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Heart Health 
Takes Center Stage

H
appy and healthy heart month!

It’s February, that time of the year when we take particular 
note of our heart, both emotionally (after all, it is Cupid’s month!) 
and medically. February is also American Heart Month, when all 
adults in the United States are encouraged to focus on cardio-

vascular health.
Heart disease remains a particular challenge to diagnose in women, 

as signs and symptoms are often di! erent from and/or more subtle than 
those in men.1 Although both sexes share risk factors associated with this 
disease—such as obesity, smoking, diabetes, high blood pressure, and a 
family history of heart disease—some women do not exhibit the classic 
angina or chest pain symptoms found in men. Women can also exhibit 
unique symptoms of heart disease, such as indigestion, di"  culty breath-
ing, back pain, and persistent nausea, and even without chest pain or chest 
discomfort. Other symptoms can include high testosterone levels prior to 
menopause, increasing hypertension during menopause, autoimmune dis-
eases such as rheumatoid arthritis, and additional stress and depression.

Pharmacists are in a unique position to provide counsel to their 
patients on preventive measures for heart disease. When patients pick 
up prescriptions, consider taking the time to ask a few questions: Is the 
patient a current smoker? Do they exercise and eat a balanced diet? Is there 
a family history of heart disease? Providing resources to support smoking 
cessation and make healthy dietary changes and encouraging preventive 
screening with a cardiologist or primary care provider can go a long way 
toward ensuring that patients are taking care of their cardiovascular health. 

For all that you do, day in and day out, we wish you a happy and healthy 
heart month!

Thank you for reading.

Mike Hennessy Jr
President and CEO
of MJH Life Sciences®

REFERENCE
1. Barouch L. Heart disease: Diff erences in men and women. Johns Hopkins Medicine. Accessed January 9, 

2023. https://www.hopkinsmedicine.org/health/conditions-and-diseases/heart-disease-diff erences-in-
men-and-women 
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Featured Broadcasts
TOP TWEETS

#Pharmacists can share these tips with 
staff  and patients to help stop the spread of 
the fl u via @Drug_Topics
http://bit.ly/3WbtB9S 

Good Neighbor Pharmacy
@WeAreGNP

Ann Anaya and Dean Kathleen Kennedy joined
@Drug_Topics to address diversity in 
pharmacy and why culturally competent care is 
so important for healthier futures.
http://bit.ly/3CQKmQY 

AmerisourceBergen
@Healthcare_ABC

Our Best Pharmacist of 2022, Nho Nguyen, 
PharmD, sat down with @Drug_Topics
to discuss his career in pharmacy and what it 
meant to him to win the top pharmacist of the 
year. #pharmacyawards 
https://bit.ly/3H8XB1S 

SingleCare
@SingleCare

34 million Americans are living with diabe-
tes. @Drug_Topics recently interviewed 
@ArriveHealth’s clinical pharmacist [who] 
shared cost-saving tips that can empower 
patients in fi nding #aff ordable medication 
options.
http://bit.ly/3XD77Qg 

Arrive Health
@ArriveHealth

Notable Quotables

”
“Allowing for brick-and-mortar pharmacies to join 
mail-order pharmacies in dispensing mifepristone 
for reproductive health indications will further 
improve access for patients. ACOG has long 
advocated that mifepristone be made available in 
retail pharmacies, just like other prescription 
drugs, to allow more patients access to abortion 
care without clinically unnecessary hurdles.”

“
READ MORE: 

https://bit.ly/3IzLifW

Behind the Science: Behind 
Value-Based Care Programs
Experts discuss ! ndings of a recently 
authored white paper from The US Oncolo-
gy Network on the bene! ts and challenges 
of engaging with multiple payers and vari-
ous value-based care programs on a quality 
value-based care strategy that ensures 
quality patient care while minimizing 
practice burden. 

WATCH: http://bit.ly/3ZZPc8b

WATCH: http://bit.ly/3QWB4Zr

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

Wellbeing Checkup: Hope for 
Chronic Pain
It is estimated that up to 20% of adults are 
dealing with chronic pain and 8% have 
high-impact chronic pain. Many people 
with chronic pain have turned to opioids to 
treat their pain, but in addition to concerns 
around addiction, there are toxicities that 
can a" ect organs resulting from long-term 
usage. Hernan Bazan, MD, discusses the 
issues associated with daily chronic pain 
and daily opioid use and o" ers insights on 
traditional pain relievers and the next gen-
eration of pain management therapies. 

Wellbeing Checkup: Co! ee Bean 
Sparking Creativity
In this episode, Lawrence Steinman, MD, 
joins the show to share his inspiration for 
getting up in the morning and the secret 
to keeping a spark of creativity throughout 
the workday. 

–The American College of 
Obstetricians and Gynecologists 
(ACOG), in a statement on the FDA 
allowing retail pharmacies to 
dispense mifepristone. 

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

Sign up for Drug Topics® e-newsletters

@drug-topics@Drug_Topics facebook.com/DrugTopics@DrugTopics



To sufficiently address HIV, 
stakeholders across the 
health care spectrum must 
come together.
By Lauren Biscaldi

PRIORITIZING 
CULTURALLY 
COMPETENT CARE, 
ADVOCACY, AND 
ACCESS IN HIV 

Drug Topics® February 202310



Drug Topics®February 2023 11

COVER STORY

hen asked about the current “hot” topics in HIV, 
Marwan Haddad, MD, MPH, medical director of 
the Center for Key Populations at Community 
Health Center Inc in Middletown, Connecticut, 
turned not only toward what was new in HIV 
medicine, “but also [to] what fi res we as a med-
ical community [need] to put out.”

During a symposium on HIV clinical sci-
ence1 presented at IDWeek 2022, held October 
19 to 23, 2022, in Washington, DC, Haddad 
focused on 2 of the 4 pillars of the federal End-

ing the HIV Epidemic Initiative: treatment to reach sustained 
viral suppression, and prevention, including preexposure proph-
ylaxis (PrEP) and syringe services programs.

“To truly end HIV as an epidemic…we must examine the 
context in which we as medical and public health communities 
are trying to implement these initiatives,” Haddad explained. 
In a study published in 2022—on which Haddad was one of the 
authors—investigators outlined 10 principles for expanding 
and improving health care access and delivery to allow health 
care providers to “truly be able to end the HIV epidemic.”

These principles include ensuring access to health care for 
all—including care for those with mental health and substance 
use disorders—addressing social determinants of health, deliv-
ering health care to patients where they are, and funding inno-
vative care models, repealing HIV criminalization laws, and 
growing a diverse, culturally competent HIV workforce, among 
several others.

Health Inequity in HIV
According to the Joint United Nations Programme on HIV and 
AIDS (UNAIDS), a total of 38.4 million individuals across the 
globe were living with HIV in 2021.2 Newly diagnosed infections 
accounted for 1.5 million of those cases and, a recent UNAIDS 

W

“To truly end HIV as an 
epidemic…we must examine 
the context in which we as 
medical and public health 
communities are trying to 
implement these initiatives.” 
—MARWAN HADDAD, MD, MPH
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report cautioned, if current trends 
continue, 1.2 million individuals will 
be newly infected with HIV in 2025, a 
number that is “3 times more than the 
2025 target of 370,000 new infections.”3

In the United States, data from  
HIV.gov4 demonstrate that HIV dis-
proportionately a!ects certain pop-
ulations, namely, racial and/or eth-
nic minorities and gay, bisexual, and 
other men who have sex with men. 
According to Haddad, Black and His-
panic individuals accounted for 42% 
and 27%, respectively, of new HIV diag-
noses in 2020; these same individu-
als account for only 14% and 17% of 
PrEP users, respectively. “We must not 
lose sight of the health inequities that 
have existed in the HIV epidemic, high-
lighted further by the COVID-19 pan-
demic and the monkeypox [mpox] out-
break,” Haddad said. “These inequities 
apply to every aspect of HIV treatment 
and prevention.”

And, he added, “we must continue 
to look at treatment, prevention, and 
implementation through an equity 
lens...to begin to close these gaps  
in disparities.”

When evaluated by region, these 
data come together to paint an addi-
tional picture: The US South—a region 
with well-documented health dispar-
ities such as high rates of chronic dis-
ease, high maternal mortality, poor 
health outcomes, and other factors 
related to social determinants of 
health5,6—accounted for 51% or 15,661 
HIV diagnoses made in 2020.7 The real 
number, though, is potentially higher; 
the CDC noted that data from 2020 
should be “interpreted with caution” 
because of the impact that the COVID-
19 pandemic had on access to HIV test-
ing and other care-related services.7

HIV in Other Contexts
For health care providers, evaluat-
ing the HIV crisis through the lens of 
multiple syndemics—the interaction 
between multiple health threats, fre-
quently exacerbated by societal cir-
cumstances—means looking at HIV in 
the context of other pressing health 
care issues like sexually transmitted 

infections, the opioid epidemic and 
injection drug use crisis, viral hepati-
tis, COVID-19, and mpox. Failing to do 
so, Haddad said, will only lead to inad-
equate responses.

For example, many initial studies 
showed no increased risk of severe 
COVID-19 outcomes in people liv-
ing with HIV. However, the results 
of a study published in Septem-
ber 2021 indicated that there is an 
increased risk for severe disease pro-
gression—even in patients with con-
trolled HIV. Whether this is due to the 
presence of increased comorbidities 
in this patient population or due to 
social determinants of health, these 

new data have potential long-term 
impacts. Currently the CDC recom-
mends a 3-dose primary COVID-19 
vaccine series for people living with 
HIV who are not on antiretroviral 
therapy or who have advanced HIV; 
but, Haddad said, these findings raise 
the question of whether all people 
with HIV should get this 3-dose series. 
“The CDC recommendation for now 
is, not at this time.”

There is also no significant research 
on how long COVID-19 will impact this 
patient population.

Mpox has also disproportionally 
impacted those living with HIV. A Mor-
bidity and Mortality Weekly Report report 
from September 2022 indicated that 
38% of nearly 2000 patients across 8 US 
jurisdictions were people living with 
HIV; 63% were Black and 41% were 
Hispanic, indicative of yet another 
health care disparity.1 Vaccination 
against mpox, Haddad added, is also 
critical for this population: A study 
out of Chicago showed that among 
90 breakthrough infections, only 2 
occurred 2 weeks after the second vac-
cine, “underscoring the importance 
that all our patients at risk for [mppx] 
exposure get both their  
vaccine shots.”1

“The LGBT community response to 
the [mpox] outbreak needs to be high-
lighted and commended and under-
scores that we must always include the 
voices of those a!ected at the tables 
and in the rooms where decisions are 
being made, period,” Haddad added.

Substance Use Disorder in   
the Spotlight

Substance use disorder, the opioid epi-
demic, and the injection drug use cri-
sis also impact HIV care. “We will con-
tinue to see clusters and outbreaks 
of HIV injection secondary to injec-
tion drug use if we are not increasing 
access to substance use care, including 
mental health services and medication 
for opioid use disorders, like meth-
adone, buprenorphine, and naltrex-
one,” Haddad said, adding that there 
will be increases in other infectious 
diseases, such as viral hepatitis and 

 “We will 
continue to see 
clusters and 
outbreaks of 
HIV injection 
secondary to 
injection drug 
use if we are 
not increasing 

access to 
substance use 
care, including 
mental health 
services and 
medication 

for opioid use 
disorders, like 

methadone, 
buprenorphine, 
and naltrexone.” 

—MARWAN HADDAD, MD, MPH
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endocarditis secondary to injection 
drug use, if health care inequities per-
sist. “We must provide innovative ways 
to provide, expand, and deliver these 
services, especially in rural areas,” 
he said. “We need everyone involved, 
working collaboratively, and embracing 
harm reduction as a model.”

Everyone, in this case, includes 
everyone: Primary care providers, 
infectious disease clinicians, and 
pharmacists must work together to 
maximize their impact in treating 
this crisis, according to Haddad. Since 
the 2015 HIV cluster in Scott County, 
Indiana, similar outbreaks have been 
identified in Massachusetts, Washing-
ton state, Kentucky, and Ohio. In West 
Virginia, these clusters can be traced 
to the closure of syringe services pro-
grams in 2018; HIV cases have been 
identified in 29 of 55 counties across 
the state, with injection drug use as 
the “predominant mode of transmis-
sion,” according to Haddad.

Engaging With Advocacy
Regardless of personal beliefs, Haddad 
implored meeting attendees to use 
their voices to oppose the laws, regula-
tions, and policies being passed across 
the country that interfere with med-
ical decision-making that should lie 
with patients, their families, and their 
health care providers. “Wherever you 
stand personally on these issues, we 
must not stand quiet,” he said. “We 
know that those who will be most 
harmed by this interference are those 
individuals and communities already 
experiencing health disparities.”

These policy decisions can be 
linked directly with poor health out-
comes. States with the highest rates of 
HIV infections and lowest rates of PrEP 
uptake correlate directly with states 
that have fewer pro-LGBTQ+ policies, 
more anti-transgender policies and 
regulations against youth participation 
in sports, more restrictions on LGBTQ+ 
curriculum in schools, and more HIV 
criminalization laws.

“Our patients in every state are 
a!ected psychologically and emo-
tionally by these culture wars,” said 

Haddad, “which will lead to increased 
stigma and discrimination in all states, 
which will result in more HIV infec-
tions, worsening mental health, higher 
rates of suicidal ideation, and worse 
health outcomes.”

New Therapies on the Horizon
Long-acting injectable medications 
represent a new era in HIV treat-
ment that Haddad is optimistic about. 
Cabotegravir/rilpivirine (CAB/RPV), 
for example, is a complete injectable 
regimen approved in February 2022 
that is administered to patients every 
2 months. Additional research demon-
strated that CAB/RPV can be admin-
istered without oral lead-in and one 
study evaluated whether a CAP/RPV 
regimen could be initiated in patients 
not currently virologically sup-
pressed—important, Haddad noted, 
“for patients who cannot tolerate  
oral medications at all or who are 
experiencing housing instability or 
homelessness.”

Although this medication is prom-
ising, Haddad raised some system-level 
challenges associated with its use. 
Within his practice, Haddad and his 
colleagues needed to rethink their 
team-based approach and workflows 
for prescribing, procuring coverage, 
receiving and storing medications, 
training, and administering injections. 
“This is where some innovative meth-
ods can be adopted to increase access 
and address some of these issues,” he 
explained. “Can we look at commu-
nity pharmacists administering the 
injections since pharmacies are usu-
ally more accessible to patients than 
many of our clinics, particularly in 
rural areas?”

In December 2022, the FDA 
approved lenacapavir (Sunlenca) for 
the treatment of HIV in heavily treat-
ment-experienced, multidrug-resistant 
adults with HIV. This first-in-class treat-
ment is administered twice yearly; its 
approval was described as an “impor-
tant milestone” on the path to ending 
the HIV epidemic.8

Researchers are also investigating 
the ways in which broadly neutralizing 

antibodies (bNAbs) might change HIV 
therapy. In late October 2022, ViiV 
Healthcare announced positive find-
ings from a phase 2 proof-of-concept 
study of N6LS (VH3810109), a novel 
and investigational bNAb, in adults 
with HIV.9 Results, presented at the 
30th HIV Glasgow Conference in Glas-
gow, Scotland, showed that a single 
infusion of N6LS “demonstrated strong 
antiviral e"cacy” across 2 dosing  
levels (40 mg/kg and ~4 mg/kg  
[280 mg]) while being well tolerated  
by study participants.9 

HIV vaccines are also a research  
priority, but study results thus far have 
been disappointing. On January 18, 
2023, Johnson & Johnson announced it 
would conclude the phase 3  
MOSAICO clinical trial (NCT03964415) 
of its investigational vaccine regimen 
containing a mosaic-based adenovi-
rus serotype 26 vector (Ad26.Mos4.HIV) 
after an independent data safety mon-
itoring board determined that the vac-
cine was safe but did not provide e!ec-
tive protection against HIV infection.10,11

The Future of HIV Care
Beyond the treatment pipeline, what 
does the future of HIV care hold? Pro-
viders across the health care spectrum 
must keep their focus on COVID-19 
and long COVID, including treatment 
and prevention in those with HIV, as 
well as mpox vaccinations and treat-
ments. Scaling up treatments for opi-
oid and substance use disorders should 
also be high priority, particularly in 
light of the consequences of injection 
drug use.

“We need to advocate loudly and 
strongly as health care profession-
als that we must be able to practice 
and treat our patients without inter-
ference from the government and the 
courts,” Haddad said. “We must fight 
stigma and discrimination and focus 
on health equity. We must insist that 
we give a seat at the table—in rooms 
where decisions are being made—
to people whose lives are a!ected by 
these decisions.” 

For references, visit drugtopics.com.
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DIABETES

New Study Demonstrates Empagliflozin 
Effectiveness in Pediatric T2D
Results of a phase 3 clinical trial represent another avenue of treatment for 
children and adolescents living with type 2 diabetes. 
By Christine Bl!nk

R
esults of the DINAMO clin-
ical trial (NCT03429543) 
have demonstrated the 
e!ectiveness of empagli-
flozin (Jardiance) in chil-
dren and adolescents with 

type 2 diabetes (T2D), according to a 
news release from manufacturer Eli 
Lilly. Specifically, these data showed a 
statistically significant reduction in 
levels of hemoglobin A1c (HbA1c).

Results of this double-blind, rand-
omized, placebo-controlled, parallel 
group phase 3 clinical trial mean that 
empagliflozin the first sodium-glu-
cose cotransporter-2 (SGLT2) inhib-
itor to show statistically significant 
reduction in blood glucose levels in 
pediatric T2D, according to the news 
release.1 Results from the DINAMO 
clinical trial were presented at 
the International Diabetes Federa-
tion World Diabetes Congress 2022, 
held in Lisbon, Portugal, December 5 
to 8, 2022.

When added to other baseline 
treatments, such as diet, exercise, met-
formin, and/or insulin, empagliflozin 
therapy was associated with a reduc-
tion in HbA1c of 0.84% in children and 
adolescents between ages 10 and 17 
years with T2D compared with pla-
cebo at week 26. 

“Across the life span, we know that 
people living with type 2 diabetes 
have a high risk for many diabetes 
complications, so it’s important to 
recognize and treat diabetes early in 

its course,” said Lori La!el, MD, princi-
pal investigator of the DINAMO study 
and chief of the Pediatric, Adolescent, 
and Young Adult Section at the Jos-
lin Diabetes Center and professor of 
pediatrics at Harvard Medical School 
in Boston, Massachusetts. 

These study findings are “particu-
larly important given the need for 
more therapeutic options, especially 
oral agents, to manage type 2 diabetes 
in young people as, to date, met-
formin is the only globally availa-
ble oral treatment for youth,” La!el 
added.

Participants were randomly 
assigned to receive treatment with 10 
mg or 25 mg empagliflozin, 5 mg lin-
agliptin (Tradjenta), or placebo once 
daily (n = 52, 53, and 53, respectively). 
All participants were treated with 
diet and exercise plus metformin 
and/or insulin where appropriate.

A secondary end point from the 
trial showed that at week 26, empagli-
flozin therapy reduced fasting plasma 
glucose (–35.2 mg/dL; P = .0035). How-
ever, the reduction in HbA1c levels in 
participants treated with linagliptin 
was not statistically significant com-
pared with placebo, the researchers 
found (–34%; P = .2935). 

Overall safety data were generally 
consistent with previous findings 
in adults with T2D, “confirming the 
well-established safety profile of both 
[empagliflozin] and [linagliptin],” the 
news release noted.1

“With more than 41,000 new cases 
worldwide annually, type 2 diabetes 
in today’s young people is a global 
public health issue, especially in light 
of the rise of risk factors such as obe-
sity,” said Lykke Hinsch Gylvin, MD, 
chief medical o"cer at Boehringer 
Ingelheim. “The clinically meaningful 
benefit and consistent safety profile 
demonstrated with Jardiance in the 
DINAMO trial is an encouraging out-
come for the vulnerable population 
of children and adolescents.”

Findings of the DINAMO study 
have been submitted for publication 
in a peer-reviewed journal.

REFERENCE
1. Phase III trial demonstrated Jardiance is 
the first SGLT2 inhibitor to show statistically 
significant reduction in blood sugar levels in 
children and adolescents with type 2 diabetes. 
News release. Eli Lilly and Company. December 
7, 2022. Accessed January 10, 2023.  https://
investor.lilly.com/news-releases/news-
release-details/phase-iii-trial-demonstrated-
jardiancer-first-sglt2-inhibitor 

 “Across the life span, 
we know that people 

living with type 2 
diabetes have a high 

risk for many diabetes 
complications, so it’s 

important to recognize 
and treat diabetes early 

in its course.” 
—Lori Laffel, MD
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DIABETES

High Demand Keeps Some Diabetes 
Medications in Short Supply
Pharmaceutical companies are experiencing supply chain disruptions and 
shortages because of the popularity of diabetes drugs used for weight loss.  
By Christine Bl!nk

H
igh demand for popular dia-
betes drugs that are being 
prescribed for weight loss, 
reportedly fueled by social 
media trends, continues to 
put pressure on supply.

Influencers and celebrities on 
social media platform TikTok are 
showing before-and-after weight loss 
pictures, giving credit to the diabetes 
medications semaglutide (Ozempic) 
and tirzepatide (Mounjaro), accord-
ing to The Hill.1 Twitter CEO Elon 
Musk was among those who credited 
Ozempic2 for helping him lose 30 lbs; 
an advertisement for the drug cites 
weight loss as an e!ect of the medica-
tion, saying the average person loses 
12 lbs, The Hill reported.1

As a result, tirzepatide, approved 
earlier this year to treat type 2 dia-
betes, is the latest of several diabetes 
medications to be included in the 
FDA’s Drug Shortages database.3 Sema-
glutide and dulaglutide (Trulicity) are 
also in short supply, while Novo Nord-
isk’s semaglutide (Wegovy), approved 
for chronic weight management in 
June 2021,4 is also beset by issues of 
supply and demand.

“While we recognize that some 
health care providers may be prescrib-
ing [semaglutide] for patients whose 
goal is to lose weight, Novo Nordisk 
does not promote, suggest, or encour-
age o!-label use of our medicines and 
is committed to fully complying with 
all applicable US laws and regulations 

in the promotion of our products,” 
Allison Schneider, director of media 
relations for Novo Nordisk, said in an 
interview with Drug Topics®. “We trust 
that health care providers are evalu-
ating a patient’s individual needs and 
determining which medicine is right 
for that particular patient.”

Semaglutide has been approved by 
the FDA to treat type 2 diabetes since 
2017, but it is not approved for chronic 
weight management, Schneider noted.

Although Wegovy and Ozem-
pic both contain semaglutide, they are 
di!erent products with di!erent indi-
cations, dosages, titration schedules, 
and delivery devices, Schneider said. 
“The products are not interchangea-
ble,” she added.

Although the 1-mg and 2-mg doses 
of Ozempic are now available, Novo 
Nordisk is experiencing “intermittent 
supply disruptions” of the Ozem-
pic pen that delivers 0.25-mg and 
0.5-mg doses “due to the combination 
of incredible demand coupled with 
overall global supply constraints,” 
Schneider said. “While product contin-

ues to be manufactured and shipped, 
patients in some areas of the coun-
try will experience delays with these 
doses.”

 The strong global demand for dula-
glutide and demand within the United 
States for tirzepatide, amplified by 
global competitor incretin shortages, 
is “resulting in potential short-term 
delayed fulfillments of wholesaler 
orders of some doses of [tirzepatide] 
and [dulaglutide],” a Lilly spokesper-
son told Drug Topics®.

“Within the United States, we will 
continue to ship and distribute prod-
uct; however, depending on continued 
demand and competitor supply short-
ages, pharmacies and wholesalers may 
experience intermittent delays and 
outages of [dulaglutide] 3.0/4.5 mg 
and [tirzepatide] 5.0 mg,” the spokes-
person added.

 All dose strengths of Wegovy are 
now available to retail pharmacies 
nationwide, Schneider said. “However, 
pharmacies may experience normal 
delays given the time required to order 
the product from their local distri-
bution center,” as well as, she added, 
“geographical variabilities.”

“While production is ongoing, the 
overall demand for this medicine is 
still uncertain and will continue to 
be assessed. Keeping supply stable is 
a priority,” Schneider said. “We will 
closely monitor prescribing trends and 
phase promotional e!orts as we assess 
demand. We take our responsibility to 
meet the needs of people living with 
obesity very seriously and have taken 
significant measures to minimize dis-
ruption moving forward.”  
For references, visit drugtopics.com.

“We trust that health 
care providers are 
evaluating a patient’s 
individual needs and 
determining which 
medicine is right for that 
particular patient.” 
—Allison Schneider
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PAIN

P
soriasis is a chronic and 
inflammatory multifactorial 
disease, but for some reason, 
people seem to su!er more in 
the wintertime, when flare-
ups are much more common.

Jennifer Bourgeois, PharmD, a phar-
macist at Market Street Pharmacy in 
McKinney, Texas, noted that although 
there is no definitive answer to why 
psoriasis flares up more in the winter, 
research suggests it’s due to drier skin 
caused by inside heat and spending less 
time outside in the sunshine. Dry air 
can cause the skin, especially the upper 
layers, to lose moisture, resulting in 
dry, flaky skin. Studies have found that 
fewer hours of sunlight in the winter 
seasons may trigger psoriasis flare-ups 
as well.

“Psoriasis is an inflammatory con-
dition of the skin; the inflammatory 
cascade can be triggered by many dif-
ferent factors including stress, diet, and 
infections,” Bourgeois explained. “We  
know that winter is often accompa-
nied by higher stress of the holidays, 
increase in sugar intake, and peak sea-
son of flu. All of these may contribute 
to the psoriasis flares.”

Suzanne Friedler, MD, FAAD, a der-
matologist at Advanced Dermatology 
PC in New York, explained that one 
thing that helps psoriasis is UV light 
because sunlight decreases certain 
inflammatory mediators, so it’s able to 
regulate the inflammatory cascade you 
see in psoriasis. “Obviously in winter, 
there’s less UV exposure, so it causes 
psoriasis to be a little bit worse,” she 
said. “Also, people tend to take longer 
or hotter showers, which dries out the 
skin; there’s less humidly in the air in 
winter months, which—for those with 

dry, itchy skin—can also [lead] to win-
ter flare-ups.”

Emily Fritchey, a holistic skin 
therapist at Sunshine Botanicals in 
Newnan, Georgia, notes that as the 
skin gets drier, it is more likely to crack, 
bleed, and get infected. “Low levels of 
exposure to sunlight’s UV rays likely 
cause psoriasis to worsen during fall 
and winter without proper care and 
precautions,” she said. “Lack of under-
standing when it comes to the proper 
skin care necessary is the biggest issue 
patients face.”

Psoriasis triggers vary from person 
to person, and stress is one of the most 
common triggers. Relaxation tech-
niques, stress management, and an 
anti-inflammatory can help tremen-
dously to minimize the impact of stress 
on the condition, Fritchey shared.

Friedler said moisturizing frequently 
to cut through the thick layer of scale 
and taking the correct medication 
helps, so communicating with your der-
matologist is vital in proper care. “There 
are better and better biologic therapies 
and lots in development,” she said. “It’s 
a hopeful time.”

Patients with psoriasis can keep a 
journal to track flares, Bourgeois said. 
This information can then be used to 
help pinpoint the factors contributing 
to the flare, such as: Is this occurring 
only in the winter months? Is the flare 
triggered by a recent illness or a change 
in diet? “Awareness of the triggers 
can significantly help the patient and 
provider develop a lifestyle strategy spe-
cific for the patient,” Friedler said. “This 
is often used in adjunct to a pharma-
ceutical medication.”

She also recommended that patients 
use a thicker moisturizer especially 
after they get their skin wet, and cover-
ing the skin and not directly exposing 
it to the cold, dry air. “This heated air in 
our homes and workplaces is typically 

drier and can steal from moisture levels 
in your skin,” she said. “Add a humidi-
fier to support your skin health. Also, 
increase your water intake during the 
winter months.”

Considering lifestyle factors and 
natural ingredients that have science 
behind them is important to comple-
ment typical pharmaceutical treat-
ments for winter flare-ups. That’s why 
it’s important that dermatologists 
understand the environment their 
patients are in, especially for those liv-
ing in cold climates.

Fred Pescatore, MD, said lifestyle 
adjustments that can help flare-ups 
and discussed the science behind some 
of the most beneficial natural ingredi-
ents for psoriasis, such as Pycnogenol 
French maritime pine bark extract. 
“Studies have found the natural antiox-
idant to significantly improve the pain-
ful and visible symptoms of psoriasis, 
including redness, flaking, thickness, 
and total surface area of a!ected skin 
patches,” he said.

Most important, health care provid-
ers should provide patients with the 
information they need on what to do 
and not do daily during treatment. 

“A simple handout that takes the 
guesswork out of the self-care they 
need to do at home will take the 
[stress] out of what to do and not do at 
home and improve treatment out-
comes,” Friedler said.

 “Awareness of [psoriasis] 
triggers can significantly 
help the patient and provider 
develop a lifestyle strategy 
specific for the patient. This 
is often used in adjunct to a 
pharmaceutical medication.” 
—Jennifer Bourgeois, PharmD

Managing Wintertime Psoriasis Flares
Long, hot showers and cold, dry air can contribute to psoriasis flare-ups 
during the winter months. By Keith Lori!
This article originally appeared in Dermatology Times®, a Drug Topics® sister publication.
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RESPIRATORY 

T
here’s a di!erent respira-
tory virus making headlines 
this season. Respiratory 
syncytial virus (RSV) is a 
common respiratory virus 
that typically causes mild, 

coldlike symptoms. Although most peo-
ple recover within 2 weeks, infants and 
older adults are susceptible to the worst 
of the infection.

Over the past few years, COVID-19–
inspired preventive measures had the 
added benefit of reducing the incidence 
of other viruses like influenza and RSV. 
Now that practices such as masking and 
social distancing are falling out of favor, 
there has been an increase in other 
seasonal respiratory viruses.

RSV spiked early and violently this 
season, with infants under aged 6 
months and adults older than 65 years 
experiencing severe and fatal infection. 
“We’ve actually had summer outbreaks 
of RSV in the past couple of years, 
which is very, very unusual” said Tina Q. 
Tan, MD, FAAP, FIDSA, FPIDS, a professor 
of pediatrics at Northwestern Universi-
ty’s Feinberg School of Medicine, medi-
cal director of the International Patient 
Services Program, co-director of the 
Pediatric Travel Medicine Clinic, and 
director of the International Adoptee 
Clinic at Ann & Robert H. Lurie Chil-
dren’s Hospital of Chicago in Illinois.

The high rate of severe RSV infec-
tions is unprecedented, even in years 
before the public actively worked 
to lower disease transmission. The 
CDC reported1 RSV hospitalizations 
for children up to aged 4 years peaked 
at 237.2 per 100,000 people, whereas 
hospitalizations in adults older than 65 
years peaked at 17.6 per 100,000 people.

Overall hospitalizations this season 
peaked at 19.5 per 100,000 people. 
For reference, the previous high was a 
peak of 8.8 overall hospitalizations per 
100,000 people, recorded during the 
2019-2020 RSV season.

“It’s just been massively out of con-
trol this year.…People are acutely feel-
ing it now due to the intensity of the 
peak,” said Iona M. Munjal, MD, director 
of clinical research and development 
at Pfizer.

Munjal explained that most children 
are exposed to RSV by age 5 years and 
easily clear the virus. Now, as schools 
and day cares begin to open post pan-
demic, large numbers of young children 
are experiencing severe RSV after being 
exposed to the virus for the first time.

RSV was first formally identified 
in the 1950s. Since then, Munjal said, 
there have not been e!ective solu-
tions. “There is a single monoclonal 
[antibody] that you give to infants that 
is very, very costly, and it requires a 
monthly injection, so it’s only given to 
high-risk infants.”

There is another extended-duration 

monoclonal antibody completing phase 
3 trials, which Tan called a “very prom-
ising development.” This monoclonal 
antibody would be for healthy preterm 
and term infants greater than 29 weeks’ 
gestation. If authorized, infants would 
receive a single dose of this monoclonal 
antibody prior to RSV season, and the 
dose would last the entire RSV season.

A high incidence rate of RSV does 
not mean other respiratory viruses 
have disappeared—quite the oppo-
site, as fears of a confluence of RSV, 
influenza, and COVID-19, which some 
are calling a “tridemic,” are very real. 
“In addition to those 3 viruses,” said 
Tan, “there are other respiratory tract 
viruses that are also circulating that 
play into this mix.”

Unlike COVID-19 and flu, there is 
no approved vaccination to combat 
RSV. However, this may be about to 
change. The COVID-19 pandemic clearly 
demonstrated the rapidity with which 
an e!ective vaccine can be developed 
when there is a drastic unmet need. 
RSV has been circulating for decades 
longer than COVID-19, so why has it 
taken so long to get this close to the 
first authorized RSV vaccine?

According to Munjal, RSV is particu-
larly elusive. “What’s really interesting 
about RSV is that it comes in, it changes 
its shape, and then it attaches to the 
human host cell,” she explained. “This 
shape change was something we didn’t 
know at first.”

On the Precipice of the 
World’s First RSV Vaccine: 
What’s Taking So Long?
RSV cases spiked to unprecedented levels this season. Why were these 
infections so frequent and severe, and why has vaccine development 
taken so long?  By Nin! Cosdon
This article originally appeared on ContagionLive.com, a Drug Topics® sister publication. 
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Tan reiterated the challenging 
structure of the RSV organism. She said 
there are a few RSV vaccines that have 
successfully completed phase 3 clinical 
trials and will soon be submitted to the 
FDA for licensure.

Pfizer’s bivalent RSV prefusion vac-
cine candidate, RSVpreF or PF-06928316, 
accounts for the virus’ shape change. 
“We target the prefusion form of the 
virus,” said Munjal. The vaccine candi-
date is administered to pregnant peo-
ple to help protect their infants from 
RSV after birth.

In December, Pfizer submitted, and 
the FDA accepted for priority review, a 
biologics license application (BLA) for 
RSVpreF for the prevention of RSC dis-
ease in older adults. 

That we are finally on the preci-
pice of the first approved RSV vac-
cine makes it easier to talk about this 
season’s high incidence, Munjal added. 
“I think that when you have solutions, 
people are more able to talk to the 
problem,” Munjal said, “because other-
wise, it’s frustrating.”

Tan specifically noted that the Pfizer 
maternal vaccine is the most promis-
ing. “The pregnant [person] gets a dose 
of this vaccine,” she explained, adding 
that “data from the phase 3 trials show 
that [the vaccine] is 82% e!ective in 
preventing RSV lower tract disease in 
infants during the first 3 months of life. 
So it is very, very promising.”

There are other RSV vaccines on 
the horizon, albeit not as far along as 
the Pfizer maternal vaccine. “There are 
some RSV vaccines that are still in very 
early clinical trials,” said Tan. “These 
are intranasal RSV vaccines that will be 
used in children somewhere between  
6 months and 24 months of age.”

Munjal said Pfizer is focused on 
maternal vaccination because of its 
safety and e"cacy. “I’m a pediatrician. 
If I could prevent half of the babies 
coming into the hospital, I would,” she 
said. “Eight-two percent [e"cacy] for me 
is a really, really amazing achievement 
for the vaccine. And we’re very excited.” 
Munjal also noted maternal vaccina-
tion ensures high levels of antibodies 
are passed to infants. “We found that in 

some cases, moms were passing more 
antibodies to the baby than they kept 
to themselves.…So relatively, they’re 
transferring a very, very high load of 
antibodies to the baby,” she said.

Respiratory viruses can be especially 
dangerous for pregnant people and 
their infants. Unfortunately, there has 
been an uptick in vaccine misinforma-
tion during the COVID-19 pandemic 
that could impact vaccinations among 
the most vulnerable populations.

“I think one of the biggest miscon-
ceptions is…that moms aren’t into 
taking vaccines,” said Munjal. “We’ve 
shown that in countries in which vac-
cines can be widely available, the uptick 
in the pregnant population is really 
quite good.” Munjal also emphasized 
that although the United States is expe-
riencing a high rate of RSV in infants, 
these infections can be even more fatal 
in other nations. Therefore, the Pfizer 
RSV vaccine trials included participants 
across a number of other countries. 
“Outside of the United States, we have 
[data from] 17 other countries.…We 
thought it was equally important to 
gain data in those countries.”

As previously noted, older adults 
are also disproportionately likely to 
experience severe or fatal RSV disease 
progression. Munjal said that Pfizer 
plans to submit a BLA for both mater-
nal and older adult populations. “The 
same dose that we give to pregnant 
women showed e"cacy this year in 
older adults.”

The most common symptoms of 
RSV are congestion or runny nose, 
coughing, loss of appetite, fever or chills, 
sneezing, sore throat, and wheezing. 
Although these do overlap with COVID-
19 and flu symptoms, sneezing and 
wheezing specifically are unique to RSV.

The best way to know whether one 

is experiencing RSV, Tan said, is to get 
tested—especially if the infected per-
son is a young child or older adult. “If 
you have someone presenting to you 
[who] is sick enough to seek medical 
care, you really need to test them to 
determine which one of these viruses, 
or ones of these viruses,” she said. 
Coinfection can occur and knowing 
how to treat these patients can be 
lifesaving.

In the past people experiencing 
symptoms of RSV would settle for 
simply calling it the common cold. But, 
Munjal pointed out, the severity of the 
COVID-19 pandemic has heightened 
our attention to respiratory viruses. 
“I think from a pediatric perspective, 
I’m always struck by how prevalent 
the virus is,” said Munjal, noting that 
“almost 100% of kids have this by age 
2, so you don’t get away from RSV. It’s 
so prevalent and so contagious that 
almost everyone is exposed.”

Munjal also explained why RSV is so 
much deadlier for infants and young 
children: RSV causes a large volume of 
fluid to build up in the lungs. Although 
this is only mildly dangerous for adults, 
who have a large breathing tube, 
“babies are breathing through a breath-
ing tube that’s the size of a straw....
[When] it completely fills up with fluid, 
you see them struggling to breathe,” 
said Munjal.

“Since the 1960s, you say, ‘Oh I know 
your baby has RSV, and there’s nothing 
I can do,’” Munjal explained. An RSV 
vaccine would certainly be beneficial 
on a global level, by significantly reduc-
ing the strain on hospital resources. But 
Munjal noted a vaccine is also about 
“that really, really impactful, patient-by-
patient experience.…That’s the joy in 
this vaccine—you can finally say, ‘I have 
something to o!er.’ 

RSV VACCINE / RESPIRATORY

 “[F]rom a pediatric perspective, I’m 
always struck by how prevalent the virus 
is.... Almost 100% of kids have this by age 
2, so you don’t get away from RSV. It’s so 
prevalent and so contagious that almost 
everyone is exposed.” —IONA M. MUNJAL, MD
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VACCINES

O
n October 19 and 20, 2022, 
the Advisory Committee 
on Immunization Practices 
(ACIP) met to discuss the 
2023 vaccination schedule 
and o!er recommended 

updates.1,2 These recommendations 
included the addition of COVID-19 
vaccination to routine childhood and 
adult vaccination schedules, updates 
for flu vaccines in pregnant individu-
als, discussion of progress in develop-
ing respiratory syncytial virus (RSV) 
vaccines, and several pneumococcal  
vaccine administration changes, 
among others. 

John D. Grabenstein, PhD, RPh, man-
aging editor of IZ Express for Immu-
nize.org, spoke with Drug Topics® on 
the updates and provided a summary 
of the ACIP recommendations.

COVID-19 VACCINES 
Of note, ACIP unanimously voted to 
recommend adding COVID-19 to the 
regular schedules of childhood and 
adult vaccinations. The committee also 
added the COVID-19 vaccine to the 
Vaccines for Children program. This 
will ensure access to the vaccine if and 
when the federal government ends the 
public health emergency for COVID-19. 
Despite circulating misinformation, 
nothing the ACIP has done mandates 

the COVID-19 vaccine for children.
ACIP highlighted the safety and 

e"cacy of COVID-19 vaccines for 
pregnant people and their infants. 
It stressed the importance of preg-
nant people being vaccinated against 
COVID-19, as pregnancy is considered 
a high-risk condition. However, only 
43% of pregnant people have had 
the primary series and a monovalent 
booster, according to 2022 data.

“COVID-19 vaccines appearing in 
the routine schedules for children 
and for adults reflects the continuing 
burden of COVID-19 in hospitalizing 
and killing people of all ages,” said 
Grabenstein. He added that COVID-19 
vaccines should be considered routine 
and essential, with an accumulated 
experience of more than 630 million 
doses. “COVID-19 infection can seri-
ously harm kids, and they can avoid 
infection by vaccination and boosting,” 
he emphasized.

INFLUENZA VACCINES
Per ACIP, the quadrivalent recombi-
nant influenza vaccine was added as 
an option for pregnant women after 
the first randomized clinical trial 
showed it was as safe as the quadriva-
lent, egg-based, inactivated vaccines.

ACIP also reported low to no pro-
tection from the 2021-2022 flu vaccine 
against the A/H3N2 predominant 
strain. The 2022-2023 flu vaccine seems 
to be a better match based on early 
reports from the southern hemisphere.

RSV VACCINES
Both GSK and Pfizer adult vaccines for 
RSV are being evaluated after phase 
3 clinical trials. Jointly, Sanofi and 
AstraZeneca are developing a long-act-
ing monoclonal antibody for infants, 
which is designed to protect babies up 
to aged 5 months after a single dose. 
The FDA may license these products 
in 2023, and recommendations from 
ACIP will come following licensure.

PNEUMOCOCCAL VACCINES
For patients with prior pneumococcal 
13-valent conjugate vaccine (PCV13; 
Prevnar 13) vaccination, ACIP said 
there is a benefit from being vacci-
nated for the 7 additional strains of 
pneumonia found in the 20-valent vac-
cine (pneumococcal 20-valent conju-
gate vaccine [PCV-20]; Prevnar 20). For 
patients who received PCV13, updated 
recommendations are as follows:        

For adults aged 19 years and older 
who were previously recommended to 
receive PCV13 followed by pneumococ-
cal polysaccharide vaccine (PPSV23), 
but who have received only PCV13, 
ACIP recommends either PCV20 at 
least 1 year after the PCV13 dose, or 
PPSV23 as previously recommended.

For adults aged 65 years and older 
who have previously had PCV13 and 
PPSV23, ACIP advises that PCV20 may 
be given at least 5 years after the most 
recent pneumococcal vaccine dose.

For adults who are immunocompro-
mised, who have cerebrospinal fluid 

Highlights: What Pharmacists 
Need to Know about ACIP’s 
Latest 2023 Vaccination 
Schedule Updates
The latest vaccination schedule included recommendations for 
pneumococcal, polio, mpox, and chikungunya vaccines. By S!ndr! Fyfe
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VACCINE SCHEDULE UPDATES / VACCINES

leak, or who have cochlear implants 
who have had PCV13 and 1 or more 
PPSV23 doses (before age 65 years) but 
who have not completed all previously 
recommended doses of PPSV23, ACIP 
advises either PCV20 at least 5 years 
after the most recent pneumococcal 
vaccine dose or PPSV23 as previously 
recommended.

POLIO VACCINES
Because of the resurgence of polio, 
CDC reviewed US and international 
use of polio vaccines. CDC provided an 
update on the vaccine-derived type 2 
paralytic polio case in New York and 
shared that wastewater surveillance 
shows ongoing community transmis-
sion. The polio vaccine workgroup has 
been reactivated to consider additional 
inactivated polio vaccination (IPV) 
in addition to considering a novel, 
unlicensed, monovalent oral poliovirus 
vaccine to stop ongoing asymptomatic 
transmission in the United States, as 
IPV stops paralytic polio but not an 
asymptomatic infection.

MONKEYPOX 
CDC has noted that mpox (mon-
keypox) cases are decreasing; ACIP 
reviewed the use of the smallpox and 
mpox vaccine, live, nonreplicating 
(Jynneos). Patients received more than 
900,000 doses of pre- and postexposure 
shots during the outbreak, and CDC 
noted that transmission is expected 
to continue despite the reduction in 
cases. Vaccine safety and e!cacy are 
undergoing continued evaluation by 
ACIP and vaccine recommendations 
will be updated when additional data 
suggest they are required.

MENINGOCOCCAL VACCINES
Presentations were given on GSK’s 
newly licensed, nonreconstituted 
Menveo vaccine, a single-vial liquid 
version of GSK’s MenACWY. The orig-
inal version is a lyophilized vaccine 
reconstituted with a diluent contain-
ing the serogroup A component and 
is licensed for patients aged 2 months 
to 55 years. According to the CDC, it 
may be used in adults aged 56 years 

or older who need MenACWY vacci-
nation. The new, 1-vial vaccine is for 
patients aged 10 years and up instead 
of 2 months. GSK will keep a lim-
ited supply of the 2-vial vaccine for 
children younger than 10 years who 
need MenACWY vaccination. Sanofi’s 
MenQuadfi is licensed for individuals 
aged 2 years and up. 

ACIP’s meningococcal work-
group will review 2 new pentavalent 
MenABCWY vaccines from GSK and 
Pfizer, both of which are in clinical 
trials.

DENGUE VACCINES
The CDC gave updates on the meas-
ured use of the dengue tetravalent 
vaccine, live (Dengvaxia), which the 
ACIP recommended in 2021 as a 
3-dose series for children aged 9 to 16 
years who had laboratory proof of past 
infection (largely in Puerto Rico and 
other US territories). Dengue vaccina-
tion is not recommended for people 
who have never been infected. “The 
slow introduction is, in part, attribut-
able to complex logistics and the chal-
lenges faced in selecting and imple-
menting a serologic testing strategy 
with acceptably high sensitivity and 
specificity for use in screening before 
vaccination.”1 

Takeda is developing a new, tetrav-
alent live-attenuated dengue shot. It 
is unclear whether this vaccine will 

require previous infection prior to 
administration.

CHIKUNGUNYA 
The FDA has received initial data 
from Valneva SE for possible US licen-
sure of the world’s first chikungunya 
vaccine. The FDA may come to a deci-
sion in 2023. The vaccine was shown 
to be safe and e"ective in o"ering 
more than 95% of adults immunity 
that lasted at least 6 months. As the 
FDA considers licensure, ACIP has 
created a chikungunya workgroup. 
Chikungunya is not currently found 
in the United States, although it has 
circulated in Caribbean islands.

“It is really important for pharma-
cists to help their patients increase 
their armor, their immunity, against 
serious infectious diseases. This is 
not just for influenza and COVID-19, 
but pneumococcal, zoster, Tdap, and 
other vaccines,” Grabenstein said in 
an interview with Drug Topics®. Some 
patients, he added, will want to get 
caught up as fast as they can, and 
pharmacists can give patients multi-
ple vaccinations simultaneously. 

“Other patients will want to space 
things out,” Grabenstein explained, 
“so make them biweekly or monthly 
return appointments. [Patients] are 
vulnerable until they’re all caught up.

For references, visit drugtopics.com.
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P atient-centered prescription 
medication labels can help 
increase medication adher-
ence among patients, accord-
ing to the fi ndings of a study 

published in the Journal of the American 
Pharmacists Association.1

Medication nonadherence is a sig-
nifi cant issue among patients, with an 
estimated 30% to 50% of medications 
taken by adults to treat chronic illnesses 
not taken as prescribed; 125,000 deaths 
and 10% of hospitalizations each year 
may be attributed to poor medication 
adherence, the researchers noted. Per-per-
son disease-specifi c costs associated with 
medication nonadherence range from 
$949 to $44,190. 

Current medication labels often hin-
der safe and appropriate use of medicines. 
Prescription labels frequently use small 
fonts and vague terminology and include 
information needed by the pharmacist, 
not the patient—such as the National 
Drug Code number and manufacturer. Of 
note, previous research showed that 46% 
of patients misunderstood 1 or more dos-
ing instructions and 56% of patients mis-
understood 1 or more auxiliary warnings 
related to using the medication. 

In 2013, the United States Pharmaco-
peia (USP) released voluntary standards 
to revise medication labels to minimize 
confusion among patients and combat 
nonadherence. These new standards 
emphasized information important 
to patients, improved readability, gave 
explicit instructions including purpose 
for use, limited auxiliary information, 

and addressed other issues that patients 
may have, such as limited English profi -
ciency and visual impairment. 

To study the impact of these sug-
gested revisions, researchers conducted 
a retrospective pre-post cohort study 
using prescription fi ll claims data from a 
community health plan serving Medicaid 
patients. Medication possession ratios 
(MPRs) and proportion of days covered 
(PDC) were calculated for medications 
used for contraception, asthma, hyper-
tension, and depression from 15 months 
before to 13 months after labels were 
changed. Data were collected from 1 inde-
pendent community pharmacy organiza-
tion with 8 retail sites. 

The study cohort included 1157 men 
and women (mean age, 23±15.6 years; 
70% women) who fi lled 12,566 prescrip-
tions. Mean medication possession ratio 
increased from 0.894±0.009 before the 
intervention to 0.945±0.023 after the 
intervention. Mean PDC increased from 
0.765±0.0709 to 0.884±0.049 during the 
same period. Results of a t test results 
identifi ed signifi cant increases in mean 
medication possession ratio for asthma 
control medications, antihypertensives, 
and contraceptives. 

Investigators also conducted paired 
and unpaired !2 and Fisher exact tests 
to evaluate patient distribution di! er-
ences in terms of both mean medication 
possession ratio and proportion of days 
covered in both the pre- and postinterven-
tion periods for each therapeutic category. 
Paired analyses included those who fi lled 
prescriptions during both study periods. 

Findings from these additional anal-
yses showed signifi cant di! erences in 
medication possession ratio with contra-
ceptive and antihypertensive medications. 
Results of analyses with both paired and 
unpaired patients indicated “signifi cant 
di! erences in proportions of patients” in 
PDC groups for both asthma controller 
and contraceptive medications. 

Ultimately, investigators found an 
increase in adherence to asthma control, 
antihypertensive, and contraceptive med-
ications after pharmacies implemented 
the use of prescription medication labels 
that followed USP patient-centered labe-
ling standards. However, they said addi-
tional research is needed “to elucidate the 
impact of patient-centered labeling across 
di! erent classes of medication.” 

Study limitations include the research 
design, a lack of control group, and a lack 
of generalizability to patients not covered 
by a Medicaid health plan. 

“We found an association between 
a change to more patient-centered pre-
scription medication labels…among 
a population of Medicaid recipients, a 
group more vulnerable to misunder-
standing prescription medication labels,” 
the researchers concluded. “Adherence 
improved most in patients with low and 
medium MPR and PDC values before 
the label change, suggesting possible 
improvements in intended benefi ts from 
medications and lower health care costs 
due to untoward medication e! ects due 
to medication nonadherence.” 

For references, visit totalpharmacy.com.

C!n P!tient-Centered Prescription 
L!bels Incre!se Medic!tion Adherence?
Rese!rchers ev!lu!ted how ch!nges in USP l!beling st!nd!rds h!ve 
!ffected !dherence !cross multiple cl!sses of drugs. By Meg Marzella
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W hat’s every pharma-
cist’s worst night-
mare? A prescription 
error that is respon-
sible for a patient’s 

harm or death. Steve Moore, PharmD, 
owner of Condo Pharmacy in Platts-
burgh, New York, said that although no 
one wants to cause harm, each person 
can do only so much, as human error is 
inevitable in many aspects of life. That’s 
why Moore is 100% on board with 
using technology to ensure prescription 
errors don’t happen. 

“Technology solutions are an 
important part of our workfl ow pro-
cess to ensure that the right medica-
tion gets to the right patient at the 
right time,” Moore said. “There are so 
many options—software, hardware, 
or a combination. I’d encourage every 
pharmacist to look at their pain points 
and bottlenecks to determine where 
their needs are.”

Lindsay Dymowski, president of 
Centennial Pharmacy Services, noted 
that some pharmacists have been slow 
to accept technology, instead being 
“forced” to utilize technology after it’s 
put in place by their employers. “Phar-
macists are happy to use auto-populat-
ing algorithms, something that on the 
surface seems like a time-saving hack,” 
Dymowski said. “In reality, it’s a safety 
feature to have software choose the cor-
rect patient, verify the drug, and calcu-
late the day supply while a pharmacist 
approves that the software is correct.”

Still, pharmacists may be hesitant to 
use dispensing technology like bottle 
or pouch packaging robots, convinced 
that there are National Drug Code or 
pill counting errors, even though it has 
been demonstrated that automated 
technologies are more accurate than a 
human.1 “There are so many algorithms 

built into pharmacy management 
systems and pharmacy-dispensing tech-
nology that make prescription errors 
extremely preventable,” Dymowski said. 

Today’s Technology Tools
Technology can be used to automate 
the medication reconciliation process, 
reducing the risk of errors and ensuring 
that the patient is prescribed all the 
correct medications. Automated dis-
pensing systems dispense medication 
using a computer-controlled process, 
reducing the risk of errors due to incor-
rect dosing or mislabeling. Automated 
dispensing systems can also help pre-
vent theft and diversion of medications.

More pharmacists are also starting 
to utilize barcode scanning technology 
to verify the identity and dosage of 
medications administered to patients. 
In hospital settings, providers can scan 
a barcode on the medication and on 
the patient’s wristband, ensuring that 
the correct medication is being given to 
the correct patient.

At his pharmacy, Moore takes advan-
tage of electronic prescriptions, work-
fl ow technology such as scanners and 
barcode readers, and counting devices. 
“We installed workfl ow technology 
more than a decade ago and I wouldn’t 
run a pharmacy without it,” he said. 

John Ahler, PharmD, uses locking 
prescription vials in his medication-as-
sisted treatment (MAT) program at 
Lower Lights Christian Health Center 
in Columbus, Ohio. “This MAT program 
dispenses medication to nearly 250 
patients in locking prescription vials, 
which require a 4-digit code to open,” 
he said. “Patients are required to bring 
the vial back each time, increasing 
[adherence] among patients and overall 
security from things like accidental 
ingestion, misuse, and pilfering.” 

Dispensing medication in these locking 
vials has improved the overall e!  -
cacy of the MAT program, according 
to Ahler; thus far, 80% of patients in 
the program have reported that their 
medications are more secure and phar-
macists have reported no impact on 
normal workfl ow.

“For patients in MAT, keeping medi-
cation safe when they’re traveling with 
it or at home is important to reduce the 
risk of pilfering or accidental ingestion,” 
Ahler said. “The potential consequences 
of drug diversion are serious.”

A Technological Evolution
Technology focused on reducing 
prescription errors has evolved for 
the better over the years, leading to 
more reliable hardware and more 
cost-e" ective options. “We’re willing 
to be early adopters of anything that 
will make our lives easier or increase 
patient safety,” Moore said.

Not utilizing technology to its 
fullest ability only hinders pharma-
cists. Anytime you can engage with 
technology that makes your phar-
macy a safer place for patients to 
receive their medication from is the 
time to use it. “Pharmacies are hectic 
environments; there are phone calls, 
colleagues talking, patients some-
times yelling over counters, drive-
through windows beeping, corporate 
expectations hovering over employee 
shoulders....Utilizing and trusting 
the technology gives pharmacists the 
ability to trust that what they are 
doing is correct,” Dymowski said. “Not 
only does it provide support for phar-
macists clinical expertise, but it also 
protects the decisions that they make 
throughout the day.”

For references, visit totalpharmacy.com.

Technology c!n stre!mline—!nd m!ke s!fer—processes like medic!tion 
reconcili!tion. By Keith Loria

Technology Trends to Prevent Prescription Errors
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HEALTH SYSTEMS

T
he median wholesale acqui-
sition cost (WAC) for brand-
name drugs jumped 5% in 
January, and pharmaceu-
tical manufacturers raised 
prices on approximately 

450 medications, according to early 
data from 46brooklyn Research.1

“It is defi nitely too early to make 
any broad statements about how 2023 
compares with prior years, as there 
is just so much more activity that 
we expect to see before the end of 
the month,” Antonio Ciaccia, CEO of 
46brooklyn Research, told Formulary 
Watch®. The 450 price increases so far 
in January account for approximately 

one-quarter of the total number 
of increases Ciaccia expects to see 
throughout 2023.

So far, though, overall brand drug 
prices have increased at a slower 
rate compared with last year. The 
weighted overall average WAC price 
increase for all drugs based on Med-
icaid utilization thus far in 2023 is 
1.3% compared with a 5.1% increase 
in 2022. In 2022, the median price 
increase was 4.9% and around 1400 
medications had a price hike. This is 
according to 46brooklyn, a nonprofi t 
drug pricing research and educa-
tion fi rm started by the founders of 
3 Axis Advisors, of which Ciaccia is 

president. Also according to 46brook-
lyn, the biggest list price percentage 
increase this month was 26.8%, for 
iohexol solution (Omnipaque), an oral 
contrast medium. The biggest decline 
was a 70.2% drop in the list price of 
Amneal Pharmaceuticals’ baclofen 
(Lyvispah), a medication used to treat 
muscle sti! ness and pain in people 
with multiple sclerosis.

“While it’s tough to pinpoint exact 
reasons for these types of swings, 
we know that Omnipaque has had 
a number of supply challenges2 over 
the past year,” Ciaccia said. “In the face 
of increased demand amid a pro-
longed period of shortages, it doesn’t 

By Christine Blank

New Ye!r Begins With Hikes 
in Drug Prices
The list prices of 450 medications have increased 5% overall, and more price hikes are expected.

This article originally appeared in Formulary Watch®, a Drug Topics® sister publication.
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HEALTH SYSTEMS / HIKES IN DRUG PRICES

surprise me that prices go up in an 
e!ort to fill the void.”

Although it’s not the largest price 
increase, the 5.9% list price hike on 
HIV therapy bictegravir, emtricitabine, 
and tenofovir alafenamide (Biktarvy) 
could have the biggest impact this 
year—if the rebates and discounts 
o!ered by manufacturer Gilead 
Sciences, Inc, don’t keep pace with the 
list price increases, Ciaccia explained. 
“A highly used drug like Biktarvy had 
more than $500 million in gross Med-
icaid spend in 2022 and more than 
$1.7 billion in gross Medicare spend 
in 2020,” he said.

Other increases in price on major 
medications so far include a 6% 
increase on Pfizer’s tofacitinib (Xel-
janz) for rheumatoid arthritis and 
other autoimmune conditions and a 
7.9% hike on palbociclib (Ibrance) and 
crizotinib (Xalkori) to treat cancer.

Two CAR T-cell therapies from 
Bristol Myers Squibb, idecabtagene 
vicleucel (Abecma) and lisocabtagene 
maraleucel (Breyanzi)—already 
priced high compared with other 
medications—had a price hike of 
9% in January. This price increase, 
however, is the first since the launch 
in the first quarter of 2021 for both 
therapies, “bringing them to list prices 
comparable with other available CAR 
T therapies in the market,” a Bristol 
Myers Squibb spokesperson told  
Formulary Watch®.

“There were several driving factors 
in this decision, including the contin-
ued clinical investment, the value of 
these innovative therapies, the rate 
of inflation, and the sophisticated, 
personalized nature of the CAR T 
manufacturing process,” the spokes-
person said.

Across the company’s portfolio, 
Bristol Myers Squibb expects United 
States net prices, which reflect 
discounts, rebates, and other price 
concessions, to remain largely flat in 
2023, the spokesperson added. “Any 
list price increases apply to medi-
cines with ongoing clinical research 
and reflect our ongoing e!orts to 
responsibly price our medicines while 

balancing economic factors, includ-
ing inflation and investment in new 
innovation.”

For the past 5 years, Bristol Myers 
Squibb has not increased list prices 
by more than 6% annually across its 
portfolio of medicines with ongoing 
clinical research, with the excep-
tion of its CAR T-cell portfolio, the 
spokesperson noted. “The complexity 
of delivering CAR T-cell therapies is 
unlike any other traditional biologic 
or small molecule medicine, using a 
patient’s own cells to start a highly 
sophisticated and personalized 
manufacturing process. Creating a 
personalized therapy for each patient 
has been incrementally impacted by 
inflation and other direct and indi-
rect costs.”

A Pfizer spokesperson said the 
company has adjusted the average 
list prices of all its medicines and 
vaccines in 2023 around 3.6%, which 
is below overall inflation. “The mod-
est increase is necessary to support 

investments that allow us to continue 
to discover and deliver new medi-
cines as well as address increased 
costs throughout our business,” the 
spokesperson said.

“For the past 4 years, our net 
prices—the prices we actually receive 
for our medications—have fallen due 
to higher rebates and discounts paid 
to insurance companies and phar-
macy benefit managers,” the Pfizer 
spokesperson explained. “Any increase 
in patient costs is likely the result of 
increased cost sharing, through coin-
surance or deductibles, or increased 
use. Pfizer is dedicated to growing 
through expanded use of our medi-
cines, not price increases.”

Ciaccia cautioned that WAC data 
do not tell the whole pricing story. 
“The list prices we’re examining 
are really the surface layer of drug 
pricing, and while certainly impor-
tant, there is so much more to our 
exposure to the costs of medicines,” 
he noted. “The ambiguity of the actual 
costs of medicines is what enables the 
entire drug distribution channel to 
harvest hidden markups on prescrip-
tion drug claims at the expense of 
plan sponsors, taxpayers, and patients. 
This opacity further obfuscates our 
ability to determine the actual value 
a medicine provides. The inability 
to objectively determine what a fair 
price should be for the products and 
services o!ered by drug channel par-
ticipants hinders the ability for true 
market forces to pressure margins 
and promote quality and e"ciency as 
we seek to balance drug accessibility 
with a!ordability.”

References
1. This is the way…to analyze changes in brand drug list prices. 
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“The ambiguity of 
the actual costs 
of medicines is 
what enables 
the entire drug 
distribution 
channel to 
harvest hidden 
markups on 
prescription 
drug claims at 
the expense of 
plan sponsors, 
taxpayers, and 
patients.” 
—Antonio Ciaccia, CEO of 46brooklyn Research
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By Peter A. Kreckel, RPh

IN MY VIEW / DISPENSED AS WRITTEN

M
ick Jagger and the Roll-
ing Stones may have 
released “(I Can’t Get 
No) Satisfaction” in 
1965, but I feel that this 
timeless classic is the 

anthem of the younger generation 
with regard to employment.

My father was a welder at the 
paper mill in the small town of 
Johnsonburg, Pennsylvania. Dad was 
simply the best. This was not only 
my perspective, but also the perspec-
tive of everyone at the mill. Every-
one knew if a high-pressure steam 
line blew, you had 2 options: Bill or 
my dad, Budgie. If the job had to be 
done right and had to be done fast, 
Budgie was the only option. He was 
lightning quick with the welding 
stick and an absolute perfectionist.

Long before call waiting, we 
shared a party line with a neigh-
bor. Our neighbor talked incessantly 
on the phone, tying up the line 
and causing Dad to miss a few call-
outs. Dad decided to have a private 
line installed, which was a luxury 
in those days. A few years later Dad 
persuaded Mom to have the tele-
phone company put an extension in 
their bedroom so he wouldn’t miss 
any night shift callouts. If the mill 
needed him, he had to be there—
and he got paid 4 hours for a call-
out. That was all the satisfaction 
he needed: His paycheck was ade-
quate reward for his superior weld-
ing skills.

Today’s workforce doesn’t always 
see a paycheck as adequate reward 

for coming to work. They want 
granola bars, juice bars, and cof-
fee available in the break room. So 
much of the workforce got a taste of 
working from home and they remain 
content to do just that. They want to 
work from their home o!  ce and be 
paid the same salary as before.

The trouble with community 
pharmacy, though, is that you can’t 
“phone in” your workday. I’m aware 
that many pharmacists work from 
home doing comprehensive medica-
tion reviews, data entry of e-scripts, 
and prior authorizations. But the 
nuts and bolts of this profession—
dispensing and patient counseling—
require people to be present, both 
physically and mentally. When a 
patient is to start amiodarone or 
amoxicillin therapy, they need to 
talk with a live, breathing human. 
“Do you have any questions for the 

pharmacist?” is such a banal ques-
tion that patients seldom respond. 
Most often, they don’t know what 
they don’t know.  

I remember some hospital phar-
macists telling me, way back in 1998, 
that by 2008 there would be no 
such thing as a community pharma-
cist. Robots and vending machines 
would take over the profession and 
there would be no need for us in the 
white coats. Twenty-fi ve years since 
that prediction, this almost 65-year-
old pharmacist is still working full 
time and getting as many hours as 
he wants.  

The latest change across the 
major chains is the idea of having 
technicians run the pharmacy while 
the pharmacists work remotely, avail-
able for teleconferencing. O" ers of 
$75,000 sign-on bonuses and mas-
sive salaries do not appeal to many 
of the younger generation of phar-
macists. My belief is there must be 
always a pharmacist in the phar-
macy; someone must physically 
be there to oversee the operations 
and—most important—be there for 
the patients. This facet of our amaz-
ing profession cannot be phoned in 
from a home o!  ce.

My advice to you is this: Forget 
the granola, juice, and co" ee bars; go 
to work; be an excellent employee; 
and get an adequate paycheck. That 
should be enough.

Peter A. Kreckel, RPh, practices in Lemont 
Furnace, Pennsylvania.

It’s not possible to phone it in to your job in community pharmacy. 

The Trouble With 
Satisfaction

 The nuts and bolts 
of this profession—
dispensing and 
patient counseling—
require people to 
be present, both 
physically and 
mentally.
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NEW DRUG REVIEW

O
n December 
28, 2022, the 
FDA granted 
approval to 
anacaulase-bcdb 
(NexoBrid) for 

eschar removal in adults 
with deep partial thick-
ness (DPT) and/or full 
thickness (FT) thermal 
burns.1 Current standard 
of care for DPT and/or FT 
burns includes excisional 
debridement and auto-
grafting,2 which comes 
with risks of serious com-
plications. Eschar removal 
is critical to this step, 
often requiring a surgical 
approach. Nonsurgical 
approach has historically 
been limited to minimally 
e!ective topical agents, 
requiring significant time 
for e!ect. Anacaulase-bcdb 
is a bromelain-based, pro-
teolytic enzyme concen-
trate that, when applied, 
dissolves burn wound 
eschar in a nonsurgical 
setting.3 

Cassandra Doyno, PharmD, BCPS, 
BCCCP, is an assistant clinical 
professor in the Department of 
Pharmacy Practice at the University 
of Connecticut School of Pharmacy 
in Storrs.

For references, visit 
drugtopics.com.

By Cassandra Doyno, PharmD, BCPS, BCCCP

NexoBrid for Esch!r Remov!l in 
Therm!l Burns

Efficacy
Anacaulase-bcdb has been evaluated in 2 clinical trials. The phase 3 DETECT clinical trial 
(NCT02148705) compared anacaulase-bcdb with standard of care (SOC) and gel placebo in a 3:3:1 
ratio in adult patients with DPT and/or FT burns up to 30% total body surface area (TBSA) in a topical 
treatment period. Among 169 adult patients, the incidence of greater than 95% eschar removal at 
the end of the topical treatment period was 93% and 4% in the treatment and gel arms, respectively 
(treatment difference, 89%; 95% CI, 74%-96%). The incidence of surgical eschar removal in the 
treatment group was 4% vs 72% among those treated with SOC (treatment difference, –68%; 95% CI, 
–78% to –56%). Median time to eschar removal was 1 vs 4 days in the treatment arm vs SOC group; 
median time for wound closure was 31 and 36 days, respectively.4 

The second study was a multicenter, open-label, randomized, 2-arm study (NCT00324311) of 
patients with DPT and/or FT burns of 5% to 24% TBSA; efficacy was evaluated in DPT burns. A total 
of 156 patients were randomly assigned to the treatment or SOC groups. Incidence of surgical eschar 
removal was 22% and 77% in each group, respectively (treatment difference, –55%; 95% CI, –71% 
to –38%). Median times to greater than 95% wound closure were 33 and 24 days in each group, 
respectively.2

Safety
Across both clinical trials, only 2 adverse events were reported at greater than 10%. Pruritus was 
reported in 15% of treatment patients and 13% of SOC patients, whereas pyrexia was reported in 12% 
and 9% of patients in each group. 

Postmarketing safety data remain limited. Safety and effectiveness of anacaulase-bcdb has not been 
established in chemical or electric burns; burns on the face, perineum, or genitalia; feet burns of those 
with diabetes or those with occlusive vascular disease; circumferential burns; or burns in patients with 
significant cardiopulmonary disease including inhalation injury. Additionally, anacaulase-bcdb is not 
recommended in wounds with radioactive and/or hazardous substances. 

Dosing and Administration
Anacaulase-bcdb is supplied as 2 components, a lyophilized powder and a gel vehicle to be mixed 
prior to administration. Vial components come in 2 g (mixed in 20 g of gel) or 5 g (mixed in 50 g of gel). 
Drug preparation should be done at the patient’s bedside within 15 minutes of anticipated application. 
Anacaulase-bcdb should completely cover the burn wound area, be covered with a sterile occlusive film 
dressing, and be appropriately dressed with a sterile loose, thick, and fluffy dressing and secured with 
a sterile bandage. The dressing should remain on the wound for 4 hours, followed by appropriate 
removal procedures. 

Patients may require a second application of anacaulase-bcdb if the wound area is more than 15% 
BSA, if there are logistical reasons for a second application (ie, body position), or if the removal of 
the first application was not complete. If considering a second application, anacaulase-bcdb may be 
reapplied 24 hours following the first application.1 

Anacaulase-bcdb improves current standard of care for deep partial thickness and/or full 
thickness thermal burns. 
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N
early 3 years into the global 
COVID-19 pandemic, there 
are still some unknowns 
about the disease. Long 
COVID, for example, is still 
not fully understood, and 

neither are the long-term e!ects of 
COVID-19 infection. One area of par-
ticular interest for researchers is that of 
new-onset autoimmune diseases—the 
rates of which are currently on the rise, 
according to a study published in  
eClinical Medicine.1

According to researchers, there are 
“a growing number of case reports of 
various autoimmune diseases occurring 
after COVID-19,” but investigators cur-
rently lack the large-scale population 
data required to support the associa-
tion.1 But, said Yehuda Shoenfeld, MD, 
“there are several publications that 
indicate emergence of autoimmune 
diseases from COVID-19.” Shoenfeld 
is a professor of medicine at Tel Aviv 
University’s Zabludowicz Center for 
Autoimmune Diseases. “There’s another 
virus, Epstein-Barr virus, responsible 
for at least 23 autoimmune diseases, 
and we believe there will be a signifi-
cant increase in incidence of di!erent 
autoimmune diseases from COVID-19,” 
he explained.

The challenge is that COVID-19 is 
still new and autoimmune diseases can 
sit dormant for months or years; there’s 
no way to know whether the SARS-
CoV-2 virus will follow a similar path. 
“We don’t know when it will emerge,” 
Shoenfeld said. “We are planning a 
large population study to see what has 
happened [1.5 years] after people got 
COVID-19.” 

Shoenfeld collaborated on a new 
book, scheduled for release this year, 
that includes findings he has collected 
over the past year and looks at which 
individuals may be at risk for develop-
ing autoimmune diseases and meas-
urements based on studies to examine 
trends. Already, he has seen a number 
of patients who received a diagnosis 
of COVID-19 and also a diagnosis of an 
autoimmune disease. Based on those 
data, he and his research team have 
assumed that there is a link.

“As a matter of fact, from the 
onset of the SARS-CoV-2 pandemic in 
2020, case reports, cohort studies, and 
meta-analyses have linked COVID-19 
to autoimmunity in general—and [sys-
temic rheumatic diseases] in particular,” 
he said. “The notion that viruses are a 
trigger for—and linked to the patho-
physiology of—autoimmune diseases 
has been an accepted tenet for over half 
a century. It is no surprise that SARS-
CoV-2 and COVID-19 have, from the 
onset of the pandemic, been implicated 
in a robust spectrum of autoimmune 
phenomena and even clinically mani-
fested autoimmune diseases.”

This doesn’t mean that other factors 
don’t play a role but the link is impor-
tant to look at and collect data about, as 
it’s expected there will be an emergence 
in the near future of autoimmune 
diseases in those who had COVID-19. 
“Incubation time for di!erent autoim-
mune diseases varies,” Shoenfeld said. 
“There are studies that show that the 
incubation time for lupus, for instance, 
might be more than 10 years. With a 
disease called ascending cholangitis, the 
incubation time can be up to 25 years.” 

A study conducted by PJ Utz at 
Stanford University, Chrysanthi Ske-
vaki at Philipps University Marburg in 
Germany, and Eline Luning Prak at the 
University of Pennsylvania screened 

for a range of autoantibodies in blood 
samples from almost 150 individuals 
hospitalized with COVID-19 and  
41 healthy volunteers. 

The results of their research, which 
was funded by the National Institutes 
of Health, showed that nearly half of 
those hospitalized with severe COVID-
19 had at least 1 type of autoantibody 
circulating in their bloodstream; in the 
healthy control group, just 15% of indi-
viduals had such antibodies.

Approximately 50 of the people with 
COVID-19 had blood samples drawn on 
more than 1 day, including the day they 
were first hospitalized. Investigators 
found that approximately 20% of those 
individuals had no autoantibodies pres-
ent at the time of hospitalization but 
developed them over the course of their 
illness. In several of these individuals, 
the levels of autoantibodies were very 
high, close to the levels seen in autoim-
mune diseases. 

Those researchers are continuing to 
study whether autoantibodies pro-
duced during COVID-19 could lead to 
autoimmune diseases later in life. And 
Shoenfeld predicts that more research 
will be done on this topic over the 
course of the next 5 years as physicians 
look for answers about the correlation 
between COVID-19 and the onset of 
autoimmune diseases and search for 
ways to better keep them at bay.  
For references,visit drugtopics.com.

Viruses !re known to precipit!te !utoimmune dise!ses, but the link between COVID-19 !nd 
!utoimmune conditions requires !ddition!l rese!rch. By Keith Lori!

New-Onset Autoimmune 
Diagnoses After COVID-19 

AUTOIMMUNE 

 “From the onset of the SARS-
CoV-2 pandemic…case reports, 
cohort studies, and meta-
analyses have linked COVID-19 
to autoimmunity in general—
and [systemic rheumatic 
diseases] in particular.” 
—Yehuda Shoenfeld, MD 
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I n their annual Drugs to 
Watch report,1,2 analysts at 
market research firm Clari-
vate identified 15 late-stage 
experimental treatments that 
are each forecast to deliver 

annual sales of more than $1 bil-
lion within 5 years. These promis-
ing advancements include a broad 
spectrum of therapeutic develop-
ments for rare diseases and tough-
to-treat conditions including HIV, 
Parkinson disease, Crohn disease, 
alopecia, multiple myeloma, and 
breast cancer.

“Despite the many urgent chal-
lenges life sciences companies will 
face in 2023—from patent cli!s to 
capital investment—the industry 
is on the cusp of unlocking revo-
lutionary technologies that could 
greatly advance human health,” 
Clarivate said in a news release.2

To be included, candidate drugs 
were required to be at the prereg-
istration or registration phase, or 
already launched, in early 2022; 
drugs launched before 2022 were 
excluded. After identifying eligi-
ble therapies, analysts filtered the 
data set for drugs that had total 
forecast sales of $1 billion or more. 
Read on to learn more about these 
potential blockbuster medications. 

Lecanemab (Leqembi) and 
donanemab. Both lecanemab and 

donanemab target early-stage Alzheimer 
disease; only lecanemab has been 
approved by the FDA. On January 
19, 2023, the FDA issued a complete 
response letter to the accelerated 
approval application for donanemab, 
due to a lack of participants who received 
continuous treatment for at least 12 
months. However, a phase 3 clinical trial 
is ongoing.

Although lecanemab’s approval 
“represents a major commer-
cial and clinical milestone in [the 
Alzheimer disease] market, we 
assume limited uptake until the 
FDA grants or refutes full/tradi-
tional (expected in the second 
half of 2023) approval based on its 
phase 3 data,” Meher Baba Kumar 
Nakka, senior health care research 
and data analyst at Clarivate, 
told Formulary Watch®.

It also remains to be seen 
whether the Centers for Medicare 
& Medicaid Services grants full 
Medicare coverage for the drug, 
“which we assume will be crucial 
for the drug’s commercial success 
(ie, not restricted coverage under 
coverage with evidence devel-
opment with prospective regis-
try-based comparative studies),” 
Baba Kumar Nakka said.

Bimekizumab (Bimzelx). This is the first 
dual IL-17 A/F inhibitor to treat moderate 
to severe plaque psoriasis. “Phase 3 trial 

results showed superior skin clearance 
outcomes [compared with] existing 
treatments. Its less-frequent dosing 
schedule and good safety profile will likely 
be attractive to clinicians and patients,” 
Clarivate noted.

Capivasertib. For patients with 
breast cancer, capivasertib is a novel, 
highly potent, selective adenosine-5’-
triphosphate–competitive pan-Akt 
kinase inhibitor. “Positive data have 
emerged from early-phase trials, with 
clinical benefit to patients irrespective 
of their PIK3CA/AKT1/PTEN mutational 
status, and several phase 3 trials are now 
underway,” according to Clarivate. It is 
expected to launch in 2023.

Daprodustat (Duvroq). This drug 
belongs to a novel class of oral treatments 
for chronic kidney disease (CKD)-related 
anemia. It is a hypoxia-inducible factor-
prolyl hydroxylase inhibitor developed 
to treat anemia associated with CKD, 
which has a high incidence rate and 
few effective, safe treatment options, 
according to Clarivate. “Already available 
for CKD–related anemia in Japan, its 
uptake has been impressive,” the research 
firm said. The Prescription Drug User Fee 
Act (PDUFA) date is February 1, 2023.

Deucravacitinib (Sotyktu). As a 
first-in-class oral, targeted agent that 
selectively inhibits tyrosine kinase 2 
and a Janus kinase family member that 
mediates cytokine-driven immune and 

Analysts have identi!ed treatments that may deliver annual sales topping 
$1 billion over the next 5 years. By Christine Blank

Drugs to Watch: 15 Potential 
Blockbuster Drugs in 2023  
A version of this story originally appeared in Formulary Watch®, a sister publication of Drug Topics®.
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infl ammatory signals, deucravacitinib 
“has the potential to fi ll a gap in the 
treatment armamentarium for plaque 
psoriasis,” Clarivate said. The drug 
received approval in September 2022.

Foscarbidopa/foslevodopa.
This novel reformulation of the gold-
standard Parkinson disease treatment 
(carbidopa/levodopa) is delivered via a 
subcutaneous pump for the treatment 
of motor fl uctuations in advanced 
Parkinson disease. “In addition to serving 
a niche group of patients with high unmet 
need, it off ers better effi  cacy than orally 
administered carbidopa-levodopa, 
dosing fl exibility and a more convenient 
pump than existing and upcoming 
competitors,” Clarivate said. It is expected 
to launch in 2023.

Lenacapavir (Sunlenca). Lenacapavir 
is a fi rst-in-class, long-acting HIV-1 
capsid inhibitor approved to treat 
multidrug-resistant HIV in individuals 
who have been heavily treated—a 
patient population with unmet medical 
need. Lenacapavir was approved by the 
FDA on December 22, 2022.

Mirikizumab. This drug is a 
monoclonal antibody (mAb) that will 
likely be fi rst-in-class treatment for 
ulcerative colitis and third-in-class 
treatment approved for Crohn disease. 
“Part of a set of emerging therapies 
with novel mechanisms of action, it will 
contribute to the growing market share 
held by these therapies,” Clarivate said. 
Mirikizumab is expected to be launched 
fi rst for ulcerative colitis in 2023; the 
Crohn disease launch is expected in 
2025.

Pegcetacoplan (Empaveli).
Pegcetacoplan treats paroxysmal 
nocturnal hemoglobinuria, a rare 
hematological disease. The drug has 
already launched in the United States 
and Europe and is expected to be the 
fi rst drug to launch for geographic 
atrophy or dry age-related macular 
degeneration, which has no approved 
pharmacotherapy, according 
to Clarivate. The PDUFA date for 
geographic atrophy is February 2023.

Ritlecitinib. Intended to stimulate hair 
growth in alopecia, ritlecitinib will “likely 
benefi t from its fi rst-in-class status, rapid 
onset of action, and expected label for 
both adults and adolescents,” Clarivate 
said. The launch of this drug is expected 
in 2023.

Sparsentan. This fi rst-in-class, orally 
active, single molecule functions as a 
high-affi  nity, dual-acting antagonist of 
both endothelin type A  and angiotensin 
II subtype 1 receptors, associated 
with progression of kidney disease. 
“Its development...promises to halt 
progression for many patients and fi lls a 
gap in the treatment armamentarium,” 
Clarivate said. The PDUFA date is 
February 17, 2023.

Teclistamab (Tecvayli). Teclistamab 
is a fi rst-in-class, bispecifi c antibody 
targeted to B-cell maturation antigen 
to treat multiple myeloma. Ongoing 
phase 3 trials are expected to provide 
confi rmation of clinical benefi t in the 
drug’s approved setting and lead to label 
expansions in other multiple myeloma 
patient populations—including in 
combination with other approved agents, 
Clarivate said. Teclistamab was granted 
accelerated approval in October 2022.

Teplizumab (Tzield) is the fi rst 
immunotherapy to launch for type 1 
diabetes (T1D). It is a “landmark drug 
given its potential ability to preserve 
beta cell function and delay the need 
for insulin treatment in those with T1D,” 
Clarivate said. Teplizumab was approved 
in November 2022.

Valoctocogene 
roxaparvovec (Roctavian).
Valoctocogene roxaparvovec is poised 
to be the fi rst gene therapy to launch in 
the United States for severe hemophilia 
A. “Treatment benefi t is expected to 
last for years, reduce the number of 
bleeding events, minimize the need for 
replacement factor VIII and negate the 
use of otherwise burdensome prophylaxis 
treatment,” Clarivate said. The PDUFA 
date is March 31, 2023.

For references, visit drugtopics.com.
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