of 
an inflammatory clinical pharmacist 
on patient care teams could promote 
uptake of infliximab biosimilars.4

Through a retrospective cohort 
study, researchers used electronic med-
ical record data to identify adults with 
chronic disease managed on inflixi-
mab originator or biosimilar prod-
uct, who received infusions at facili-
ties associated with a large academic 
medical center. Medications included 
in the study were originator infliximab 
(Remicade), infliximab-dyyb (Inflectra), 
infliximab-abda (Renflexis), and inflixi-
mab-axxq (Avsola). 

Researchers used prescriber’s 
National Provider Identifier (NPI) 
number to assign the prescriber to a 
group with—or without—pharmacist 
involvement. The primary outcome 
for the study was whether patients 
who were managed on originator 
infliximab were switched to a biosim-
ilar product during the study period, 
and whether providers working at a 
pharmacist-a�liated clinic were more 

likely to switch patients to these bio-
similar products. 

In total, 1069 patients (average age, 
46 years) were included in the study, 
51% of whom were managed by pro-
viders who practiced in  
pharmacist-involved clinics. 

Most patients never received an 
infliximab biosimilar during the 
study period: fifty-nine percent 
received only originator infliximab; 
of the remaining 41% of patients, 32% 
received only a biosimilar infliximab, 
and 9% were switched from the origi-
nator to a biosimilar product. 

Within the group of patients not 
managed by a pharmacist-involved 
provider, 35% received only an inflix-
imab biosimilar, while 26% received 
only a biosimilar and 9% switched 
to a biosimilar during the study. 
Among those managed by providers 
with pharmacist involvement, 47% 
received a biosimilar product, 37% 
received only biosimilars, and 10% 
were switched to a biosimilar during 
the study period. 

“Regardless of provider-pharma-
cist involvement, patients were most 
likely to stay on 1 formulation of 
infliximab, whether the originator 
or biosimilar product,” the research-
ers wrote. “Our findings suggest that 

pharmacist involvement and collab-
oration within specialty clinic spaces 
promotes infliximab biosimilar use.” 

“As more high-cost specialty drugs 
lose patent exclusivity, pharmacist 
integration into these clinic spaces 
will be an important cost-savings tool 
in growing provider comfort with and 
utilization of biosimilar agents,” they 
concluded. 
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NEW DRUG REVIEW

Gastrointestinal adverse events (AEs) were most 
common with tirzepatide and included nausea, 
diarrhea, decreased appetite, vomiting, consti-
pation, dyspepsia, and abdominal pain. These 
AEs were more common during dose escalation 
but tended to decrease with time. Concomitant 
use of sulfonylureas or insulin can increase the 
risk of hypoglycemia. 

Tirzepatide carries a boxed warning. In rats, 
tirzepatide causes thyroid C-cell tumors in a 
dose- and duration-dependent exposure. The 
risk of thyroid tumors in humans is currently not 
known, but tirzepatide it is contraindicated in pa-
tients with a family history of medullary thyroid 
carcinoma (MTC) or multiple endocrine neoplasia 

syndrome type 2. All patients should be in-
formed of the potential risk for MTC and of the 
presenting symptoms of such tumors in order to 
self-monitor.  

Pancreatitis and acute gallbladder disease 
are associated with use of GLP-1 receptor ag-
onists. Tirzepatide has not been studied in pa-
tients with a history of pancreatitis and the effect 
on lactation or infant exposure is unknown. 
Patients using oral contraceptives should switch 
to or add a nonoral contraceptive method for  
4 weeks after initiation and after each dose  
escalation because of the resultant delay in gas-
tric emptying. Tirzepatide is not indicated for use 
in patients with type 1 diabetes. 

Tirzepatide is a once-weekly subcutaneous injection to treat type 2 diabetes  
in conjunction with diet and exercise.   by Kathryn Wheeler PharmD, BCPS

For references,  
visit drugtopics.com

Novel, Dual-Targeted Treatment for T2D Is 
FDA Approved

Tirzepatide efficacy was demonstrated in a series 
of trials (SURPASS-1 through SURPASS-5) aimed 
at improving glycemic control in participants with 
T2D in addition to diet and exercise. SURPASS-1 
(NCT03954834) compared tirzepatide monother-
apy to placebo, while SURPASS-2 through SUR-
PASS-5 allowed participants to use additional 
background therapy. 

SURPASS-2 (NCT03987919) compared tirze-
patide with semaglutide in addition to metformin. 
Participants were allowed to use metformin or 
metformin plus a sodium/glucose cotransporter 
2 inhibitor (SGLT2I); SURPASS-3 (NCT03882970) 

compared tirzepatide with long-acting insulin  
degludec; SURPASS-4 (NCT03730662) compared 
tirzepatide to long-acting insulin glargine in par-
ticipants concomitantly taking a background 
therapy regimen of up to 3 of the following medi-
cations: metformin, an SGLT2I, and/or a sulfony-
lurea; and SURPASS-5 (NCT04039503) evaluated 
patients who administered insulin glargine with or 
without metformin who were randomly assigned 
to tirzepatide or placebo.  

The trials included a total of 5870 participants 
and studied tirzepatide 5-mg, 10-mg, and 15-mg 
doses for a duration of either 40 or 52 weeks. 

O
n May 13, 2022, the 
FDA approved tirze-
patide (Mounjaro) for 
the treatment of type 

2 diabetes (T2D) in conjunc-
tion with diet and exercise.1

Tirzepatide has a dual mech-
anism of action as an agonist 
to glucose-dependent insuli-
notropic polypeptide (GIP) re-
ceptors and to glucagon-like 
peptide-1 (GLP-1) receptors. 
As such, tirzepatide acts to 
modulate insulin and gluca-
gon release, which can im-
prove blood glucose control.2

EFFICACY

SAFETY

DRUG ADMINISTRATION

DrugTopics® July 202232 DrugTopics.com

The approved starting dosage of tirzepatide is 
2.5 mg once weekly as a subcutaneous injection 
to the abdomen, thigh, or upper arm. Injection 
sites should be rotated weekly. As needed for 
glycemic control, the dosage may be increased 
by 2.5 mg every 4 weeks, with a maximum 

dose of 15 mg injected subcutaneously weekly. 
Tirzepatide may be administered without regard 
to meals. Tirzepatide is supplied as a package of 
4 prefilled, single-dose pens. The medication can 
be stored in the refrigerator but is stable at room 
temperature for up to 21 days. 

Kathryn Wheeler, PharmD, BCPS, 
is the associate dean of academic 
affairs and an associate clinical 
professor of pharmacy practice in the 
Department of Pharmacy Practice at 
the University of Connecticut School 
of Pharmacy
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