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n its Notice of Proposed Rulemaking, 
DEA proposes to reduce the amount of 
oxymorphone (Opana) produced by 55%, 
fentanyl by 31%, hydrocodone (Vicodin) 
by 19%, hydromorphone (Dilaudid) by 
25%, and oxycodone (Oxycontin) by 9%.

Combined with morphine, the pro-
posed quota would be a 53% decrease in the 
amount of allowable production of these opi-
oids since 2016.

Conversely, DEA is proposing to increase 
the amount of marijuana that can be produced 
for research from 2,450 kilograms to 3,200 ki-
lograms—almost triple the amount produced 
in 2018. 

� e Proposed Aggregate Production Quo-
tas and Assessment of Annual Needs addresses 
more than 250 Schedule I and II controlled sub-
stances and three List I chemicals, which include 
ephedrine, pseudoephedrine, and phenylpro-
panolamine. “� is re� ects the total amount of 
substances needed to meet the country’s le-
gitimate medical, scienti� c, research, indus-
trial, and export needs for the year and for the 
maintenance of reserve stocks. DEA endeavors 
to set production limits at a level required to 
meet these needs, without resulting in an ex-
cessive amount of these potentially harmful 
substances,” the agency said.

Individuals can submit public comments 
on the proposed APQ until 11:59 p.m. on Oc-
tober 10, following the instructions in the No-
tice. After taking the comments into account, 
DEA will publish another notice later in the year 
informing the public of the established APQ. 

DEA to 
Slash Opioid 
Production

I

Merlo

– By Christine Blank

Small doses
By Drew Boxler, associate editor
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�e number of measles cases in the U.S. 
has skyrocketed and has reached the 
greatest number of cases reported since 
1992, according to the CDC. Simultane-
ously, New York City health o�cials said 
the measles outbreak there has ended. 

From January 1 to August 29, 1,234 
individual cases of measles have been 
con�rmed in 31 states, says the CDC. 
Nineteen additional cases were reported 
in the last week of August.

On September 3, New York City Mayor 
de Blasio and Health Commissioner Dr. 
Oxiris Barbot announced the end to 
the measles public health emergency 
declared on April 9 for parts of Brook-
lyn. Measles outbreaks are typically de-
clared over when two incubation periods 

for measles (the equivalent of 42 days) 
have passed since the last infectious day 
of the last persons with measles in af-
fected areas, according to a statement 
from Mayor Bill de Blasio.

“Ending the measles outbreak required 
extensive collaboration with community 
organizations and Jewish leaders. �ey 
helped encourage vaccinations and achieve 
record immunization levels in parts of 
Brooklyn,” de Blasio says. “As we head back 
to school this week, we just remain vigi-
lant. To keep our children and commu-
nities safe, I urge all New Yorkers to get 
vaccinated. It’s the best defense we have.” 

Pharmacists have been on the frontline 
of �ghting the measles outbreak, by o�er-
ing both information and vaccinations. 

“We are seeing increased demand for vac-
cination and pushback on anti-vaccine 
groups,” Mitchel C. Rothholz, RPh, MBA, 
chief strategy o�cer for APhA, told Drug 
Topics in March. “At a minimum, phar-
macies are serving as additional outlets 
for information to the public about the 
importance of MMR vaccine. �ey are a 
conduit to address some of the misinfor-
mation that is circulating.”

Meanwhile, CDC found that more 
than 75% of the cases this year are linked 
to outbreaks in New York. “Measles is 
more likely to spread and cause out-
breaks in U.S. communities where groups 
of people are unvaccinated,” CDC says.

So far this year, 125 of the people who 
got measles this year were hospitalized, 
and 65 reported having complications, 
including pneumonia and encephalitis. 
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Several pharmacy groups lauded a letter 
from the chairman and a majority of the 
Senate Finance Committee urging the 
Trump administration to reform direct 
and indirect remuneration (DIR) fees.

�e letter, from Senate Finance Commit-
tee Chairman Chuck Grassley (R-IA), Rank-
ing Member Ron Wyden (D-OR), and more 
than 80% of the Committee sent to Depart-
ment of Health and Human Services (HHS) 
Secretary Alex Azar and Centers for Medi-
care and Medicaid Services (CMS) Admin-
istrator Seema Verma, requested that they 
use regulatory authority to reform direct 
and indirect remuneration (DIR) with re-
spect to pharmacies under the Medicare 
Part D program.

Eight organizations representing phar-
macy’s collective voice—including NACDS, 
NCPA, and APhA—lauded the request as “an 
essential part of a regulatory and legislative 
push to remedy a problem that becomes 
more dire with each passing day.”

In the letter, HHS is urged to “revive the 
pharmacy DIR reforms included in [CMS’] 
November 30, 2018 proposed rule, ‘Mod-
ernizing Part D and Medicare Advantage 

to Lower Drug Prices and Reduce Out-of-
Pocket Expenses,’ (CMS-4180-P), and �nal-
ize them for plan year 2021.”

“CMS documented an extraordinary 
45,000 percent increase in DIR fees paid by 
pharmacies from 2010 to 2017. �is is an 
untenable trend for pharmacies and causes 
higher prices for bene�ciaries at the phar-
macy counter,” the senators wrote in the 
letter. “Moving forward with the proposed 
reforms, we urge the agency to rede�ne ‘ne-
gotiated price’ to include all pharmacy price 
concessions at the point-of-sale and estab-
lish a broader de�nition of ‘price concession’ 
to bring clarity to the true price Medicare 
pays for a Part D drug and provide �nancial 
relief to bene�ciaries, many of whom strug-
gle to a�ord their medications.”

“�is letter re�ects the strong bipartisan 
recognition that pharmacy DIR fees must be 
stopped to prevent harm to patients and to 
the pharmacies that serve them – harm that 
is egregious and escalating. �e Senate Fi-
nance Committee members stated clearly 
the importance of this issue to patients 
and to pharmacies; the concerns regarding 
Medicare Part D plan and pharmacy bene�t 

manager (PBM) practices; the economic fac-
tors that are necessary to consider when ac-
curately evaluating the importance of DIR 
fee relief; and the policies that are necessary 
to deliver true reform,” the pharmacy orga-
nizations said in a statement.

In addition to NACDS, NCPA, and 
APhA, the National Association of Spe-
cialty Pharmacy, the Food Marketing In-
stitute, the National Grocers Association, 
the National Alliance of State Pharmacy 
Associations, and American Society of 
Consultant Pharmacists signed on to the 
joint statement.

“�is is the breaking point, and there 
is no alternative but for both legislative 
and regulatory approaches to deliver a 
timely and comprehensive solution to 
change the de�nition of ‘negotiated price’ 
and to establish standardized pharmacy 
quality metrics,” the groups said. “DIR 
fee relief is absolutely essential for pa-
tients and for pharmacies now. It also 
is a necessary component of any e�ort 
to reduce patients’ out-of-pocket costs, 
to enhance transparency, and to foster 
the sustainability of Medicare.” 

Senate Finance Committee Wants Trump Action on DIR Fees

NYC Measles Outbreak Declared Over

Small doses
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Pharmacy owners, managers, and phar-
macists were among those indicted in a 
sweeping DEA sting on “pill mill” clin-
ics and pharmacies. � e actions of 41 in-
dividuals—which also include medical 
providers, clinic owners, and drug deal-

ers—resulted in the diversion of around 23 
million oxycodone, hydrocodone and ca-
risoprodol pills, said DEA in a statement. 

DEA alleges that “crew leaders” and 
“runners” allegedly � lled or had the indi-
viduals who posed as patients � ll the illegal 
prescriptions at Houston-area pharmacies. 
� e owner and pharmacist-in-charge at 
one pill mill pharmacy allegedly dispensed 
the second highest amount of oxycodone 
30 mg pills of all pharmacies in the entire 
state of Texas in 2019, and the ninth high-
est amount in the nation, DEA says.

“� is type of criminal activity is, in 
part, what is fueling the 68,500 overdose 
deaths per year across the US,” said Spe-
cial Agent in Charge Will R. Glaspy with 
DEA’s Houston Division. “� e DEA and our 
numerous law enforcement partners will 
not sit silently while drug dealers wearing 
lab coats conspire with street dealers to 
� ood our communities with over 23 mil-
lion dangerous and highly addictive pills.” 

– By Christine Blank
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Primary changes include
  A� uria Quadrivalent age indication 
expanded from � ve years and older to six 
months and older. The dose volume for 
A� uria Quadrivalent is 0.25 mL for children 
aged six through 35 months and 0.5 mL 
for everyone three years and older, the 
CDC said in its August 23 Morbidity and 
Mortality Weekly Report.

  The dose volume for Fluzone Quadrivalent 
for children six months through 35 months 
raised to at least 0.25 mL or 0.5 mL. The 
dose volume for Fluzone Quadrivalent is 0.5 
mL for everyone three years and older, the 
CDC said.

  Both inactivated in� uenza vaccine (IIV) and 
live attenuated in� uenza vaccine (LAIV) 
are options for in� uenza vaccination in 
children, with no preference, AAP said.

  Composition updates: A(H1N1)pdm09 
and A(H3N2) components of the vaccine 
are new for this season. The B strains are 
unchanged from the previous season, 
according to the AAP.

  All pediatric in� uenza vaccines will be 
quadrivalent vaccines, and no trivalent 
vaccines are expected to be available 
for children this season. The age indication 
for some pediatric vaccines has been 
expanded, AAP said. There are now four 
egg-based quadrivalent inactivated 
in� uenza vaccines (IIV4s) licensed by 
the FDA for administration to children six 
months and older, one inactivated cell-
based quadrivalent inactivated in� uenza 
vaccine (cIIV4) for children four years and 
older, and one quadrivalent live attenuated 
in� uenza vaccine (LAIV4) for children two 
years and older.

  Children six months through eight years of 
age who are receiving in� uenza vaccine for 
the � rst time or who have received only one 
dose before July 1, 2019, should receive 
two doses of in� uenza vaccine ideally by 
the end of October, and vaccines should be 
offered as soon as they become available, 
AAP said. Children needing only one dose 
of in� uenza vaccine, regardless of age, 
should also receive vaccination ideally by 
the end of October. 

– By Christine Blank

Walmart is testing a free-standing health 
clinic concept, called Walmart Health, 
which o� ers low-cost primary care, mental 
health counseling, dental care, lab tests, 
immunizations, x-rays, audiology, and 
other services.

� e cost per visit is between $59 and $99 for 
patients without insurance; Walmart Health 
also accepts several major insurance plans.

Test sites will launch in Dallas, GA, before 
expanding in the future.  

– By Christine Blank

Walmart Tests Health Clinics 

REPORT  
CDC, AAP Release New 
Childhood Flu Vaccine 
Recommendations

Pharmacists Indicted in Extensive “Pill Mill” Scheme

This type of criminal 
activity is, in part, what 
is fueling the 68,500 
overdose deaths per year 
across the US  WILL R. GLASPY, DEA

FDA granted accelerated approval to 
Lenvantinib (Lenvima, Eisai) in combi-
nation with pembrolizumab (Keytruda, 
Merck) for the treatment of patients with 
advanced endometrial carcinoma that is 
not microsatellite instability-high (MSI-
H) or mismatch repair de� cient (dMMR), 
and who have disease progression fol-
lowing prior systemic therapy but are 
not candidates for curative surgery or 
radiation. 

Project Orbis: the new, international 

partnership between the FDA’s Oncol-
ogy Center of Excellence, the Australian 
� erapeutic Good Administration, and 
Health Canada.

Goal: Increase collaboration among in-
ternational regulatory agencies that will 
allow patients to receive earlier access to 
new cancer treatment products available 
in other countries where regulatory sub-
missions may be delayed, regardless of 
whether or not the product has gained 
FDA approval. 

FDA Approves First Drug Under Project Orbis
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NCPA
2019 ANNUAL 
CONVENTION

OCTOBER 26 – 29

Community pharmacy’s future hinges on 
changing the pharmacy payment model. It’s 
necessary for your continued business success. 
Attend NCPA 2019 Annual Convention to 
discover innovative, peer-tested solutions 
designed to invigorate your practice like:

• Cash Flow, Inventory, and Your Financial Health

• Adapting the Chick-fil-A Culture to Your Business

• Let’s Get Clinical: Addressing Metabolic Disease 
Functionally

• Time is Money: Creating Time in Your Current 
Staffing Model

• Long-Term Care Best Practices

• Hemp: Positioning Yourself as the Truth Expert

• Impending Inventory Impact — Your Pharmacy 
and Requirements Under the Drug Supply Chain 
Security Act

• Care Planning: The Key to Thriving and Surviving

   Changing the Pharmacy Payment Model

Visit convention.ncpanet.org/program 
for a complete list of business education 

programs to help you thrive – rather than 

just survive – in community pharmacy.
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By Keith LoriaHow to manage stress in the pharmacy.
Prevent Burnout Prevent Burnout 
Perhaps it goes without saying, 

but working in a pharmacy is 
stressful. � e overhead noise 
that often present in pharma-

cies, the � uorescent lights, ill patients 
or ill-tempered colleagues can make 
for a very stressful work environment.

Unlike other stressful work environ-
ments, though, pharmacists are respon-
sible for the lives of the people they 
serve. Stress at work can a� ect their 
emotional and mental clarity, cogni-
tive alertness, and can make it di�  cult 
to concentrate—all of which increase 
the likelihood of accidents. A minor al-
teration in dosage or accidentally ad-
ministering the wrong medication can 
truly mean life or death for a patient. 

And not only does stress put phar-
macy patients in danger, it’s also det-
rimental to the pharmacist. It’s well 
documented that stress contributes to 
deadly health problems including (but 
not limited to): high blood pressure, 
heart disease, diabetes, and obesity. 

Why So Stressed?
Amber Cann, PharmD, has been a 
pharmacist for 19 years and currently 

practices in the Louisville, KY greater 
metro area. Over the years, she’s worked 
at a hospital pharmacy, an indepen-
dent/compounding community phar-
macy, and a big chain store pharmacy. 
� e one thing that’s been prevalent at 
all three jobs? Stress. 

“Retail pharmacy is particularly 
stressful right now. � e metrics on which 
the pharmacist performance is based 
does not relate to patient safety,” she 
says. “Major chains insist pharmacists 
� ll a quota of prescriptions per day, in 
addition to calling a quota of patients 
to remind them of re� lls, asking each 
patient to get a � u shot, administering 
� u shots to those patients who agree 
and completing paperwork related to 
inventory and controlled substances.”

A problem, Cann says, is chains ad-
vertise to patients that prescriptions 
can be done in 15 minutes or less, when 
that isn’t a reasonable time when there 
are many prescriptions in the queue 
and vaccinations to administer. Plus, 
many are dealing with physicians who 
incorrectly write prescriptions, which 
requires the pharmacist to call to get 
clari� cation.  

“Patients get angry at—and some-
times even physically threaten—phar-
macists when their prescriptions are 
delayed due to things out of the phar-
macist’s control, such as insurance prior 
authorizations and incomplete prescrip-
tions,” Cann says. “As pharmacist hours 
are cut, the job doesn’t provide the � -
nancial security it once did.”

While working in retail pharmacy, 
she was threatened several times by 
patients, including one who entered 
the pharmacy and grabbed her by the 
lapel of her lab coat and another who 
waited until the pharmacy closed and 
followed her to her car.  

“On several occasions, I was spat on 
by patients, and had objects thrown at 
me,” Cann says. “On countless occasions, 
I was called vulgar names and insulted 
by patients. � ese are the sort of work-
ing conditions faced daily by many phar-
macists I know personally, too. Is it any 
wonder pharmacist stress and burnout 
are at an all-time high?”

The Roads to Stress
Hussein El-Khatib, PharmD pharmacist 
and owner, Toledo Family Pharmacy in D
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Prevent Burnout

Toledo, OH, says the pharmacy business 
is a stressful job for the sole fact that 
pharmacists are dealing with patients’ 
lives and the margin for error should 
be zero, but that’s virtually impossible.

“Mistakes will happen sooner or later, 
and you only want to hope that you don’t 
make a deadly mistake,” he says. “For the 
past 10 ten years, I’ve been �lling on av-
erage about 100,000 prescriptions per 
year—that’s a million prescriptions. So, 
if the margin of error is 0.0001%, that’s 
10 prescriptions every year you’re mak-
ing a mistake and that mistake could re-
sult in a deadly scenario.”

�e majority of stress in an indepen-
dent pharmacy, he says, comes mainly 
from three di�erent sources: �e �rst 
is business related; running an inde-
pendent business is a challenge by it-
self, let alone running an independent 
pharmacy in the age of low reimburse-
ments and Direct and Indirect Remu-
neration (DIR) fees. 

“One of the biggest stressors for a 
pharmacy owner is cash �ow and prof-
itability, which is the only way a phar-
macy door can stay open,” El-Khatib 
says. “With what’s going on in the indus-
try right now, you have to innovate, in-
vest in the future and adapt to the new 
model of care that is being put together 
by the CMS.”

The second obstacle is effective 
patient communication. While inde-
pendent pharmacy patients are very 
pleasant for the most part, and you 
can build a great rapport with them, El-
Khatib says they can get upset for a lot 
of reasons that normally have nothing 
to do with the pharmacy. 

For example, a medication may not 
be covered by insurance, covered with 
high co-pay, needs a prior authorization 
or early �lls, or any other of a host of fac-
tors outside of a pharmacy’s control. 

“Patients may not understand the 
rules and regulations surrounding con-
trolled versus non-controlled substances 
or why we can’t �ll a cash prescription 
when it was just �lled a week ago,” he 

says. “Complaints and competition can 
cause patients to seek to transfer out of 
your pharmacy.”

�e third obstacle is �nding good 
technicians. Quality and experienced 
techs are very hard to �nd and train. 

“If you own a long-term care phar-
macy and pick up a huge account, you 
can go from �lling zero prescriptions 
to 5,000-7,000 that need blister pack-
aging on a monthly basis, in a matter 
of a week,” El-Khatib says. “You can’t 
let such opportunities pass by and if 
you can’t �nd good sta� or if you didn’t 
prepare beforehand to train someone, 
then you might experience di�culties 
that cause stress.”

Inna Lukyanovsky, PharmD, started 
her career in the early ’90s working in a 
family pharmacy, and she’s worked for a 
big retail chain in Brooklyn, NY for more 
than 20 years.

She says a lot of stressful situations 
fall on the shoulders of retail pharma-
cists, such as the hours pharmacists 
put in, the lack of opportunity to take 
bathroom breaks, angry customers, pa-
perwork, deadlines, unpredictable pre-
scription �ow, insu�cient amount of 
help like techs and cashiers, poor work-
ing locations that lack natural light, and 
many more.

“Being a pharmacist carries tremen-
dous responsibility as a professional,” 
she says. “Your job is not only to dis-
pense, but to clinically assess if the 
medication is not therapeutically du-
plicated, there are no interactions, no 
mistakes with the doses, no allergies to 
the class of drugs, no contraindications 
for the drug, no underdosing, no over-
dosing, vaccination administration, and 
so much more. �at’s a lot of weight.”

Finding Help
Over the years, Cann has de-stressed 
with other pharmacists on days off, 
getting together to vent about expec-
tations, share stories, provide and re-
ceive support. She belongs to a number 
of pharmacist-only Facebook groups 

where information and support is shared 
and also attends professional meetings 
where she can network with other phar-
macists and other employers.

During the time when Cann worked 
the longest hours in retail pharmacy—
as much as 14 hours a day, 5 to 7 days a 
week—she sought the help of a thera-
pist to work through issues with work 
stress and to learn ways to di�use dif-
�cult situations at work. 

“I once took an online course in con-
�ict management to better deal with 

“Retail pharmacy is particularly  
stressful right now.” AMBER CANN, PHARMD

Why has your stress level  
at work increased?  
(select all that apply)

Increased work volume 78%

Inadequate staff support 70%

Increased paperwork 45%

Lack of training and education 15% 

Other 17%

Negative workplace environment 38%
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coworkers who behave in unprofessional 
ways and with patients who escalate sit-
uations,” she says. “Good communica-
tion among pharmacy sta� members 
helps the work�ow run smoothly. Ex-
ercise is a must to release tension and 
help counter those long hours at work.”

What has worked for El-Khatib to re-
lieve stress has been creating opportu-
nities to gain more business and attract 

more customers, and manage inventory 
and cash �ow. He has also made an ef-
fort to build banking relationships in 
order to be able to increase business 
credit when cash �ow is needed, so that 
lines of credit or loans can be taken out. 

Over the years, Lukyanovsky has tried 
many avenues to relieve stress and keep 
job burnout from creeping in.

“Mindset, meditation, planning, and 
preparing all worked for me. I would 
mediate at night for an easy �ow and 
good energy day the next shift. I would 
envision the �ow of my next day, being 
smooth and steady” she says. “I would 
intend for a good day the morning of the 
shift, listen to positive a�rmations and 
start the day right. Also, giving compli-
ments or saying nice things to your cus-
tomers before they even say something 
can work even for your meanest client.”

Lukyanovsky learned many of those 
options through self-help books and 
coaches. 

“I was sick at some point so my func-
tional medicine practitioner taught me 
his method of how to resolve physical 
stress through functional medicine and 
I was so impressed that I started help-
ing others, even fellow pharmacists to 
help them resolve their physical stress,” 
she says. “I also worked with a hypno-
therapist and she also helped me tre-
mendously dealing with work related 
stress, understanding and assessing 
stressful situation and resolve it instead 
of fuming.”

Advice from Stress Experts
Andrew Alexander, a stress-manage-
ment consultant, explains at the most 
basic level, stress is a collection of emo-
tions building up within the body and 
when the emotions build up too much, 
they need a way to channel them out in 
order to release them.

“Di�erent people do di�erent relax-
ing techniques,” he says. “An example 
is some form of exercise or other phys-
ical activity (basketball, tennis, cardio 
kickboxing, etc.). Anything that allows 

you to channel this energy into some-
thing outside you. Journaling, writing, 
art, and creativity are ways other peo-
ple do it. It’s a matter of what works 
best for you.”

For pharmacists, he recommends 
that when stress builds up, take a quick 
walk around the outside of the store to 
get a change of scenery. Even a little 
break, he says, can help reset someone’s 
emotions when they build up during 
work.

Meditation is another thing that can 
help, but most people have an extraor-
dinarily hard time meditating alone in 
complete silence. Instead, a pharma-
cist can opt for a meditation app or a 
YouTube-guided meditation that will 
lull them into a calmer state of mind.

As with anything overwhelming in 
life, it’s important to create a list of pri-
orities in order to avoid burnout. �is 
can be even more relevant for pharma-
cists, where pressure is high and stress-
ful situations are a daily occurrence. 

Adina Mahalli, a certified men-
tal health consultant and family 
care specialist with Maple Holistics, 
Farmingdale, NY, says a great thing for 
pharmacists to do is create a chart that 
outlines the importance and urgency of 
tasks. �is can give you a sense of pur-
pose and a place to begin when it comes 
to dealing with a heavy workload. 

“�is organization can go a long way 
in not only mitigating stress but pro-
viding you with a sense of accomplish-
ment as tasks are completed,” she says. 

An important step in mitigating 
stress is breathing. �ough it may feel 
like the pharmacy will go up in �ames 
if you take a �ve-minute break, taking 
a time-out for some deep breaths can 
help to reduce burnout and increase 
productivity. 

“Deep breathing activates your para-
sympathetic nervous system which 
helps with stress reduction and im-
proves focus,” Mahalli says. “�is means 
you can get back to your task feeling re-
laxed and focused.” 
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What are your reasons for 
considering a job change? 
(select all that apply)

Dissatis�ed with current job 59%

Professional advancement 29%

Job security 28%

Other 28%

Income 26%

Geographic location 17%
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Pharmacists Embrace  
New Technologies

Technology use in healthcare 
is growing with the increased 
use of electronic health re-
cords and health informatics, 

and pharmacy is no exception. Phar-
macists should embrace the innova-
tions technology can o�er in order to 
enhance patient engagement, improve 
work�ows, increase patient safety, and 
simplify communication. 

Automation and  
Patient Engagement
One of the biggest challenges consum-
ers face is incorporating complex and 
multiple medication regimens into their 
daily lives. “It’s important to design 
behavioral and therapeutic interven-
tions that engage patients throughout 
their journey from their �rst prescrip-
tion �ll through re�ll,” says Omri Shor, 
co-founder and chief executive o�cer, 
Medisafe, a medication management 
platform. Today, various platforms assist 
with dosing, how to take speci�c med-
ications such as injections, and how to 
mitigate adverse e�ects. 

For example, Shor recommends de-
signing interventions for selective se-
rotonin reuptake inhibitor patients in 
the beginning of treatment that rein-
force adherence, since patients may not 
initially feel a medication’s e�ects be-
cause it takes time to titrate. Interven-
tions might include digital messages, 
reminders, or even surveys through 
the company’s app to understand a pa-
tient’s needs. Equally important is ed-
ucational content about medication 

applications, such as how to properly 
inject medications, connections to care 
support, and condition-related measure-
ment trackers.

Another technology gaining popu-
larity is the central �ll automation ma-
chine, which can �ll medicines in high 
volumes in lieu of a technician or phar-
macist, says Elizabeth Unni, PhD, MBA, 
BPharm, chair and associate professor, 
Social, Behavioral, and Administrative 
Sciences, Touro College of Pharmacy, 
New York. 

Central �ll automation machines are 
especially bene�cial for medication re-
�lls: Based on the �rst �ll of a medica-
tion, subsequent �lls are automatically 
�lled for veri�cation and dispensing. In 
addition to lowering operating costs and 
reducing dispensation errors, this can 
save signi�cant time for pharmacists, 
allowing them to work on more clini-
cal aspects of medication dispensing, 
such as patient counseling or medica-
tion therapy review. 

Automation isn’t only for pharma-
cists, however. Machines can now dis-
pense medicines for patients, similar to 
vending machines. Instead of waiting 
at the pharmacy window for a techni-
cian or pharmacist to hand over a bag 
of medicine, a patient can access a ma-
chine inside the pharmacy, Unni says. 
Pharmacy personnel scan and load �lled 
medicine bags into the machine. 

If a patient is interested in using the 
machine, they are registered within the 
pharmacy and given a unique pin num-
ber to access their medication bag and 

pay electronically for their medicine. 
Before receiving their medication, a 
patient must accept or decline coun-
seling by the pharmacist. If counseling 
is requested, the patient can pick up a 
phone located on the machine and be 
connected to a pharmacist. “�ese ma-
chines can make prescription dispens-
ing windows less crowded and allow 
patients to pick up their medications 
at their own convenience, as long as the 
store is open, even when a pharmacy is 
closed,” Unni says. 

In a hospital setting, automated dis-
pensing cabinets are used to increase 
work�ow e�ciencies and patient safety, 
Unni says. Unit dose medicines are pre-
pared and stored in these cabinets, 
which a nurse can access after a phar-
macist veri�es the prescription order 
entered by a physician. 

AI Technologies
Pharmacies are using the large amount 
of data they generate in a variety of ways. 
The current pharmacy management 
systems used through pharmacy ben-
e�t managers have information about 
each patient’s prescriptions and pre-
scription pick-up habits, Unni says. Sev-
eral health insurance companies use this 
data to �ag patients who haven’t picked 
up their medicine in recent months—
an indication of medication non-adher-
ence. �is provides an opportunity for 
the pharmacist to either call or speak 
with the patient about the necessity of 
taking their medicine as prescribed.

Additionally, some pharmacies and 

The technologies making an impact on pharmacy. By Karen Appold
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health insurance companies are using big data to predict 
the risk of medication non-adherence, Unni says. �is 
medication adherence prediction model is based on sev-
eral variables, such as patient demographics, the num-
ber of medications a patient takes, out-of-pocket costs 
for medications, and past re�ll habits. When a patient is 
identi�ed as high-risk for medication non-adherence, a 
pharmacist provides them with additional counseling to 
reduce the possibility of non-adherence. �ey focus on ed-
ucating the patient about the importance of adherence, 
the need for the medicine, what to expect for treatment 
outcomes and side e�ects, cost concerns, and so forth. 

In clinical pharmacies, in collaboration with physi-
cians, big data is now used to develop algorithms to pre-
dict treatment outcomes or medication errors. Based on 
past outcomes and medication errors with various patient 
and condition characteristics such as age, gender, dura-
tion of disease, and severity of disease, risk models are 
developed to determine treatment outcomes and medi-
cation errors, Unni says. 

Medisafe’s AI technologies are based o� of machine 
learning analyzing more than 2 billion managed doses. 
�e company leverages this data to identify persona types 
based o� of behaviors such as reasons for non-adherent 
behavior, demographics, digital pro�les, and therapeutic 
needs. “Once patients match persona types, then the power 
of AI guides patients through their personalized journey 
in their medication management needs,” Shor says. For 
example, periodic surveys or interventions check in with 
patients to assess their progress. If needed, persona-based 
management designs will change to meet patient’s needs.

Pharmacists are also using AI to monitor and prevent 
opioid abuse. “Incorporating AI can remove some of the 
burden from healthcare providers and improve patient 
safety,” says Rachael Fisher, PharmD, senior clinical im-
plementation analyst, Wolters Kluwer, Health, which 
provides evidence-based health information and technol-
ogy. Nationwide databases and prescription history can 
be used alongside AI to identify patients at risk for opi-
oid misuse or patients who are doctor shopping, which 
could be an indicator that they are obtaining multiple 
controlled substance prescriptions illegally. Also, AI can 
identify physicians who overprescribe opioids, so educa-
tion can be recommended.

Many state-speci�c laws have been created in response 
to the epidemic. “Pharmacists can use AI to assess com-
pliance of local laws in addition to national recommen-
dations from organizations such as CMS and CDC,” Fisher 
says. “�e environment is ever changing; AI can help pro-
viders be more vigilant, e�ective, and improve overall opi-
oid monitoring and safety.” 

FUTURE TECHNOLOGIES
Looking ahead, technologies will continue to transform 
the pharmacy industry in positive ways. 

Fisher expects pharmacy dispensing to become more 
automated in the next decade. With electronic prescribing 
becoming the norm, pharmacists will no longer need 
to manually interpret prescription data or enter it. “As 
dispensing machines and systems become smarter, the 
whole process will be mostly automated with minimal 
clinical oversight,” she says. 

This will force pharmacists to evolve. They will need to 
embrace their place in clinical roles, such as medication 
therapy management programs, patient education, or 
health information technology. “Pharmacists can make a 
huge impact on drug costs and patient education, which 
impacts overall compliance and healthcare outcomes,” 
Fisher says. As technology evolves, programs will accurately 
target the most needy and costly patients.

On another front, Benjamin M. Bluml, RPh, senior vice 
president, Research and Innovation, American Pharmacists 
Association Foundation, which is focused on patient-
centered, team-based care, has predicted that through new 
technology innovations medications will be customized to 
an individual patient’s genome, health status, and point-of-
care needs via 3D printing. This may even include all-in-one 
pills for some patients. 

The supporting technologies for this revolution are 
already in place. Hard work from clinicians on data 
aggregation and standards that support individualized 
care is ongoing through the Clinical Pharmacogenetics 
Implementation Consortium (CPIC), Bluml says. Technology 
companies are also working on innovations that will 
increase the variety of medications available for 3D printing. 
“The challenges for moving this innovation to scale are 
signi�cant, but the combination of human and arti�cial 
intelligence at the point-of-care will undoubtedly contribute 
to its eventual reality,” he says.

Finally, with many grocery stores containing pharmacies 
and with a focus toward lifestyle management for chronic 
disease conditions, a new technology that could emerge in 
the next decade is linking an individual’s shopping habits to 
their prescriptions. “By using store loyalty cards, consumer 
shopping habits can be captured, which can be connected 
to their prescriptions for point-of-buying suggestions,” 
says Unni. For example, if a patient has a prescription for 
cholesterol-lowering medicines and is buying red meat, 
the technology (in the form of a mobile app) could inform 
the individual about red meat’s fat and calorie content and 
could make recommendations about the appropriate use of 
that food, even including healthy recipes.
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New Pneumonia Drug  
Could Be Game-Changer

Use hand sanitizers, cover your 
mouth, wash your hands, 
wear a mask—the byword 
messages of public health 

agencies are upon us once again as tem-
peratures drop. In an era of increasingly 
drug-resistant pathogens, widespread 
e�orts to prevent the spread of infec-
tious disease are laudable.

Nonetheless, providers who treat 
severe respiratory illness say it is par-
ticularly troublesome for older people 
whose bout with in�uenza often results 
in community-acquired bacterial pneu-
monia (CABP). Depending on the bac-
terial strain, resistance is widespread, 
making the infection a tough contender 
to cure at any age—but especially in 
older people. 

�is season, however, providers will 
have a new and better choice for the 
treatment of CABP, a disease whose risk 
not only increases with age but is a sig-
ni�cant burden of illness for about 5 mil-
lion people in the U.S. each year. A study 
of claims data from nearly 2 million in-
dividuals 65 years and older enrolled in 
a Medicare Advantage Plan found that, 
in 2015, the CABP-related hospitaliza-
tions incurred medical costs in excess 
of $18,000 with an average length of stay 
of 5.6 days.

In August, the FDA approved XEN-
LETA (lefamulin, Nabriva �erapeutics 
plc), a new antibiotic that is forecast to 
have a signi�cant impact on patients 
with CABP and is hailed as a signi�cant 
breakthrough for the treatment of anti-
biotic-resistant disease. 

Nabriva’s chief commercial offi-
cer (CCO), Francesco Maria Lavino, 
PharmD, reports, “�is is tremendously 

exciting as not only is XENLETA a new 
molecule, it is a new molecule in a 
brand-new class of IV and oral anti-in-
fective drugs, and this has not happened 
in almost 20 years. And, it is also the �rst 
new-class antibiotic that has been ap-
proved in both oral and IV form which 
is very important because it gives phy-
sicians wider treatment options.”

XENLETA is available for oral (600 
mg every 12 hours) and intravenous 
(150 mg every 12 hours) administration 
with a short 5-to-7 day course of therapy. 

He explains the unique mechanism 
of action of this novel molecule—le-
famulin.

“�e drug inhibits the bacterial pro-
tein synthesis by binding the 50S ri-
bosomal subunits through multiple 
interactions, and it is in the way it binds 
to the ribosomal site that is di�erent 
from any other antibiotic. �is results 
in a low risk of developing resistance 
to XENLETA as well as a low risk of de-
veloping resistance to older antibiotic 
classes such as the beta-lactams, �uo-
roquinolone, macrolide, and tetracy-
cline antibiotic classes.

“When you have multiple binding sites 
it becomes more di�cult for the bacteria 
to mutate to prevent the antibiotic from 
working and at the same time, retain 
its �tness and ability to replicate. Over-
coming drug resistance is a function of 
inhibiting bacteria that have created al-
ready-created mechanisms to resistance 
to other drugs. By inhibiting the bacte-
ria with this type of interaction, which 
is the hallmark of this new molecule, 
we achieve both e�ective treatment out-
comes and overcome propensity toward 
resistance at the same time.” 

�e recent Antimicrobial Agents and 
Chemotherapy article reported on the 
e�cacy of lefamulin as the �rst semi-
synthetic pleuromutilin antibacterial 
for intravenous and oral treatment of 
community-acquired bacterial pneumo-
nia. Results from the 2015-1016 SENTRY 
Antimicrobial Surveillance Program 
state that XENLETA (lefamulin injec-
tion, tablets) was highly active against 
the most common pathogens in pneu-
monia—including strains that are mul-
tidrug resistant. 

New Antibiotics Needed
Julio A. Ramirez, MD, professor of med-
icine, and chief, Division of Infectious 
Diseases at the University of Louisville 
underscores the need for a new class of 
antibiotics that �ght resistance. 

“�e bacteria that have caused CABP 
have remained the same, but each one 

Why a new treatment to combat drug-resistance matters. By Barbara Hesselgrave

Lefamulin shows  
ef�cacy against multidrug 
resistant strains:

  Streptococcus pneumoniae 

  Staphylococcus aureus  

  Haemophilus in�uenzae

  Legionnella pneumophila

  Mycoplasma pneumoniae 

  Chlamydophila pneumoniae

Source: Antimicrobial Agents and Chemotherapy
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of these bacteria have developed the 
capacity to �ght against the antibiot-
ics that we regularly use to treat pneu-
monia.”

He says the bacteria that cause pneu-
monia typically classi�ed as either typ-
ical or atypical pathogens. 

“To treat these two groups of bacte-
ria in hospitalized patients, sometimes 
we use two di�erent classes of antibiot-
ics. �e advantage of XENLETA is that 
we can treat these two types of bacte-
ria with a single antibiotic.  Once pa-
tients are hospitalized with CABP, we 
can start IV XENLETA as a single anti-
biotic therapy; once patients improve, 
we can use the same antibiotic in an 
oral formulation and achieve an early 
hospital discharge.”

Ramirez says the launch of XENLETA 
is very important as it o�ers a new class 
of antibiotic with documented clinical 
e�cacy in patients with CABP.

“This is a very common infection 
and is considered one of the primary 
infection-related causes of death in the 
U.S.,” he says.

Lavino underscores this importance 
for new options, saying the drug is “going 
to be an ideal choice for CABP patients 
and will give providers a well-tolerated 
and e�ective option, particularly consid-
ering that 30% to 60% of S. pneumoniae 
are reported to be macrolide resistant.”

From a clinical perspective, he says 
physicians can o�er patients who show 
up to the ER an opportunity to initiate 
therapy with an oral medication and 
prevent hospitalization if their condi-
tion does not warrant admission.

“Even if they are admitted for a day 
or two, they can start on the IV XEN-
LETA and then go home and continue 
on the oral therapy. Many times, physi-
cians will admit patients, but they know 
that macrolide treatment has resistance 
and while the e�cacy of broad-spec-
trum �uoroquinolones on CABP are ex-
cellent, there are many boxed warnings 
that often deter a physician’s use of this 
drug.” Lavino adds that this continuity 

of treatment—the same drug from hos-
pital to home—is important. 

Philip Giordano, MD, FACEP, vice 
chairman of Orlando Regional Medi-
cal Center Department of Emergency 
Medicine says he is “very excited to have 
XENLETA added to our pneumonia ar-
mamentarium.” �e

�e drug, Giordano says, is particu-
larly exciting because it plays into the 
trend of moving patients into outpa-
tient management as much as possi-
ble. “Outpatient management reduces 
costs, increases patient satisfaction, 
and avoids exposing patients to noso-
comial infections.”

“Currently, many patients with CABP 
are admitted to the hospital solely 
because of the lack of con�dence in 
currently available oral agents. �e in-
troduction of a new antibiotic with po-
tency, ease of use, and a safety pro�le 
that clinicians can be con�dent in will 
increase the opportunities for outpatient 
management,” Giordano says. 

One study, Lavino says that LEAP 2, 
showed that in just �ve days of mono-
therapy XENLETA’s effectiveness for 
CABP is the same as seven days of mox-
ifoxicin.

“Along with the appropriate spec-
trum of coverage for the right bugs, 
this is another important principle of 
stewardship, to treat in the shortest 
duration to be e�ective,” says Lavino. 
“So you can send more patients home 
and prevent hospitalizations and the 
costs incurred, as well as the stress and 
risk of that event upon the patient.” He 
adds that the current median length of 
a CABP-related hospital stay is three to 
four days and that direct costs of pneu-
monia is estimated to be approximately 
$17 billion in the U.S.

He reports that Nabriva “initiated a 
lot of pre-work to the launch by pro�l-
ing the main accounts and the managed 
care team has been engaging payers to 
accelerate coverage. XENLETA is cov-
ered by Medicare for inpatient use and 
most commercial plans follow that lead 

since most hospitalizations are treated 
under a DRG single payment system and 
in the next few months we expect the 
majority of commercial plans to review 
and approve the drug.” 

The company says the wholesale 
acquisition (WAC) price is $205 per IV 
treatment day and $275 per oral patient 
treatment day.

However, adopting a new therapy 
often poses reimbursement challenges 
to the system and Giordano says, “Dif-
ferences in the way hospitals add to 
their formularies can a�ect the adop-
tion of a new intravenous drug. When 
an oral form is available in the case of 
XENLETA, adoption is not formulary 
dependent and can begin immediately 
by ED physicians, internists, and pulm-
onologists for their pneumonia or even 
suspected pneumonia patients.”

Contraindications include patients 
with known hypersensitivity to XEN-
LETA or pleuromutilin and XENLETA 
tablets are contraindicated for use with 
CYP3A4 substrates that prolong the QT 
interval. Warnings and cautions state 
that the drug has the potential to pro-
long the QT interval and should not be 
used in patients with known QT pro-
longation, ventricular arrhythmias, or 
who are taking drugs that may prolong 
the QT interval. 

“CYP3A is a route of metabolizing the 
drug, and other drugs share that same 
metabolism,” Lavino explains. “So you 
can be taking an inducer which would 
render XENLETA less e�ective, or you 
could be taking an inhibitor, in which 
case you have more drug in the blood. 
�e label is clear on warning against 
concomitant use of inducers or inhibi-
tors of this metabolic pathway”

�e FDA granted approval of both the 
oral and IV form of XENLETA via their 
Quali�ed Infectious Disease Product 
(QIDP) and Fast Track designations. �e 
QIDP guidance is designed to encour-
age the development of new antibiotics 
to address the growing microbial resis-
tance problems in treating disease.  
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Managing Autoimmune Diseases  

Celiac disease, lupus, and the pharmacist. 

By Jennifer Gershman, PharmD, CPh, contributing writer

There are over 80 di�erent 
autoimmune diseases that 
impact the some 50 million 
Americans who live with 
one of those diseases. �e 

causes of many autoimmune diseases 
are unknown, but genetics, infections, 
and the environment may play a part. 
Unfortunately, there is generally no 
cure for autoimmune diseases; how-
ever, there are medications and lifestyle 
modi�cations that can help to manage 
the conditions. Pharmacists can play an 
important role through an interdisci-
plinary approach in managing patients 
with autoimmune diseases. �is article 
will focus on two common autoimmune 
diseases and what pharmacists need to 
know about them: celiac disease and 
systemic lupus erythematosus (SLE). 

Celiac Disease Management,  
Counseling Points, and  
Treatments on the Horizon
Celiac disease is an immune reaction, in 
the form of gastrointestinal (GI) symp-
toms, to eating gluten. �ere are di�er-
ent theories regarding the cause of celiac 
disease, which include genetics, GI in-
fections, and stress; however, the exact 
cause is unknown. Approximately 1 in 
100 individuals are diagnosed with ce-
liac disease globally, and about 2.5 mil-
lion Americans are undiagnosed, which 
can ultimately lead to long-term com-
plications. 

GI symptoms may include: diarrhea, 
weight loss, bloating and gas, abdomi-
nal pain, nausea and vomiting, and con-
stipation. Celiac disease can also cause 
various non-GI symptoms, including: 
anemia, osteoporosis, skin rash, mouth 
ulcers, headaches, fatigue, nervous sys-
tem problems, joint pain, and altered 
spleen function. Serology and genetic 
blood testing along with an endoscopy 
can help to diagnose celiac disease.

�e gold standard for managing ce-
liac disease is adhering to a gluten-free 
diet, as chronic in�ammation can cause 
damage to the inner lining of the small 
intestine. Gluten is a protein found in 
wheat, barley, and rye. Additionally, the 
FDA speci�es that food carrying “glu-
ten-free” labels must contain less than 
20 parts per million of gluten. How-
ever, even trace amounts of gluten can 
cause GI issues. 

Pharmacists can play an important 
role in guiding patients to select ap-
propriate gluten-free foods and med-
ications. Educate patients to always 
read product packaging to ensure they 
are labeled as gluten-free or have no 
gluten-containing ingredients (Table). 
Patients may have questions about 
whether their medications contain glu-
ten. Most drug products contain glu-
ten-free starches (e.g., corn, potato, rice). 

Medications won’t usually adver-
tise the word gluten, so it’s important 
to focus on the ingredients which can 

be found through the product informa-
tion on sites such as DailyMed, Gluten 
Free Drugs, or Pillbox. �e drug manu-
facturer can also be contacted for addi-
tional information. If gluten is contained 
in an oral drug product, the amount is 
generally less than 0.5 mg per unit dose, 
which is considered less than a serving 
of gluten-free food. 

Patients with celiac disease may re-
quire vitamin and mineral supplements 
(e.g., iron) if anemia or other nutritional 
de�ciencies occur. Medications may be 
used to alleviate in�ammation, which 
include steroids (e.g., budesonide) and 
immunosuppressive drugs (e.g., azathi-
oprine). Dapsone may be used to treat 
the skin rash dermatitis herpetiformis, 
which can occur in patients with ce-
liac disease. Pharmacists can educate 
patients that frequent blood tests are 
needed while receiving treatment with 
dapsone and immunosuppressive med-
ications to monitor for adverse e�ects. 

According to a study published in the 
Journal of Pediatrics, use of text mes-
saging was an e�ective intervention to 
improve patients’ quality of life, ability 
to manage their condition, work with 
healthcare providers, and prevent dis-
ease exacerbation. �is may o�er an ef-
fective technique for pharmacists and 
other members of the healthcare team 
to monitor diet adherence in patients 
with celiac disease. 

�ere are currently no FDA-approved 

The Pharmacist’s Role 
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medication treatments for celiac dis-
ease. However, there is a promising drug 
in the pipeline, larazotide acetate, that 
has received fast track designation and 
belongs to a new class of drugs known 
as tight junction regulators. Larazotide 
works by decreasing in� ammation in 
the intestine triggered by gluten, and 
it is currently in a phase 3 trial that is 
expected to enroll about 600 patients.

SLE Management 
and Pipeline Drugs
According to the Lupus Foundation of Amer-
ica, approximately 5 million people globally 
are a� ected by lupus and about 16,000 new 
cases are reported annually. Lupus occurs 
when the body’s immune system attacks 
the tissues and organs, which can a� ect 
various body systems. Diagnosis is deter-
mined through a multifaceted approach 
with the combination of blood and urine 
tests, signs and symptoms, and physical 
examination. Symptoms generally include 
fatigue, fever, joint pain, photosensitiv-
ity, and a butter� y-shaped rash. Systemic 
lupus erythematosus (SLE) is the most 
common form of the four types of lupus.

According to a study published in Ar-
thritis Research & � erapy, transitional 
care improved self-care and quality of 
life in SLE patients and reduced hos-
pital readmissions. Pharmacists can 
play an important role in managing 
chronic medications for patients with 
SLE. NSAIDs, such as naproxen and 
ibuprofen, may be used for pain and 
swelling associated with SLE. Counsel-
ing points include an increased risk of 
cardiovascular and kidney adverse ef-
fects as well as stomach ulcers, which 
can occur even on short-term therapy 
with NSAIDs. 

Hydroxychloroquine, the antima-
larial drug, is commonly prescribed to 
decrease lupus � ares. Side e� ects may 
include GI issues and damage to the ret-
ina, so it should be taken with food and 
patients should see an ophthalmologist 
prior to starting hydroxychloroquine. 

Corticosteroids (e.g., prednisone) may 

be used to reduce in� ammation, and ad-
verse e� ects may include weight gain, 
osteoporosis, hypertension, diabetes, 
glaucoma, and increased risk of infec-
tion. Immunosuppressants such as aza-
thioprine and mycophenolate mofetil 
are also used for severe SLE cases, and 
potential adverse e� ects may include 
infection risk, liver damage, decreased 
fertility, and an increased risk of cancer. 

� e biologic belimumab (Benlysta)
was approved in 2011 for SLE in adults 
and received approval April 2019 as the 
� rst treatment for SLE in pediatric pa-
tients. � e most common side e� ects 
associated with Benlysta include nau-
sea, diarrhea, fever, and infusion reac-
tions. Pharmacists should recommend 
that patients receive an antihistamine 
prior to Benlysta infusions to prevent 
a reaction. 

Adrijana Kekic, PharmD, BCACP, 
Pharmacogenomics Pharmacist at the 

Mayo Clinic College of 
Medicine and Science, 
Phoenix, AZ, uses phar-
macogenomics testing 
when making medica-
tion recommendations 
for patients with SLE 

with a personalized medicine approach. 
One example Kekic provided was thio-
purine methyltransferase (TPMT) geno-
typing prior to initiating treatment with 
azathioprine, which facilitates identify-
ing patients who are at increased risk 
for toxicity. Kekic also provides coun-
seling tips as part of her patient con-
sultations. “I recommend exercise and 
stress reduction for my SLE patients,” 
says Kekic, which can help improve en-
ergy and decrease lupus � ares.

� ere are various drugs in the pipe-
line for SLE in phase 3 clinical trials, ac-
cording to Kekic. Baricitinib (Olumiant) 
is FDA approved for rheumatoid arthri-
tis and has been granted fast track sta-
tus for the treatment of SLE. 

One promising therapy rigerimod 
(Lupuzor), a novel biologic, failed to 
meet the primary endpoint in a phase 
3 study based on clinical trial results re-
ported in 2018. However, rigerimod met 
the primary objective of the open label 
extension study evaluating the safety 
and tolerability of the drug in patients 
with SLE, demonstrating no serious ad-
verse e� ects in 62 patients. However, fur-
ther studies are necessary with a larger 
number of study participants to deter-
mine the rigerimod’s fate. 

AUTOIMMUNE

Packaged Foods that 
may contain gluten  

Soup

Candy

 Gravies

Rice mixes

Processed lunch meats

Cereals, pasta, baked goods

 Salad dressings and sauces

Beers, lagers, ales, 
malt vinegar

Seasoned snack foods 
(e.g., tortilla and potato chips)

Kekic
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Pharmacists are well-posi-
tioned in the community 
to help educate patients 
and prevent new HIV in-
fections; new state laws al-
lowing pharmacies to set 

up pre-exposure prophylaxis (PrEP) clin-
ics will determine the size of their role. 

PrEP o�ers an e�ective means of pro-
tection for individuals testing negative 
for HIV; the FDA has approved the drug 
combination of 300 mg tenofovir and 200 
mg emtricitabine sold under the name 
Truvada by Gilead Sciences. Emtricit-
abine 200 mg and tenofovir alafenamide 
25 mg tablets are also under consider-
ation by the FDA.

�e list price of Truvada is $1,758 per 
month when taken daily; however, an-
other alternative being proposed is the 
“2-1-1” approach. Instead of a daily pill 
taken inde�nitely, an individual would 
take just 4 pills (2 pills within 2 to 24 
hours before sex and 1 pill on day 2 and 
1 pill on day 3). It is theorized that this 
type of PrEP regimen may be more con-
venient, cheaper, and elicit fewer side ef-
fects. So far, it reportedly has only been 
tested in men having sex with men and 
it has not been tested in women. 

PrEP plays an important role in ad-
dressing the HIV epidemic, says Lind-
sey Dawson, associate director of HIV 
Policy at the Kaiser Family Foundation, 
Washington, DC. When taken daily, 
it reduces the risk of HIV acquisition 
through sex by about 99%. Dawson 
says for this reason it is included in the 
federal government’s plan to “End the 
HIV Epidemic.” However, only an esti-
mated 10% to 20% of individuals in the 
U.S. who have an indication for PrEP 

have received a prescription. “Dispari-
ties are signi�cant, particularly among 
African Americans and Latinos, as well 
as among people living in the south. To 
the extent that PrEP provision in the 
pharmacy setting increases PrEP up-
take and improves adherence, this could 
play a meaningful role in reducing new 
HIV infections,” says Dawson.

Paul Weidle, PharmD, MPH, a senior 
epidemiologist at the CDC’s Division 
of HIV/AIDS Prevention, Atlanta, GA, 
says the CDC is currently looking into 
ways pharmacists can support “Ending 
the HIV Epidemic”, including e�orts to 
increase PrEP uptake. “�ere are very 
encouraging examples of where phar-
macists have addressed challenges to be 
able to provide support for PrEP delivery, 
either directly as providers or under col-
laborative practice agreements. �ese 
challenges must be addressed more fully 
in order for pharmacists to develop and 
implement strategies that will improve 
PrEP uptake,” Weidle tells Drug Topics.

“It is hard to say how many pharma-
cists will begin prescribing PrEP, either 
by running speci�c PrEP clinics or of-
fering PrEP in pharmacies with existing 
co-located clinical facilities,” Dawson 
says. “O�ering PrEP in pharmacy set-
tings could increase patients’ ability to 
access this highly e�ective preventive 
medication.” 

Addressing Barriers
Dawson says PrEP uptake is relatively 
low among certain groups, including 
gay and bisexual African American men; 
diversifying the locations and types of 
providers o�ering PrEP could be one 
way to address some of the existing 

barriers. “Pharmacists with the appro-
priate clinical facilities willing to o�er 
PrEP are well-positioned providers, and 
the CDC guidelines o�ers clear direction 
on the clinical services and straightfor-
ward counseling that should be o�ered,” 
says Dawson.

“Physicians typically see their pa-
tients a few times per year; pharma-
cists see them monthly and often times 
several times per month. We are much 
more accessible, as patients only need to 
walk through the door and ask to speak 
to a pharmacist in most pharmacies,” 
Clint Hopkins, PharmD, owner of Puc-
ci’s Pharmacy in Sacramento, CA, tells 
Drug Topics. He says this higher phar-
macist-patient interaction frequency 
and easier access means more oppor-
tunity for pharmacists to discuss sex-
ual health, risk factors, o�er testing, 
and initiate PrEP. “Our greatest barrier 
is getting the patient’s insurance to pay 
for point-of-care testing. Many patients 
who are high-risk for HIV are also not 
�nancially situated to be able to pay for 
their own testing. Grant programs are 
one option that we are pursuing to get 
testing covered when patients are un-
able to pay.”

Glen Pietrandoni, senior director for 
patient care and advocacy for Walgreens 
pharmacies, says, as the most accessi-
ble healthcare providers in the nation, 
pharmacists can play a signi�cant role 
in the care and prevention of HIV. “Wal-
greens has supported people living with 
HIV/AIDS since the beginning of the ep-
idemic,” says Pietrandoni. “With more 
than 3,000 HIV-trained pharmacists 
in communities across the nation, we 
can uniquely support HIV prevention, 

Pharmacy-based PrEP Clinics
An opportunity to dismantle barriers and combat an epidemic.
By John Schieszer
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education, and care.” 
According to Pietrandoni, Walgreens 

pharmacists support patients with med-
ication counseling and information on 
e�ective HIV prevention methods in-
cluding PrEP. He says the option for 
pharmacists to prescribe PrEP and con-
duct related tests is a very important 
issue in the war on HIV. “Walgreens 
supports lowering hurdles for patients 
to access e�ective prevention options 
and is in favor of expanding the scope of 
services pharmacists can provide. Pre-
venting new infections and keeping HIV 
positive patients virally suppressed are 
both critical strategies to prevent the 
spread of the virus and ultimately help 
eradicate it entirely,” says Pietrandoni.

Two current pharmacy-based PrEP 
clinics in the U.S. are Kelley-Ross Clinic 
in Seattle and Mission Wellness in San 
Francisco. Washington State has passed 

legislation that requires insurance pro-
viders to cover point-of-care testing pro-
vided by pharmacists; San Francisco is 
operating on a grant in cooperation with 
SF General Hospital. “�ere is no ques-
tion that state laws can enhance access 
to PrEP in non-traditional settings or can 
create barriers,” says Dawson. 

She says a law that address insurance 
coverage of lab testing in pharmacies is 
one example of a policy that could re-
move an important barrier to PrEP. �is 
would help address a�ordability and re-
imbursement of PrEP-related services. 
“Another example of policy that would 
have an impact on PrEP in the pharmacy 
setting is pharmacist scope of practice 
laws. �ese di�er from state to state and 
could either limit or expand access de-
pending on their content,” says Dawson.

Attempts to expand PrEP provi-
sion through pharmacies will need to 

consider several factors, such 
as pharmacist buy-in and edu-
cation, reimbursement policies, 
and pharmacy infrastructure 
(i.e. access to lab testing), she 
says. The Kelley-Ross phar-
macy in Seattle provides direct 
PrEP delivery and clinic oper-
ates under a collaborative drug 
therapy agreement that allows 
pharmacists to initiate and man-
age tenofovir disoproxil fuma-
rate/emtricitabine under the 
supervision of a physician med-
ical director. 

This pharmacist-managed 
PrEP clinic has been found to be 
a successful alternative model of 
PrEP care—a study conducted by 
pharmacists at the clinic found 
that its model provided high 
initiation rates and good com-
pliance. �e pharmacists evalu-
ated 714 patients, 695 (97.3%) of 
whom initiated PrEP and 513 pa-
tients (74%) patients who began 
medication the same day as their 
initial appointment. �e mean 
age at initiation of treatment was 

34.7 years. �e researchers found that 
among those patients who �lled their 
prescription, 90% had a mean propor-
tion of days covered (PDC) greater than 
80%. �ere were no HIV seroconversions, 
but there were 207 diagnoses of sexually 
transmissible infections (mainly chla-
mydia and gonorrhea cases). 

Hopkins says a PrEP clinic can be a 
source of revenue, but how well enlisted 
pharmacists are in combating the HIV 
epidemic will be determined by state 
laws and reimbursement policies. “New 
HIV infections are still occurring in an 
era where we have a prevention method 
that the general population either isn’t 
educated about or do not have adequate 
access to obtain. We want to reduce the 
number of new HIV infections to zero 
by getting everyone who is at risk tested 
and those interested and eligible on pre-
vention medication.” M
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“Our greatest barrier is getting 
the patient’s insurance to pay for 

point-of-care testing.”
CLINT HOPKINS, PHARMD, PUCCI’S PHARMACY
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VACCINES

Flu Season

Earlier this summer, the CDC 
rated the 2018-2019 in�uenza 
season, coming in two distinct 
waves and lasting 21 weeks, as 

“moderately severe.” �e report con-
cluded that in�uenza A viruses dom-
inated two waves of the season, while 
in�uenza B showed only minimal activ-
ity. But while many are still conducting 
an after-action review of last year’s �u 
season, many physicians and pharma-
cists are concerned about what the year 
ahead may bring. 

To that end, the CDC recently pub-
lished its predictions about the up-
coming season in a report entitled, 
Prevention and Control of Seasonal In-
�uenza with Vaccines: Recommendations 
of the Advisory Committee on Immuniza-
tion Practices — United States, 2019–20 
In�uenza Season. �e agency also up-
dated its public webpage regarding the 
upcoming 2019-2020 �u season. 

�e public health agency notes that 
the latest trivalent, or three-component, 
�u vaccine will protect against three dis-
tinct strains that experts expect to be 
most common this year: they include 
the A/Brisbane/02/2018 (H1N1)pdm09-
like virus, A/Kansas/14/2017 (H3N2)-
like virus, and B/Colorado/06/2017-like 
(Victoria lineage) virus. �e quadriva-
lent vaccine will have the addition of 
the B/Phuket/3073/2013-like virus of 
Yamagata lineage.

Are Flu Vaccines Still Worth it?
�e report also provides updated dosing 
and age recommendations for certain 
vaccines like the Afluria Quadriva-
lent and Fluzone Quadrivalent. Aaron 
Glatt, MD, FACP, FIDSA, FSHEA, chair 

of medicine at South Nassau Commu-
nities Hospital and a spokesperson for 
the Infectious Disease Society of Amer-
ica, says he doesn’t think there were any 
real surprises in the report.

“�eir guidelines are very similar to 
what we’ve seen in previous years,” he 
said. “�ey are solid and appropriate. 
�at said, it’s too early to tell whether 
the vaccine is a good match for the up-
coming season. We won’t know that until 
we see what kind of cases are being re-
ported and what strains are actually out 
there resulting in severe illness.”

�at said, despite some reports of 
last year’s vaccine being a bad match 
(according the CDC, the vaccine was 
just 29% e�ective overall), Glatt says it 
is imperative that clinicians and phar-
macists educate patients that even a 
poorly matched vaccine still o�ers im-
portant protection not just to individ-
uals, but to society at large.

“Being vaccinated helps you avoid 
being infected with the disease. And if 
you do catch the �u, it will lessen the se-
verity of the symptoms,” he explains. “Pa-
tients should also know that last year’s 
vaccination, even if it wasn’t the best 
match, remains protective. Research 
shows that people who are vaccinated 
for the �u every year have an advan-
tage over those who aren’t vaccinated 
or even have just gotten their �rst vac-
cine this year.”

He suggests that pharmacists take 
the time to disabuse patients of com-
mon myths regarding the �u shot. 

“One of the biggest myths people have 
is that they can get the �u from the �u 
shot. �at’s just not true. It is essentially 
impossible to get the �u from the �u 

shot. If you happen to get the �u about 
two weeks after the �u shot, it was just 
a coincidence. �ere’s a small number 
of patients who might have mild dis-
comfort after the shot but it’s nothing 
like getting the actual �u,” he says. “�e 
other area where pharmacists can help 
promote vaccinations is by explaining 
that even a so-called bad match vaccina-
tion still helps to prevent serious illness.”

He adds that pharmacists who are 
looking to help improve vaccination 
numbers should look to the bigger box 
pharmacies like CVS and Walmart for 
guidance.

“�ey know how to do it,” he said. 
“�ey make it really easy for a person to 
just get the vaccine. No appointment, no 
waiting—they advertise with big signs 
and can answer questions and then do 
it right on the spot. Pharmacists have an 
important role to play, and I think physi-
cians would like them to do more, to see 
more patients getting vaccinated each 
year as early in the season as possible.” 

What you should expect from the 2019-2020 flu season.
By Kayt Sukel

TABLE 
Effectiveness of 2018-2019 Flu Vaccines by Age 

AGE EFFECTIVENESS

6 months-8 years 24

9-17 years 13 

18-49 years 32

50-64 years 18

65+ years 13

*Source: CDC
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DIABETES

With over 23 million 
Americans diagnosed 
with diabetes, chances 
are some of them step 

through the door of your pharmacy 
every day. 

“Every patient who has diabetes 
needs counseling, whether they’re pick-
ing up a brand-new prescription or get-
ting a re�ll on an existing prescription,” 
stresses Susan Cornell, PharmD, CDE, 
associate director of experiential edu-
cation and associate professor of phar-
macy practice at Midwestern University 
Chicago College of Pharmacy in Down-
ers Grove, IL. For every prescription 
they dispense, Cornell says, pharma-
cists should ensure the patient under-
stands what it’s for, how to take it, and 
how to minimize side e�ects. 

But some patients with diabetes need 
more in-depth education about their 
disease and its treatment. In the busy 
retail environment, how can pharma-
cists determine who these patients are?

Self-Reporting Numbers 
Out of Range 

(Or Failing to Test)
Whenever a patient picks up a diabetes 
prescription, Cornell says, the import-
ant question to ask is “So what was your 
blood sugar this morning?” �is simple 
question, she says, helps gauge the pa-
tient’s understanding of his condition 
and whether more education is needed. 

If the patient’s answer indicates that 
her blood glucose is elevated, Cornell 
recommends following up with “What 
does that mean to you? What is your 

goal? How often are you getting num-
bers that are above your goal?” �ese 
questions can springboard a discus-
sion about how the patient can better 
reach her goals.

On the other hand, if the patient re-
sponds, “I didn’t check my blood sugar,” 
the pharmacist should ask why not and 
then discuss the crucial role of testing 
to gain information about how well 
the patient’s drugs, diet, and exercise 
are working.

For patients who mention frequent 
hypoglycemic episodes, the pharmacist 
can help investigate the cause, Cornell 
says. What time of day does hypogly-
cemia typically occur? Is the patient 
skipping meals or exercising without 
replenishing nutrients? 

Newly Diagnosed 
or Starting Insulin Therapy

Travis Wol�, PharmD, BCACP, co-owner 
of Med-World Pharmacy in Sapulpa, OK 
bases his recommendations for phar-
macist diabetes education on the criti-
cal times for diabetes self-management 
education and support (DSMES) iden-
ti�ed by the American Diabetes Asso-
ciation (ADA; see Table 1). 

Patients coming in for the �rst time 
with a prescription for an antidiabetic 
drug (typically metformin for type 2 dia-
betes) are overwhelmed, says Wol�. He 
adds that he doesn’t want to overload 
them with information, so he advises 
giving them a “survival level education.” 
�ese patients are often confused by all 
the di�erent blood glucose numbers 
they’ve heard mentioned, Wol� notes, 

so they need clear information about 
fasting and 2-hour postprandial blood 
glucose goals. 

Patients must be prepared to han-
dle episodes of hypoglycemia, he says, 
particularly if they are being treated 
with insulin. “Make sure they know to 
drink non-diet soda or have non-sugar 
free candy!” Wol� notes. For patients 
beginning to use a glucometer, he rec-
ommends a 15-minute training session 
to teach them how to use it properly so 
they can be comfortable and indepen-
dent with the meter.

New Non-Diabetes           
Prescriptions

While new prescriptions may seem to 
be unrelated to diabetes, vigilant phar-
macists may realize that patients’ new 
conditions may be associated with mi-
crovascular or macrovascular complica-
tions of diabetes, Wol� says. Examples 
include prescriptions for nerve pain, 
ophthalmic issues, gastrointestinal is-
sues, anticholesterol drugs, and even 
levothyroxine. “It’s a great opportunity to 
get involved and help them,” Wol� says, 
“because if they are getting more com-
plications then their diabetes is proba-
bly not as well controlled as it could be.”  
�e way to open this conversation is to 
go back to square one, says Wol�, with 
a question like, “What are your blood 
sugars running?” 

Type 1 Diabetes  
Transitioning to Adulthood

While we typically think of transitions as 
those involving health care institutions, 

5 Types of Diabetes Patients  
Who Need More Management
By Tzipora R. Lieder, RPh, contributing writer

1

2

3

4
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such as assisted living to nursing home, 
hospital to rehab center, or the like, 
Wol�  points out that there are many 
signi� cant transitions occurring out-
side the institutional environment that 
provide key opportunities for education. 
Chief among them is the transition to 
adulthood for an individual who was 
diagnosed with type 1 diabetes during 
childhood. Eighteen-year-olds with di-
abetes going o�  to college or work need 
education about how to manage their 
diabetes, Wol�  says. “� ey are no lon-
ger under the supervision of Mom and 
Dad where they had their diet con-
trolled, constant reminders to take their 
medication, and constant reminders to 
keep them healthy in every way,” he ex-
plains. Education can empower these 
young adults to take charge of their 
own diabetes.

Switching 
to Medicare

� e transition to Medicare at age 65 can 
be very signi� cant transition for patients 
with diabetes, Wol�  says. “� ey might 
have to go somewhere else to get their 
test strips,” he says, “or they may have 
to change diabetes drugs due to for-
mularies, which is a really big deal.” He 
sees many patients who need to switch 
between insulin products for this rea-
son and require education about the 
new product. 

Wol�  says that even switching to a 
new Medicare plan each January comes 
with many questions. “It’s important 
that they come to the community 
pharmacist to help them understand 
whether the medications that are cur-
rently on will be covered under new plan 
for next year,” Wol�  notes. “� ey have 
to see if they’re willing to switch to the 
new formulary agents or switch plans 
to one where it is covered.” 

Have the Discussion
Educational conversations with diabe-
tes patients are often patient-led, Wol�  
says, but questions are an important 

part of eliciting the patient’s involve-
ment. Wol�  recommends basing ques-

tions on the American 
Association of Diabe-
tes Educators (AADE)’s 
seven self-care behav-
iors of diabetes (sidebar), 
such as “How has your 
diet been lately? How 

has your physical activity been? Have 
you been taking your medicine regu-
larly?” To help with work� ow in busy 
pharmacies, Wol�  recommends train-
ing pharmacy technicians and clerks to 
ask these sorts of questions to patients 
with diabetes so they can identify those 
that need a more in-depth conversation 
with the pharmacist. While pharmacy 
technicians are not permitted to coun-
sel in most states, they may ask ques-
tions, Wol�  explains. “� e minute the 
patient has a question back or the pa-
tient doesn’t answer the question in the 
appropriate way, it’s time to get a phar-
macist involved.”

Wol�  stresses teaching patients how 
to incorporate diabetes management 
into regular life. Remind patients that 
exercise doesn’t only mean walking on 
a treadmill; physical activity can be in-
corporated into routines by parking fur-
ther from the store or carrying shopping 
bags to the car.  Broaching these topics 
is valuable, he says. “Just the fact that 
you’re asking the questions makes them 
subconsciously eat better and take care 
of themselves.”

When More Education is Needed
It’s important for pharmacists to know 
their limitations, Cornell says, and to 
refer patients to other resources when 
necessary. Just as primary care physi-
cians have referral lists, Cornell believes 
that every pharmacist should have a re-
ferral list. “We should have a diabetes 
education program we can refer a pa-
tient to, a dietitian who specializes in di-
abetes, an endocrinologist, a podiatrist, 
a dentist where we know our patient is 
going to get the proper care,” she says. 

5

1. At diagnosis

2.  Annually

3.   When complicating 
factors occur

4.   During transitions 
of care

4 CRITICAL 

TIME POINTS

DSMES
FOR PROVIDING

AADE’s 7 Self-care 
Behaviors for Diabetes 
  Healthy Eating 

  Being Active 

  Monitoring

  Taking Medication

  Problem Solving

  Reducing Risk

  Healthy Coping

Source: ADA and AADE

Wolff
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Although the number of new 
drug shortages in the United 
States has declined to 186 
in 2018 since a high of 267 

in 2011, there have been 80 for the �rst 
half of 2019, according to the Univer-
sity of Utah Drug Information service.

“Shortages continue to be on the rise 
and in talking with our customers, we’ve 
discovered the problem continues to 
get worse. More medications are going 
on allocation or unavailable and what 
used to be short, periodic shortages 
have become long and drawn out, mak-
ing it a continuous challenge for clini-
cal leaders,” says Patrick Yoder, PharmD, 
CEO, LogicStream Health, a Minneapo-
lis-based clinical process improvement 
and control software provider. 

“Some medication shortages have 
been going on for years with no real sign 
of recovery,” he says.

“While the number of drug short-
ages has declined substantially in re-
cent years, any drug shortage places 
substantial burdens on healthcare, pro-
viders who may have to ration medicines 
or identify alternative treatments,” says 
Andrew Powaleny, director, public af-
fairs for Pharmaceutical Research and 
Manufacturers of America (PhRMA).

“The issue of drug shortages de-
mands attention and collaboration 
from all stakeholders involved in pro-
viding life-saving medicines to patients. 
�is includes the biopharmaceutical 
companies producing brand-name 

medications, as well as generic drug 
and biosimilar manufacturers, whole-
salers, distributors, pharmacies, and 
healthcare providers,” he says. 

A survey conducted between March 
6 and April 4, 2019 of 365 acute and non-
acute care facilities across the coun-
try—members of Vizient, a healthcare 
performance improvement company 
headquartered in Irving, Texas—con-
�rms the ever-present problem of drug 
shortages and their rami�cations. 

Nearly two-thirds of respondents re-
port they managed at least 20 shortages 
from July through December 2018; 64%, 
more than 21; 33%, six to 20; and 3%, up 
to �ve. �irty- eight percent report one 
or more medication errors directly re-
lated to a drug shortage in that same 
time period.

�e most commonly reported items 
facing shortages, according to the sur-
vey, are controlled substances, local an-
esthetics, antibiotics, electrolytes, and 
emergency injectables such as “crash 
cart” drugs, many of which are low-
cost generics. 

Injectables comprise 39% of drug 
shortages in 2019, according to the Uni-
versity of Utah Drug Information Service.

Top causes of drug shortages
�e FDA primarily attributes shortages 
to quality/manufacturing issues but 
also points to production delays, some 
caused by not receiving raw materials 
and components from suppliers, and 

drug discontinuations. An estimated 
70% of shortages are caused by man-
ufacturing and quality problems, ac-
cording to the Healthcare Supply Chain 
Association. 

“�e FDA can’t require a �rm to keep 
making a drug it wants to discontinue. 
Sometimes these older drugs are discon-
tinued by companies in favor of newer, 
more profitable drugs,” says Charlie 
Kohler, spokesperson for the FDA. “With 
fewer �rms making older, sterile inject-
able drugs, there is a limited number of 
production lines that can make these 
drugs. Raw material suppliers also are 
limited in the amount they can make 
due to capacity issues at their facilities.” 

Kohler says that these limitations, 
along with long lead times and the com-
plexity of the manufacturing process for 
injectable drugs, result in shortage vul-
nerabilities. “When one company has a 
problem or discontinues, it is di�cult 
for remaining manufacturers to increase 
production quickly, and a shortage oc-
curs,” he says.

Dan Kistner, PharmD, senior vice pres-
ident, pharmacy solutions for Vizient, 
outlines the causes of drug shortages:

Supply chain unavailability 
  Lack of active pharmacy  
ingredients
  Natural disasters
Too many lines o�ered, making it 
di�cult to maintain capacity
  Regulatory issues
  Aggregate product quota 
preventing other manufacturers 
who might enter the space from 
making more product
  Low ROI. If a product is not 
pro�table, manufacturers might 
switch to other drugs 
 Consolidation 

Powaleny attributes drug shortages 
to shifts in clinical practices; whole-
saler and pharmacy inventory opera-
tions; changes in hospital and pharmacy 
contractual relationships with suppliers 

How PBMs can anticipate and manage 
drugs in short supply.

Drug Shortages 
Continue to Burden 
Healthcare

By Mari Edlin
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and wholesalers; and manufacturing is-
sues, such as an unforeseen breakdown 
in manufacturing equipment that dis-
rupts production.

“�e di�culty is identifying what 
medications will be impacted by any 
of these things and how that will a�ect 
care delivery and patient safety, along 
with understanding when any partic-
ular shortage will occur,” Yoder says.

Shortages create  
repercussions
“�e biggest risk is patient safety and 
potential harm to patients when clini-
cians cannot deliver appropriate care 
because of a medication shortage. De-
ferring procedures, adverse drug events, 
medication errors, cost of alternatives, 
and the time clinical teams spend man-
aging shortages are all results of short-
ages,” Yoder says.

�e Vizient survey focuses on the 
impact of drug shortages on U.S. hos-
pital labor forces. Responses indicate 
that shortages are costing these insti-
tutions $359 million a year in labor ex-
penses, or about 8.6 million hours of 
additional labor, to seek supply, update 
technology, and implement mitigation 
strategies that enable continuity of care. 
Survey participants attributed labor 
costs to triaging patients and making 
changes in the ordering system.

The repercussions of drug short-
ages not only impinge on �nancial re-
sources but also on patient care, from 
delay or cancellation of a medication 
or treatment to medication errors. �e 
Institute for Safe Medication Practices 
conducted a survey primarily of hos-
pital-based pharmacy directors and 
managers, purchasing agents, and tech-
nicians from August through October 
2017. It found that the majority (71%) 
were unable to provide patients with a 
recommended drug or treatment, and 
47% thought this resulted in patients re-
ceiving a less e�ective drug. In addition, 
75% stated that patient treatments had 
been delayed because of drug shortages. 

Solving the drug shortage problem
Kistner recommends some strategies 
for mitigating drug shortages: increase 
competition; ramp up supply and capac-
ity; reward quality in generics; expedite 
manufacturer approval processes; pro-
vide real-time analytics about what is 
purchased and which supplies are dwin-
dling; and apprise hospitals of potential 
drug shortages so that they do not be-
come a repeat problem.

Among Vizient’s solutions are 
Novaplus, which provides access to 
15,000 individual, high-demand line 
items encompassing a broad range of 
categories.

Respondents to the Vizient survey 
had a say in what they believe to be ef-
fective solutions to the drug shortage 
problem: implementing processes to 
restrict duration of therapy; increasing 
stock of medications that were antici-
pated to be limited in supply; utilizing 
unit dosing to prevent waste; using al-
ternative ways of administering a drug; 
and implementing one or more task-
forces or committees dedicated to ad-
dressing drug shortages and allocations.

LogicStream has introduced the Drug 
Shortage App that identi�es shortages 
and their impact on hospitals and auto-
mates the entire life cycle of managing a 
shortage. It provides clinical information 
that allows teams to understand and 
mitigate the rami�cations for shorted 
medications. Yoder says that although 
most hospitals have 

a drug shortage management pro-
cess, they tend to be manual, time-con-
suming, and costly. 

FDA tackles drug shortages
“FDA responds to potential drug short-
ages by taking actions to address their 
underlying causes and to enhance prod-
uct availability. It determines how best 
to address each shortage situation based 
on its cause and public health risk,” 
Kohler says.

To address manufacturing/quality 
problems, FDA works with manufacturers 

to resolve issues, from an incorrect ex-
piration date on a package to �nding 
a particulate in a product. “Regulatory 
discretion may be employed to address 
shortages to mitigate any signi�cant risk 
to patients,” he says.

�e agency also assists manufactur-
ers with drug shortages in ramping up 
production if they are willing to do so. 
Kohler says this often necessitates ap-
proval of new production lines and raw 
material sources to help increase sup-
plies. FDA expedites review of these 
to help resolve shortages of medically 
necessary drugs; however, the agency 
can’t require companies to increase 
production.

If a manufacturer has data to sup-
port extension of an expiration date for 
inventory that is close to expiration or 
has already expired, FDA is able to re-
view this information and approve the 
extension, helping to increase supplies 
until new production is available.

In addition, FDA could turn to other 
manufacturers that are willing and able 
to redirect product to the U.S. market if 
a shortage involves critical drugs needed 
for U.S. patients. �is requires an eval-
uation of a product to ensure e�cacy 
and safety, including the formulation 
and other attributes of a drug and the 
quality of the manufacturing site where 
a drug is made.

Kohler says that while the FDA looks 
for ways to mitigate drug shortages, 
there are a number of factors that can 
cause or contribute to the problem that 
are outside of the FDA’s control.

�e agency issued a long-term, stra-
tegic plan to outline its priority actions 
and e�orts drug manufacturers and oth-
ers can take to prevent drug shortages by 
promoting and sustaining quality man-
ufacturing, along with launching the 
Drug Shortages Task Force July 2018, to 
study reasons why shortages continue.  

Mari Edlin is a frequent contributor to 
Managed Healthcare Executive, in which 
this article �rst appeared. 
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CVS/Aetna Merger: Winners and Losers

Earlier this month, Judge Rich-
ard Leon of the United States 
District Court in Washington 
completed his review of the 

United States Justice Department’s de-
cision to permit CVS Health, the owner 
of the largest pharmacy chain and one of 
the largest pharmacy bene�t managers 
(PBMs), and Aetna, a leading American 
health insurer, to merge, determining 
that the agreement did not violate an-
titrust law. 

While many in the healthcare indus-
try had voiced concerns that the merger 
would hurt competition, particularly af-
fecting independent pharmacies, Aetna 
agreed to sell its Medicare prescription 
drug plan business to WellCare Health 
Plans in order to further open up the 
market. In granting the motion, Judge 
Leon stated that, “CVS’ and the govern-
ment’s witnesses, when combined with 
the exiting record, persuasively support 
why the markets at issue are not only 
very competitive today, but are likely 
to remain so post-merger.” 

But Kamaljit Behera, a transforma-
tional health senior industry analyst 
with Frost & Sullivan, a global market 
research and analysis �rm, says critics’ 
concerns of the merger are not with-
out merit. With this agreement now in 
place, CVS has no real incentive to keep 
drug prices lower for insurers who are 
competing with Aetna, especially as 
WellCare continues to rely on CVS for 
pharmacy benefit management and 
retail pharmacy services. And it’s not 
clear that Centene’s decision to acquire 
WellCare for $15.27 billion, which many 
hoped would reduce potential antitrust 
issues, will o�set those issues.

“We are seeing further centralization 

of power,” he said. “Today, �ve PBMs 
control more than 85% of the market 
and the top �ve pharmacies have more 
than 40% of the retail market share. 
�is centralization of power without 
enforcement of transparency in mar-
gins and rebates is one of the reasons 
for the ambiguous and high drug pric-
ing in the United States.”

Since November 2018, the indus-
try has carefully followed CVS’ trans-
formation from a pharmacy chain to 
a more all-encompassing health ser-
vices company. CVS has added addi-
tional primary health services at its 
MinuteClinics as well as expanded its 
virtual care options for patients with 
chronic health conditions. In addition, 
it has availed itself of Aetna’s vast trove 
of data in order help identify the right 
locations for future clinics and Health-
HUBs. �e company also plans to open 
1500 more HealthHUBs—which provide 
health services right in its pharmacy 
retail stores—by 2021. Taken together, 
these moves show the kind of market 
power CVS’ and Aetna’s consolidation 
has brought to bear.

While the deal had not o�cially gone 
through until this latest review, CVS and 
Aetna were already essentially operat-
ing as a single entity—a fact that did not 
go unnoticed by Judge Leon, who took 
a moment to chastise the very com-
mon practice of companies acting as if 
merger deals were closed while the de-
cision remained under court review, as 
required by the Antitrust Procedures 
and Penalties Act, better known as the 
Tunney Act.

“If the Tunney Act is to mean any-
thing, it surely must mean that no court 
should rubber-stamp a consent decree 

approving the merger of ‘one of the larg-
est companies in the United States’ and 
‘the nation’s third-largest health-insur-
ance company,’ simply because the gov-
ernment requests it.”

What will the end result be? Khu-
shbu Jain, a transformation health in-
dustry analyst, also at Frost & Sullivan, 
says CVS’s enhanced reach in the health-
care industry may o�er greater conve-
nience to consumers—but it likely won’t 
translate into what patients most want 
to see: lower healthcare or drug costs.

“The industry is already heavily 
consolidated,” she explains. “Cigna 
announced its acquisition of Express 
Scripts in March, soon after the CVS-
Aetna news came out. And, in prepa-
ration for market headwinds and that 
concentration of power, companies are 
already looking at expanding their of-
ferings in order to compete. For exam-
ple, Anthem has now launched its own 
PBM, IngenioRx.”

She adds that in light of high drug 
prices as well as poor transparency re-
garding what drives those costs, drug 
price comparison websites and apps— 
such as BlinkHealth and RxRevu, as well 
as ePharmacy vendors like Amazon+Pill-
Pack—may end up the real winners 
in the long run from these large-scale 
mergers, as they can o�er the savings 
consumers are seeking.

“Pharmacies, in general, will become 
the central cog in patient care and recov-
ery and elevate their roles from being a 
commodity provider to an active partic-
ipant in the patient care regimen,” she 
says. “Pharmaceutical companies will 
be in duress as the balance of power 
shifts—and price pressure increases 
from all sides.” 

The deal is done, so what will the outcome be?
By Kayt Sukel
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PharmD, Meet DMD

Excellent communication be-
tween pharmacists and other 
healthcare providers is key to 
providing the best patient care 

possible, and dentists are no exception. 
While dentists may not be the most 

common healthcare professionals phar-
macists work with, there are a few areas 
where collaboration is relatively com-
mon: allergies and opioids (see Table 1).

Communication Counts
Alan Tanabe, PharmD, Sta� Pharma-
cist at Meijer in Ann Arbor, MI, feels 
that dentists and pharmacists can work 
well together. “Occasionally, I will come 
across a prescription issued for amox-
icillin for a patient with a documented 
beta-lactam allergy, or a prescription 
for ibuprofen for a patient who is al-
ready taking another NSAID for a di�er-
ent reason, but these issues are usually 
resolved quickly with a call to the pre-
scribing dentist,” he said. He �nds that 
most problems are quickly resolved as 
long as the issue is presented respect-
fully and backed by evidence-based in-
formation if needed.

Although it can be di�cult to juggle 
these acute prescriptions with every-
thing else happening in a busy chain, Ta-
nabe says that “we will triage the needs 
of a patient, especially post-procedure.”

In terms of opioid prescribing by 
dentists, Tanabe says that he has ob-
served most dentists being very con-
scientious about keeping the number 
of opioids limited to what a patient will 
actually need.

Tanabe believes in the importance 
of “open communication and team-ap-
proach.”

Anne Henriksen, PharmD, pharma-
cist and owner at Malley’s Compound-
ing Pharmacy in Richland, Washington, 
agrees that collaboration is key. “�e 
profession of pharmacy always comes 
down to relationships. Although the 
scope of dentists may be very focused, 
treatments and medications that they 
prescribe can interact with other 
chronic medications the patient may 
take. Pharmacists are the medication 
therapy experts. Ensuring all prescribed 
medications are safe and appropriate 
for the patient through many di�erent 
�elds of practice is an essential part of 
the pharmacist’s responsibility,” she says.   

Building relationships is critical: “it 
is always di�cult to truly understand 
another practitioner’s �eld of practice. 
Dentists who frequently use your phar-
macy and speak with and have a rela-
tionship with a pharmacist will be more 
likely to be able to communicate appro-
priate expectations with their patient,” 
Henriksen says. 

Henriksen has noticed a shift in pre-
scribing in recent years. “For opioid-na-
ive patients who are having a simple 
dental procedure, ibuprofen and other 
NSAIDs have been shown to provide ex-
cellent pain relief,” she says. “With the 
increased focus on addiction from pre-
scription opioids, dentists are more con-
servative with prescribing painkillers.” 

When an issue arises with an allergy, 
drug interaction, or any other issue, 

Filling the gaps in deterring opioid dependency.
By Karen Berger, PharmD

ALLERGIES

A patient may forget to mention a 
penicillin allergy to the dentist, and 
the dentist pres cribes amoxicillin. 
Hopefully, the pharmacy has the 
allergy on file and can contact the 
dentist and have the medication 
changed.

OPIOIDS

Issues with opioids can occur for 
many reasons, and often require 
a clarification call to the dentist. 
For example, the quantity may be 
too large in an opioid-naive patient 
based on state law, or the patient 
may be taking a benzodiazepine 
which requires prescriber 
consultation due to increased 
risk of overdose from opioid plus 
benzodiazepine treatment.

In addition to these common 
problems with prescriptions, 
patients coming from the dentist 
are often in pain or have an 
infection and want to go home as 
quickly as possible. 

TABLE 1

Pharmacist/Dentist 
Collaborations
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CLINICAL PRACTICE

Henriksen �nds that most dentists are 
open to collaborating with the phar-
macist to ensure safe and appropri-
ate therapy. 

Jason Lizzack, DMD, of Lizzack Fam-
ily Dentistry in Fair Lawn, NJ, agrees 
with the teamwork approach. “I always 
appreciate when a pharmacist calls on 
an allergy or drug interaction. Due to 
the complexity of patients’ medical his-
tories, I strongly hope the pharmacist 
will call me if there is any con�ict with 
my prescriptions,” he says. 

With the opioid crisis in the head-
lines every day, dentists must be pru-
dent in keeping up with state laws and 
changes that occur. Dr. Lizzack always 
checks the state prescription monitor-
ing program (PMP) prior to prescribing, 
although he emphasizes that he tries to 
keep narcotic painkiller prescriptions to 
a minimum. “If I prescribe an opioid, I 
thoroughly explain that this is an ad-
dictive substance and should only be 
taken if necessary—in addition to hav-
ing them sign the opioid consent form. 
I also give patients a non-narcotic pain 
protocol they can follow that consists 
of taking ibuprofen and acetamino-
phen together–this seems to work re-
ally well,” he says. 

Commander John Burke is president 
and owner of Pharmaceutical Diversion 
Education, Inc, and has more than 47 
years of law enforcement experience. 
He stresses that pharmacists should not 
be getting prescriptions from dentists 
with large quantities of opioids. Com-
mander Burke notes that generally, pa-
tients will �ll prescriptions close to the 
dental practice. �e pharmacists will 
get to know the dentist’s handwriting 
and typical prescribing habits. “If it is 
out of whack, look at the prescription 
closely for alteration and verify with the 
prescriber,” he says. 

Commander Burke stresses that 
state monitoring programs are a huge 
deterrent and “both pharmacists and 
dentists should use these programs to 
the max.” He reminds pharmacists to 

automatically check the state PMP for 
any new patient with a controlled sub-
stance prescription. 

Commander Burke says that patients 
should be told that opioid painkillers are 
very addictive, should only be taken as 
needed, and that it is a crime to share 
with anyone else. Patients should be 
counseled to dispose of medications 
properly if not needed (such as a take-
back program at a local law enforcement 
facility), as opposed to letting medica-
tions sit in the medicine cabinet. “Many 
pain medications are in cabinets be-
cause the patient got them after a den-
tal procedure and never used them,” 
he says. “If the patient decides to keep 
painkillers that are not needed, they 
should at least be locked up or other-
wise secured.” 

�e American Dental Association 
(ADA) “supports statutory limits on opi-
oid dosage and duration of no more than 
seven days for the treatment of acute 
pain.” �e ADA Center For Professional 
Success o�ers a website for dentists as a 
public service with guides for safe pre-
scribing, free online continuing educa-
tion, and other tools and information for 
dental pain management, especially for 
patients who are at higher risk for drug 
overdose and/or addiction. 

In this time of the opioid epidemic, 
pharmacists must walk a careful line. We 
must take care of our patients while also 
following state and/or company guide-
lines regarding opioids. Because opioid 
addiction can happen very quickly to 
the most innocent of patients, it is very 
important that patients understand the 
possible risks that go along with these 
powerful painkillers.

As busy as we are, we have to take 
the time to take all the necessary steps, 
such as checking the state PMP and con-
sulting with providers when necessary. 
Respectfully and kindly explaining to 
frustrated patients that this is part of 
our job to make sure they are safe, and 
nine times out of ten the patient will 
appreciate our concern. 

REFERENCE
1.   American Dental Association: Policy On Opioid Prescribing. https://

www.ada.org/en/advocacy/current-policies/substance-use-dis-
orders Accessed August 28, 2019.

DENTAL ANTIBIOTIC COUNSELING  

  It is always good practice 
to double check allergies to 
medications, especially when the 
patient is receiving an antibiotic.

  Remind patients to follow 
instructions, and to �nish the 
course of antibiotics even if  
they are feeling better 

  Other counseling as speci�c  
to antibiotic—take with food, 
avoid sun, side effects, take  
with probiotic, etc.

DENTAL (SMALL QUANTITY) 
OPIOID COUNSELING

  Follow instructions from the 
dentist (ex: If the dentist says  
to try ibuprofen before Percocet, 
remind the patient to do so).

  No driving, no alcohol, no 
operating heavy machinery.

  Risk of addiction.

  Unlike antibiotics which are 
taken around the clock, opioids 
should only be taken as needed 
for severe pain.

  Keep out of the reach of children.

  Do not let leftover medication 
stay in the house—counsel 
patient how to discard safely.

  Counsel on concurrent 
benzodiazepine use,  
if applicable.

Antibiotic  
& Opioid Use
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PHARMACY PRACTICE

Providing Healthcare 
to Transgender Patients

About 1.4 million Americans 
identify as transgender 
(TG) or gender non-con-
forming. For many of these 
patients, pharmacother-

apy is a part of their gender-a�  rming 
transition. Yet, research shows that 
transgender patients face signi� cant 
barriers in obtaining healthcare, which 
can delay treatment and complicate ex-
isting conditions. Although pharmacists 
serve as an important link in providing 
necessary healthcare, many may not 
feel con� dent about dispensing care to 
transgender patients. Education is key.

� e American Psychological Asso-
ciation de� nes transgender as “an um-
brella term for persons whose gender 
identity, gender expression or behav-
ior does not conform to that typically 
associated with the sex to which they 
were assigned at birth.” 

“At birth, individuals are identi� ed 
with a biological sex based on their re-
productive organs, whereas gender iden-
tity refers to one’s self-identi� cation of 
being a man or woman or non-binary 
(neither a man nor a woman),” says 
Cheyenne Newsome, PharmD, clinical 
assistant professor in the department of 
pharmacotherapy at Washington State 
University’s College of Pharmacy and 
Pharmaceutical Sciences. “Speci� cally, 
the term transgender is used to de� ne 
people who identify with any gender 
that is di� erent from their biological 
sex at birth.”

Already feeling at odds with a body 

that does not re� ect their identity, trans-
gender patients may face daunting dif-
� culties accessing healthcare. A 2015 
U.S. Transgender Survey reported that a 
third of all transgender individuals who 
had recently seen a healthcare profes-
sional experienced harassment, denial 
of care, or problems getting reimbursed 
by their health insurance. Fearing mis-
treatment, transgender patients may 
delay getting treatment when they are 
sick or injured or put o�  getting neces-
sary preventive care.

Financial challenges may also be a 
factor, with 50% of transgender per-
sons estimated to earn less than 100% 
of the federal poverty level and at least 
33% being on Medicaid. � e 2015 U.S. 
Transgender Survey found the unem-
ployment rate among transgender in-
dividuals to be 15%, three times higher 
than the national average, which is 
likely due to discrimination based on 
their gender identity. 

“Many transgender individuals who 
seek care do not believe that they can 
receive or a� ord adequate services for 
their health, yet they often have press-
ing health issues that are unresolved,” 
says Newsome.

According to Michael W. Jann, 
PharmD, professor of pharmacother-
apy at University of Northern Texas 
System College of Pharmacy, a multi-
disciplinary care model should include: 
primary care, family planning, medical 
procedures, HIV and STD care, medical 
subspecialties, behavioral health, speech 

therapy, dentistry, optometry, and com-
munity and clinical pharmacy services. 

“Transition is a complex and indi-
vidualized process to help the person 
transform their physical appearance to 

match their gender iden-
tity,” says Jann. “� e time 
for maximal effects of 
antiandrogen and estro-
gen therapy may take as 
long as three years while 
testosterone treatments 

take � ve years with consistent usage.
Aside from the complex process of 

transition, transgender patients also 
need preventive services as well as treat-
ment for various medical conditions. 
Hypertension, obesity, diabetes, heart 
disease, and dyslipidemia are also com-
mon medical conditions occurring with 
transgender persons and can be more 
complicated with long-term hormonal 
therapies. 

Transgender patients also su� er dis-
proportionately from conditions easily 
exacerbated by stress, such as asthma 
and gastrointestinal disorders. Due to 
the stigma and discrimination experi-
enced by the transgender population—
especially transgender youth—patients 
may also be more vulnerable to depres-
sion, anxiety, suicidal ideation, self-
harm, STDs, alcohol and drug abuse 
and dependence. 

“One of the most alarming statistics is 
the suicide attempt rate,” says Newsome. 

“Nearly half of all transgender people re-
ported attempting suicide compared 

Education can help pharmacists feel more comfortable in dispensing care.

By Joan Vos MacDonald

Jann
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to 1.6% of the general population. � is 
shows that the transgender community 

needs extra care, atten-
tion and support from 
healthcare providers to 
ensure we are meeting 
their healthcare needs 
and providing a safe en-
vironment for them to 

disclose their gender identity.” 
HIV is another problem compounded 

by a lack of access. � e CDC reported 
that in 2017, the percentage of trans-
gender people who received a new HIV 
diagnosis was three times the national 
average. Yet, nearly two thirds of trans-
gender women and men surveyed by 
the Behavioral Risk Factor Surveillance 
System (BRFSS) in 2014 and 2015 never 
got tested for HIV. If they do get tested 
some patients may wonder about get-
ting treated because the medication 
might interfere with hormone therapy.

Current Systemic Problems
“Healthcare systems can be challenging, 
where routine laboratory assessments 
can be di�  cult for TG persons as the 
forms typically include only a male or 
female designation,” says Jann. “� e lab-
oratory interpretation can also be chal-
lenging (eg, hematocrit normal range). 
Electronic medical and pharmacy re-
cords may pose a problem as expanded 
identi� cation beyond the male or female 
designation is necessary. Transgender 
persons may change their name, legal 
sex, and birth certi� cate, which can 
present problems in processing insur-
ance claims.” .

Anti-discrimination laws don’t always 
protect transgender patients. Several 
states have conscience or refusal laws 
that give pharmacists the right to refuse 
to perform services that they feel vio-
late their religious or personal beliefs or 
values. Some of those laws incorporate 
patient protections, insisting that an 
objecting pharmacist seamlessly pass 
on the prescription to a fellow phar-
macist who does not object; they may 

not obstruct the patient from getting 
a prescription. 

In 2018, Hilde Hall, a transgender pa-
tient, tried to � ll her � rst prescription for 
hormone therapy at her local CVS phar-
macy in Fountain Hills, Arizona. In a 
statement to the American Civil Liberties 
Union, she related her excitement that 
day at starting therapy, but the pharma-
cist refused to � ll her prescription. She 
also said he humiliated her, asking loudly, 
in front of other customers, why she was 
taking the prescription. Hall eventually 
� led a complaint with the Arizona State 
Board of Pharmacy.

By Arizona state law, a pharmacist 
cannot be terminated for refusing to � ll 
a prescription that goes against personal 
religious beliefs; however, the pharma-
cist did not comply with CVS company 
policies, resulting in his termination. 
CVS apologized to Hall for the way she 
was treated.

“� e conduct of the pharmacist, who 
is no longer employed by CVS, vio-

lated company policies 
and did not re� ect our 
values or our commit-
ment to inclusion, non-
discrimination and the 
delivery of outstanding 
patient care,” says Mike 

DeAngelis, senior director of CVS Cor-
porate Communications. 

Since then, CVS pharmacists have 
been directly involved in the develop-
ment of a resource guide for providing 
pharmacy care and services to LGBTQ 
patients for the Human Rights Cam-
paign (HRC). The guide provides in-
formation on LGBTQ identities and 
terminology, as well as the unique needs 
of LGBTQ patients.

“We are very proud to have earned 
a perfect score on the Human Rights 
Campaign’s Corporate Equality Index 
for the past four consecutive years for 
our policies and practices related to 
LGBTQ equality,” says DeAngelis.

� e chance to consult with a pro-
fessional, non-judgmental pharmacist 

tends to improve adherence for any pa-
tient’s treatment, yet many pharmacists 
who would like to help transgender pa-
tients feel unprepared to do so. 

“In a recent survey of pharmacists, 
83% agreed that pharmacists play an 
important role in TG healthcare, but 
only 36% reported con� dence to treat 
TG persons,” says Jann. “Further, 71% 
of the respondents reported not being 
educated about TG persons in their 
pharmacy education. A recent phar-
macist’s survey reported that 52% rated 
their competency to treat TG persons 
as “very little” or “not at all” while only 
15% stated “a lot.”

Alexander Gilmer, PharmD, a clini-
cal pharmacist at New Hanover Medical 
Center in Wilmington, North Carolina, 
graduated pharmacy school in 2014. At 
that time, his education on transgender 
care was minimal.

“� ey basically said transgender peo-
ple are out there and we use hormones 
with them,” Gilmer says. “� ere was 
nothing on how to interact with trans-
gender patients or how to treat these 
patients with respect. As humans, we 
worry about accidentally disrespecting 
people and getting a negative reaction 
if we say the wrong thing. Without edu-
cation, it’s this wild west frontier, there’s 
no idea what to do.”

Improving Awareness & Education
“GLAAD and � e National Center for 
Transgender Equality each have some 
great resources to learn more about 
people who are transgender and how 
you can be an ally and support them,” 
says Newsome. 

One way to make a pharmacy more 
gender a�  rming is to properly address 
transgender patients, to ask what name 
they like to use or their preferred pronouns. 
Addressing patients in the way that feels 
best to them demonstrates respect.

“You cannot know for certain by some-
one’s appearance what gender identity 
they have or what pronoun they use, so 
you must ask them,” says Newsome.  

DeAngelis

Newsome
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Pharmacies can also advertise that 
they are an ally. 

“You can add additional signage or 
displays stating you are transgender or 
LGBTQ friendly,” says Newsome. “You 
can personally choose to wear a small 
emblem that displays a rainbow, inclu-
sivity symbol, or the colors of the trans-
gender �ag.” 

Ideally, community pharmacy and 
hospital settings should have gen-
der-neutral bathroom facilities and 
private rooms for patient consultations.

“Transgender patients may not share 
their gender transition process or gen-
der identity with all of their social circles 
due to fear of loss of social relationships, 
being �red from employment, or physi-
cal harm,” says Newsome. 

According to Jann, pharmacy, like 
other healthcare providers, should lead 
and set an example for its professionals 
in providing inclusive and competent 
care for LGBTQ persons. 

“Some states (eg New York Council of 
Health-System Pharmacists have pub-
lished a position statement supporting 
education on transgender patient care 
in pharmacy schools,” says Jann. “Pro-
fessional education and professional-
ism are excellent initiatives taken by 
pharmacy schools and organizations. 
Further publications in pharmacy in-
cluding pharmacotherapy, best prac-
tices, and research are needed.” 

A recent survey of AACP-accredited 
pharmacy programs found that half 
of pharmacy schools addressed the 
needs of transgender patients in their 
curriculum.

“�is is encouraging, but that also 
means that half of our pharmacy grad-
uates have no training about the needs 
of transgender patients and how to 
provide quality care to them,” says 
Newsome, who teaches sessions on 
transgender care to three doctorate of 
pharmacy programs. “Many large phar-
macy meetings have hosted sessions 
on pharmacists’ role in caring for pa-
tients who are transgender. �ere are 

webinars available speci�cally for phar-
macists and transgender patient care 
is also making its way into pharmacy 
school curricula.”

According to Newsome, providing 
information on transgender terminol-
ogy and health disparities as well as how 
to create a welcoming environment for 
transgender patients, and providing 
clinical information about hormone 
therapies for gender a�rmation, de�-
nitely delivers results.

Newsome is the author of Addition 
of Care for Transgender-Related Pa-
tient Care into Doctorate of Pharmacy 
Curriculum: Implementation and Pre-
liminary Evaluation, a study that doc-
umented the result of providing three 
hours of information about transgender 
healthcare to pharmacy students. Be-
fore the class, the median con�dence 
level was 4/10; after the class, the con-
�dence level had risen to 7/10. 

Gilmer has also seen a positive re-
sponse after teaching pharmacists about 
transgender care. Attending pharma-
cists said that as a result of the sessions 
they knew what to do and could more 
comfortably interact with their patients. 

“It made them realize they can’t go 
into every prescription assuming they 
have all the info,” said Gilmer. “Maybe 
look a little further into the patient’s 
pro�le. Education can be as simple as 
learning what transgender people face, 
what it means to be transgender.”

Gilmer shared the story of a friend 
who opened a pharmacy that is slowly 
becoming a trusted resource for trans-
gender patients

“In a short time, she had her trans-
gender patient population go from not 
having any cases to now having �ve or 
six cases,” says Gilmer. “What happened 
is that people are talking to other peo-
ple in the community, saying this phar-
macy is cool, it’s safe to go to. �ey are 
helpful and super respectful.”

Creating a warm and welcoming 
pharmacy essentially comes down to 
treating patients with respect. 

The Human Rights 
Campaign offers 
guidelines on how to 
make a pharmacy 
more welcoming to 
transgender patients:

1.  Educate staff on 
transgender issues 
and care, covering the 
correct terminology, the 
challenges transgender 
patients face, and some 
of their unique healthcare 
needs.

2.  Create a welcoming 
environment with signs 
and literature targeted at 
the LGBTQ community.

3.  Have a single-use gender-
neutral bathroom for 
customers.

4.  Never make assumptions 
about a person’s gender 
identity based on their 
name or the way they 
look.

5.  Only use gender 
pronouns once you have 
established the patient’s 
identity. 

6.  Be aware that 
transgender patients 
are likely to have 
identification and 
insurance documents 
that do not accurately 
reflect their current 
identity.

7.  Do not ask unnecessary 
or personal questions.
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There’s no doubt: drug costs are 
skyrocketing—and those ris-
ing prices are a�ecting provid-
ers, payers, and patients in a 

variety of di�erent ways.
According to a recent Kaiser Family 

Foundation research study, Medicare 
Part D enrollees without low income 
subsidies are looking at having to pay 
thousands of dollars out of pocket for 
single specialty drug this year. Such 
costs, especially with baby boomers 
retiring at an average of 10,000 people 
per day, are unsustainable—and Presi-
dent Donald Trump and others in gov-
ernment have been clamoring for ways 
to reduce list prices. 

But as all eyes are on drug manufac-
turers to see how they respond to in-
creased political and consumer pressure, 
Nitin Naik, Vice President of Global Life 
Sciences and Transformational Health 
at Frost & Sullivan, says there are many 
factors that are contributing to rising 
drug prices. He says current research 
and development e�orts are, in fact, one 
of the main drivers behind the increas-
ing price tags seen on drugs.

“�ere are several factors at play but 
mostly it’s the introduction of innova-
tive molecules and specialty drugs used 
to treat complex disease pathways like 
oncology, rare disorders, and infections 
diseases like Hepatitis C,” he explains. 
“�ese all contributed to the overall in-
crease in drug expenditures.”

Perry Cohen, PharmD, chief execu-
tive o�cer of the Pharmacy Group and 

the TPG family of companies, which pro-
vide services to associations, healthcare, 
and information technology organiza-
tions, payers, and pharmaceutical com-
panies, says that the price increases of 
existing specialty drugs, sales, and mar-
keting activities tailored to providers 
and patients to drive demand for spe-
cialty drugs, the lag in biosimilar adop-
tion, and ine�ective programs by health 
plans and pharmacy bene�t managers 
(PBMs) have also played a role.

“�ere are many factors driving these 
costs,” he says. “And each patient pop-
ulation, from commercial to Medicare 
and Medicaid, will feel these rising drug 
costs di�erently.”

In Managed Healthcare Executive’s 
recent Managed Care Pharmacy Sur-
vey, specialty pharmacy stakeholders, 
including providers, consultants, health 
plans, and pharmacy bene�t managers 
(PBMs), were asked to o�er their predic-
tions about what will transpire at the 
drug manufacturer level as it relates to 
drug pricing over the next three years. 

More than one-third of respondents 
(37.58%) said they believed they would 
see a short period of decrease in annual 
in�ation rates, followed by a return to 
higher rates. That response was fol-
lowed by the belief that in�ation rates 
on existing products will continue to 
grow as they have for the past �ve to 
ten years (29.7%) and that we will see 
a prolonged decrease in annual in�a-
tion rates due to the increased scrutiny 
(18.79 %). Only 13.94% thought that a 

substantially greater number of drug 
manufacturers will decrease their cur-
rent list prices.

Naik says that the increased focus 
on drug pricing is valuable as it helps 
to bring more pricing transparency to 
patients—giving them the opportunity 
to make informed decisions on optimal 
treatment strategies with their physi-
cians. He says that he believes manufac-
turers will have to invest in integrated 
media outreach platforms to help guide 
patients and physicians to help do that. 

But as for signi�cant changes in pric-
ing in the near future? Naik is more 
circumspect. He says Frost & Sullivan 
expects modest rate increases due to 
collaborative e�orts between govern-
ment and manufacturers over the next 
three to �ve years. In addition, he doubts 
that the industry will see reductions in 
price across the board.

“Commercial drug plan spending has 
increased by 1.5% in 2018 compared to 
3.8% in 2017,” he says. “In 2019, Frost & 
Sullivan expects lower pricing on drug 
categories related to pain, high choles-
terol, and neurology due to the avail-
ability of generics in those segments. 
Categories related to diabetes, oncol-
ogy, and HIV, however, will experience 
in�ation due to the launch of new spe-
cialty products.” 

Despite those projections, Naik says 
it is important to understand that the 
current debate about drug pricing is not 
as simple as just decreasing list prices. 
He argues it’s really about putting out 
holistic information about the bene�ts 
of the drug treatment and pricing in re-
lation to insurance coverage.

“We have a need to generate simple 
yet meaningful data,” he says. “Health-
care executives should look at adopting 
new arti�cial intelligence or machine 
learning technologies that can assist 
standardizing and comparing treatment 
options with the help of calculator tools 
to estimate the total out-of-pocket costs 
for each patient by applying plan spe-
ci�c information.” 

INDUSTRY ANALYSIS

Contemplating the  
Future of List Prices
What experts think about 
the future of drug costs.

By Kayt Sukel
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DRUG PIPELINE

Life-Altering Gene Therapy 
Pipeline Poses Challenges

The deluge of gene therapy drugs 
that have entered the market 
in 2019 foreshadows what in-
dustry experts believe will be 

a continuous push toward personalized 
medicine. With a variety of new, highly 
specialized drugs in the pipeline, insid-
ers say the healthcare industry can ex-
pect to see shifting treatment models 
along with dynamic payer challenges 
for these high-dollar drugs.

“� ere’s going to be a new paradigm 
in medicine from a cost and patient per-

spective,” observes Tami 
John, MD, an instructor 
in the department of pe-
diatrics section of hema-
tology/oncology, Baylor 
College of Medicine in 
Houston. “From a phy-

sician standpoint, we’re advocating for 
negotiations from the federal, state, and 
hospital levels because these drugs are 
going to be life-changing.”

As it stands, managed care organi-
zations are already feeling the fallout 
of containing the cost of gene thera-
pies currently on the market, with some 
treatment costs exceeding $1 million. 
� e most expensive drug ever approved, 
Novartis’ Zolgensma (onasemnogene 
abeparvovec-xioi), indicated for the rare 
spinal disorder spinal muscular atrophy, 
carries a staggering $2.3 million price 
tag. Although a one-time treatment, 
the advent of more gene therapies for 
rare conditions, blood disorders, and 
cancers brings the question of cost to 
the forefront.

In reaction to soaring costs, many 
payers and employers alike have begun 
implementing stop-loss provisions in 
their insurance policies to cap spend-
ing. Stop-loss policies fall into two gen-
eral categories, individual and aggregate. 
Despite being a method to protect pay-
ers and corporations from shelling out 
hundreds of thousands of dollars for 
tailored treatment, individual policies 
leave patients on the hook for sizeable 
out-of-pocket contributions, with de-
ductibles ranging from $40,000 on the 
low end to as much as $500,000, accord-
ing to Dominic Galante, chief medical 
o�  cer of Precision for Value in Buf-
falo, New York. Meanwhile, aggregate 
coverage protects against higher than 
anticipated claim activity for the plan 
as a whole.

Pipeline Promise
� ere are numerous gene therapies in 
the pipeline, and similarly, hundreds 
of clinical trials are underway. Some 
trials target rare conditions, including 
sex-linked conditions such as X-linked 
granulomatous disease and immuno-
de� ciency disorders, according to clini-
caltrials.gov; however, hematologic and 
oncologic therapies appear to dominate 
the list, as do therapies entering the 
pipeline over the next 12 to 18 months.

“I expect gene therapy—within the 
process of chimeric antigen receptor 
T-cell (CAR T) therapy—to become an 
option for more cancers besides re-
lapsed and refractory B-cell lymphoma 
along with more CAR T-cell treatments 

for Non-Hodgkin lymphoma and mul-
tiple myeloma,” says Vincent Vidaurri, 
PharmD, BCOP, a clinical oncology phar-
macist at the University of Colorado 
Health in Fort Collins. “However, the 
greatest impact would be for the treat-
ments of cancer with very poor progno-
ses such as pancreatic, triple negative 
breast, and glioblastomas.”

According to new research from 
Prime � erapeutics, the pipeline in-
cludes specialty therapies, such as a 
calcitonin gene-related peptide (cGRP) 
drug, an alternative for migraine suf-
ferers on Botox therapy, along with 
treatments for cystic � brosis and au-
toimmune digestive disorders.

On the oncological front, Vidaurri 
anticipates that healthcare providers 
will bring the combining of gene ther-
apies with immune checkpoint inhibi-
tors seen in clinical trials to the clinic. 
He cites combining viral therapy such 
as talimogene laherparepvec (Imlygic), 
a genetically engineered product, with a 
checkpoint blocker such as nivolumab, 
ipilimumab, or pembrolizumab as ex-
amples. 

Despite these exciting developments, 
John cautions that until the payment 
process is refined, providers should 
focus on � nding local hubs with scien-
ti� c institutions that have the resources 
to navigate through payment transla-
tion. She advises readers to consider 
institutions that have access as well as 
the ability to translate in large volumes 
to re� ne techniques as well as forge re-
lationships with the payers. 

What to expect for these high-dollar drugs.
By Frieda Wiley, PharmD, RPh

John
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PAIN

Beyond Opioids
Pain Management Solutions  
for the Future

As the opioid crisis rages on, 
the healthcare industry is 
looking for alternatives to 
pain management. The 
crisis has spurred people 

from all over the industry, from phar-
macists to physicians to healthcare 
technology companies to pharmaceu-
tical manufacturers, to reconsider their 
approach. 

�is type of approach is undoubt-
edly necessary: Deaths related to opi-
oid doses still kill about 150 Americans 
every day, according to the National 
Institutes of Health. One recent study 
found that Americans are prescribed 
opioids far more often for surgery than 
in other similar countries—in Sweden, 
11% of patients received opioids after 
surgery, compared to over 70% in the 
United States. �is is a problem, because 
around 21 to 29% of patients prescribed 
opioids develop an addition.

�e good news, however, is that opioid 
prescription rates are declining. Accord-
ing to the CDC, opioid prescribing rates 
have been falling in recent years, from a 
high of 81.3 prescriptions per 100 per-
sons in 2012 to 58.7 prescriptions in 2017. 

Lowering prescribing rates, how-
ever, only solves one part of the equa-
tion. Patients still need a way to cope 
with pain, leading many to consider al-
ternate solutions. From acupuncture to 
novel electrotherapies, here are some 
of ways healthcare is rethinking pain 
management. 

Acupuncture
One of the innovative tools used to move 

patients away from opioids isn’t so new 
or innovative at all. 

Acupuncture is old—very old. Arche-
ologists have found evidence of sharp-
ened bones and rocks that they believe 
were used for acupuncture as long as 
8,000 years ago. Now commonly associ-
ate with traditional Chinese Medicine, 
the practice was and has been some-
what on the fringes in Western medi-
cine (and for a signi�cant length of time 
in China, it was outlawed in 1929 and 
reinstated in 1949). 

In the 1990s, however, acupuncture 
began to receive more attention. In a 
1997 Journal of the American Medical 
Association article, the National Insti-
tutes of Health (NIH) gave “cautious 
approval of some applications of acu-
puncture.” After looking at the research, 
NIH concluded that there is evidence the 
practice helps with post-operative nau-
sea and vomiting, as well as those same 
symptoms caused by chemotherapy and 
post-operative dental pain.

Currently, the NIH website says of 
acupuncture: “Although millions of 
Americans use acupuncture each year, 
often for chronic pain, there has been 
considerable controversy surrounding 
its value as a therapy and whether it is 
anything more than placebo. Research 
exploring a number of possible mecha-
nisms for acupuncture’s pain-relieving 
e�ects is ongoing.”

But with the opioid crisis comes a 
need for alternative, non-addictive ap-
proaches to pain management, and 
many believe acupuncture could be a 
viable solution.

Perhaps the greatest indication that 
acupuncture has hit the mainstream is 
a 3-year program sponsored by the De-
fense and Veterans Center for Integra-
tive Pain Management (DVCIPM), part 
of the Department of Defense focusing 
on pain relief. �e program trained over 
2,800 clinicians—including a number of 
pharmacists—in what’s known as bat-
tle�eld acupuncture (BFA). 

BFA was developed by Air Force phy-
sician Richard Niemtzow in 2001 as a 
method to relieve chronic pain. It was 
�rst tested on U.S. soldiers in Iraq and Af-
ghanistan for e�cacy—Niemtzow called 
it BFA because unlike other therapies, 
it is easy to administer and transport. It 
works by putting small studs in speci�c 
points on the ear in the hope that they 
will relieve pain. While Niemtzow says, 
according to a recent Military Times ar-
ticle, that he has seen signi�cant results 
and that he hopes the treatment could 
provide alternatives to opioids, he adds 
that this is just one new tool in the arse-
nal against pain—he often encourages 
patients to seek other complementary 
treatments or oral therapies. 

Another sign that acupuncture may 
become more common comes from 
CMS, which is currently considering 
covering acupuncture to treat chronic 
lower back pain under Medicare.

Shital Parikh Mars, CEO, Progressive 
Care, a pharmacy and technology com-
pany based in Hallandale Beach, FL, 
says “Medicare beginning to open these 
doors for patients is a great thing, be-
cause physical therapies like chiroprac-
tic care, acupuncture, and massage are 

By Nicholas Hamm, Managing Editor
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less toxic to the body when performed by 
fully quali�ed professionals. �ese ther-
apies can help manage pain before the 
patient seeks opioid treatment or even 
does bodily damage from long term fre-
quent NSAID use.”

Mars’ experience with acupuncture 
is personal: she su�ered from stress-in-
duced neck and back pain, of which acu-
puncture “worked better for me than 
alternatives that I have tried.” She says 
healthcare in the future will likely exper-
iment with these alternative therapies, 
and it would “behoove most standard 
medicine practitioners to open up their 
service o�erings and begin presenting 
these alternative treatments to their pa-
tients. But �rst and foremost, education 
is necessary so that both doctors and pa-
tients understand the diagnosis, what 
options are available, what success and 
results look like, treatment durations, 
risks, costs, etc.”

New Technologies
Looking to the past isn’t the only avail-
able option for those looking for opioid 
alternatives. 

One of the new trends for pain relief 
seekers is the use of electrical therapy 
to stimulate nerves. A recently approved 
example is Nerivio from �eranica. Ner-
ivio is an app-connected device worn as 
an armband that utilizes Remote Elec-
trical Neuromodulation (REN) to treat 
migraines. �e device is worn for 45 min-
utes on the upper arm where it stimu-
lates mainly small skin nerves. 

�e results speak for themselves: in a 
study published in the Journal of Head-
ache and Medicine that compared REN 
with traditional, patient-preferred ther-
apies, researchers found that 2/3 (66.7%) 
of patients undergoing REN therapy 
experienced relief compared to 52.5% 
of those who underwent traditional 
therapies. Based on these �ndings, the 
researchers concluded the REN is an 
e�ective alternative and may even be 
worth looking at as a �rst-line treatment.

Other available technologies relying 

on electrical stimulation include Cefaly, 
sTMS mini, and gammaCore. 

�is is good news for patients looking 
to get away from opioids or other medi-
cations. While migraine-speci�c drugs—
as well as more common approaches like 
OTC NSAIDS (which are themselves re-
sponsible for a large number of side ef-
fects)—are available, opioids continue 
to be prescribed for migraines at high 
rates, according to the American Head-
ache Society.

Perhaps it’s unsurprising then, that 
the market for this kind of technology 

is expected to boom in coming years. 
While issues of reimbursement and ac-
cess still exist, one report from Global 
Market Insights found that the world-
wide market for neurostimulation de-
vices is set to hit $16 billion by 2024, 
growing at a CAGR of 15%. While part 
of that growth is for non-pain related 
treatments for neurological conditions 
(e.g., Parkinson’s disease, epilepsy, de-
mentias), much of that growth will be 
driven by patients in pain resulting from 
failed back surgery, as well as for chronic 
pain su�erers. 

PAIN

Year Total Number of Prescriptions Prescribing Rate Per 100 

2006 215,917,663 72.4

2007 228,543,773 75.9

2008 237,860,213 78.2

2009 243,738,090 79.5

2010 251,088,904 81.2

2011 252,167,963 80.9

2012 255,207,954 81.3

2013 247,090,443 78.1

2014 240,993,021 75.6

2015 226,819,924 70.6

2016 214,881,622 66.5

2017 191,218,272 58.7

TABLE 1

Total number and rate of opioid prescriptions 
dispensed, United States, 2006-2017

Source: CDC
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CLINICAL PRACTICE

The Truth About Statins

A recent study from the Uni-
versity of Nottingham found 
that more than half of the pa-
tients taking statins did not 

optimally lower their cholesterol, plac-
ing those patients at an increased risk 
of a heart attack or stroke.

For the 56 million U.S. adults, 40 or 
older, who have high cholesterol, statins 
can be a lifesaver. � e American Heart 
Association has long recommended sta-
tin therapy as a way to lower LDL cho-
lesterol and reduce the risk of a heart 
attack or stroke in patients who already 
have heart disease or who exhibit risk 
factors, such has being obese or smok-
ing, having high cholesterol, diabetes, 
or high blood pressure. 

“Several dozen trials in the past 
30 years have demonstrated e�  cacy 
and safety of these medications in car-
diovascular risk reduction,” says Dr. 

Rhanderson Cardoso, 
a cardiology fellow at 
Johns Hopkins Medicine, 
Division of Cardiology.

While the study did 
not detail the reasons for 
patients having a subop-

timal response, one reason may be that 
the patients were not taking the right 
statin. According to Cardoso, those 
study participants with a less than op-
timal response were prescribed low-
er-intensity statin therapy and the study 
used the standard of a 40% reduction 
in LDL-C that only applies to patients 
started on high-intensity statin ther-
apy. When it comes to primary pre-
vention, most patients are started on a 
moderate-intensity statin, which only 

decreases LDL-C by 30-50% on average.
“� erefore, over a 40% reduction in 

LDL-C is not anticipated across the 
board in primary prevention patients,” 
says Cardoso.

� e study mentioned, but did not de-
tail, the incidence of noncompliance. 
While some patients’ statin regimen 
may need adjusting to work more e�  -
ciently, the most common reason that 
regimens don’t work is that patients 
don’t take the statin.

“It is nearly impossible for patients 
not to reduce cholesterol if they take a 
statin as prescribed,” says Joseph Sa-
seen, PharmD, professor and vice chair, 
department of clinical pharmacy, Uni-
versity of Colorado Anschutz Medical 
Campus. “Some may not see optimal re-
duction, but if cholesterol is not lowered, 
it is 99.99% because of nonadherence.”

In some cases, patients don’t take 
statins as prescribed because they don’t 
fully understand the purpose of their 

medication or have misconceptions that 
lead them to be skeptical of the bene-
� ts versus risks.

 “Pharmacists are in an excellent po-
sition to help out with this, as we are the 
last step between picking up the pre-
scription and taking the medication 
regularly to decrease the risk of medi-
cal harm (heart attacks, strokes, etc.),” 
says Saseen.

� ere are several reasons patients 
may not � ll or re� ll a statin prescription. 
One is the lack of obvious symptoms as-
sociated with elevated cholesterol. Pa-
tients may have a prescription, but they 
don’t feel sick.

“It’s not like having a cold, where 
you feel symptoms and take something 

to feel better,” says Ste-
fanie Ferreri, PharmD 
and APhA spokesper-
son. “You take a statin 
because a physician tells 
you to, but you don’t feel 
sick. � at’s why patient 

education—every time a patient � lls a 
prescription—is an important part of 
ensuring that patients will continue to 
take their prescriptions. � e study did 
not touch on patient education.”

Intervention has proven to be suc-
cessful at helping patients comply with 
therapy. An NIH study found that about 
33% of patients will stick to therapy 
when given a prescription by their doc-
tors, while about 15% to 25% will not ad-
here despite any intervention. However, 
there is the middle 50% of patients who 
may follow a regimen if given support 
and encouragement.

Some patients may see � lling a statin 

Statin regimens may need tweaking to deliver optimal results.

By Joan Vos MacDonald, contributing editor

The most noted 
“side effect” of 

statins is 
that statins 
save lives.

JOSEPH SASEEN, PHARMD AND VICE CHAIR, DEPARTMENT 

OF CLINICAL PHARMACY, UNIVERSITY OF COLORADO 

ANSCHUTZ MEDICAL CAMPUS
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CLINICAL PRACTICE

prescription as a personal failing, says 
Stacey Swartz, PharmD and co-owner 
of the Neighborhood Pharmacy in Al-
exandria, VA.

“At � rst, they tried exercise and diet 
to naturally get their cholesterol down,” 

says Swartz. “It can be a 
little disheartening not 
to achieve results and 
to have to go on medi-
cation.”

Lifestyle changes can 
help improve overall car-

diovascular health, but these changes 
may not be enough.

“For patients that have established 
heart disease, or diabetes, they will need 
both drug therapy and diet plus exercise 
to manage their overall condition,” says 
Saseen. “For primary prevention, pa-
tients that are very good with lifestyle 
changes, diet, and exercise see improve-
ments in cholesterol, typically up to a 
10% reduction in cholesterol and per-
haps more if they have a high triglycer-
ide problem. Unless they adapt a pure 
plant-based diet (i.e., vegan lifestyle) 
they are not likely to reduce cholesterol 
more substantially.”

� at does not mean patients taking 
statins can skip exercise and eat any-
thing they like. 

“If you are on a pharmacological 
agent like a statin, you also need to be 
doing other things to make the drug 
work like it’s supposed to,” says John 
Beckner, RPh, NCPA senior director, 
strategic initiatives. “You probably still 
need to pay attention to diet and you 
need to be exercising.” 

Some patients may give up on a sta-
tin regimen because they don’t realize 
it’s possible to tweak it. For a start, there 

are currently more than a half-dozen 
U.S. FDA-approved statins—atorvasta-
tin, � uvastatin, lovastatin, pitavastatin, 
pravastatin, rosuvastatin and simvasta-
tin—on the market. 

“� ere are some statins that are much 
more potent than others and can cause 
more side e� ects, while the lower po-
tency ones may not be e� ective,” says 
Swartz. “Looking at medications as a 
group lends limitations.” 

Pharmacists can also help identify 
the right dose.

“Lipid lowering therapy has evolved 
over the years to the point where statin 
potency and LDL-C targets are chosen 
based on individual patient character-
istics,” says Cardoso. “� is is a potential 
area for contribution by the pharmacy 
team to make sure each patient is on the 
correct dose based on standard recom-
mendations for primary and secondary 
prevention.”

Statins may also interact with a va-
riety of drugs, supplements, or foods, 
causing symptoms or lowering e�  cacy. 
Drinking grapefruit juice can inhibit the 
working of some statins. Certain drugs, 
such as calcium channel blockers, which 
are used to lower blood pressure, can 
potentially cause an adverse reaction.

“� at’s why it’s very important to 
go to one pharmacy, so the pharma-
cist can look at your total drug pro� le,” 
says Swartz. “You don’t want to start 
a medication if it is going to interact 
with your other medication and make 
you feel worse.” 

A small percentage of patients decide 
to stop statin therapy because they ex-
perience side e� ects, the most common 
of which are muscle-related symptoms. 

“Some people experience muscle 

weakness and pain and it causes them 
to either not take the drug like they are 
supposed to or to completely go o�  it,” 
says Beckner. “� at will obviously re-
sult in it not having the desired e� ect.”

If soreness and pain are mild to mod-
erate and tolerable, it’s usually advis-
able to continue treatment and see if 
the symptoms subside.  

“I think that in general the side ef-
fects do diminish over time,” says Swartz. 
“People do get used to it. People may 
start taking statins and decide right 
away that they can’t do so and want to 
stop taking it. Medications with fewer 

side e� ects are always an option.”
However, the most noted “side e� ect” 

of statins, says Saseen, is that statins 
save lives. 

“Some patients, up to 10% based on 
studies in real world populations, have 
side e� ects,” says Saseen. “Instead of just 
giving up on the statin, work with your 
pharmacist to � nd a di� erent statin or 
a di� erent dosing scheme that works 
for you and results in no side e� ects, in 
the event they happen.”

Risk factors that decrease 
statin breakdown rate and 
increase likelihood of side 
effects:

1.   Medications, including: 
cyclosporine, gem� brozil, 
antifungal azoles, 
macrolide antibiotics, 
and protease inhibitors.

2.  Mutation in the 
SLCO1B1

3.  Age
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because they don’t realize it is possible 
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Non-Statin Muscle Soreness
“If the pain is persistent, intolerable or 
severe, then contact your physician,” 
says Saseen. “�ey can check three dif-
ferent blood tests to see if there is some-
thing ongoing with your muscles (i.e., a 
serum creatine kinase) or if there is an-
other cause of muscle symptoms (low 
serum vitamin D or hypothyroidism as 
indicated by an elevated serum thyroid 
stimulating hormone).”

True myopathy, with elevated en-
zymes of muscle injury and rhabdomy-
olysis, is exceedingly rare, with only a 
handful of cases for every 10,000 treated 
patients.

“�ere is also a mild increase in di-
abetes although such risk is primarily 
restricted to patients with signi�cant 
risk factors for developing diabetes 
and there is a clear net bene�t in terms 
of risk reduction with statin therapy 
even in this population,” says Cardoso. 
“Finally, the data suggesting over-pre-
scription is dwarfed by data suggesting 
that under-prescription is much more 
of a problem.”

If a patient can’t take a statin or if 
statins don’t su�ciently lower choles-
terol or cardiovascular disease risk, 
non-statin therapies such as Ezitimibe 
or PCSK9 inhibitors may be added to 
the regimen. 

Pharmacogenomic or gene-drug test-
ing is also being used to pinpoint what 
medication might work best. These 
tests look for genetic variants to help 
determine which medication might 
be an e�ective treatment and whether 
you might have side e�ects to a speci�c 
medication.  

“Increasingly, pharmacogenomic 
tests are coming into play,” says Beck-
ner. “A pharmacist can do a genetic test 
to see which statin drug might not work 
at all because a patient’s system might 
not break it down.”

Pharmacists can administer the test 
and send it to the lab for results, which 
then come back to the doctor who in-
terprets the results. In a community 

pharmacy setting, pharmacists can ask 
patients to bring in their lab values re-
lated to cholesterol.

“Pharmacists can then help deter-
mine what goal patients should be aim-
ing at,” says Ferrari. �en, a pharmacist 
can check to see if they are taking the 
correct statin and dose.” 

“When someone tells me they are not 
taking medication or they are going to 
stop taking the medication, I ask them 
why,” says Swartz. “We can discuss it. So, 
at least they are not going o� medication 
completely. I am really not in the busi-
ness of recommending one statin over 
another. I don’t see that as my role. I like 

to arm patients with information so they 
can talk to their healthcare provider.”

Patient education can help prevent 
cardiovascular events by stressing the 
importance of compliance and by sug-
gesting adjustments to personalize reg-
imens. 

CLINICAL PRACTICE

A few statin manufacturers contacted for 
this story did not respond to questions 
about the study’s results, as it pertained 
to this article. P�zer, which produces Lip-
itor, chose not to comment as the study 
covered statins across the board and did 
not concern a particular statin.
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BIGGEST  
SIDE-EFFECTS

1. Muscle-related issues
  Reported rates of 0.3% to 33%. The wide range re�ects different 
populations, as well as different de�nitions of muscle issues. Statin-
induced myopathy is generally de�ned as muscle pain, weakness,  
and/or cramps with blood creatine kinase (CK) levels at least 10 times 
the normal upper limit. CK, while an essential enzyme for muscle 
function, is a marker for muscle damage when found in elevated levels 
in the blood

  One rare disorder to note: statins may be environmental triggers 
for anti-HMG-CoA reductase necrotizing autoimmune myositis 
which causes severe muscle cell death caused by an autoimmune 
response against the enzyme that statins target. It likely targets those 
with underlying genetic susceptibility. Immediate treatment is with 
immunosuppressants.

2. New-onset diabetes
  One study found a 25% increase in new diabetes cases in statin 
patients compared to others, which increased when more risk factors 
were present. 

3.  Increased hemorrhagic stroke incidence
  While the risk of ischemic stroke (obstructed blood �ow to tissues) 
is lowered with statins, the risk for a hemorrhagic stroke (a brain 
aneurysm or blood vessel leak) is associated with lower LDL-C.

3
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NEW DRUG REVIEW

Tafamidis Meglumine  
for Cardiomyopathy

In May 2019, the FDA 
approved tafamidis me-
glumine (Vyndaqel, 
FoldRx, a subsidiary 

of P�zer). It is one of the 
�rst FDA-approved treat-
ments for heart disease 
(cardiomyopathy) caused 
by transthyretin-mediated 
amyloidosis (ATTR-CM) 
in adults.1 Transthyre-
tin-mediated amyloido-
sis is described as a rare, 
slow progressive condition 
caused by the buildup of ab-
normal deposits of proteins 
in the body’s tissues and 
organs, debilitating their 
normal daily function. Ta-
famidis meglumine was 
granted Fast Track, Priority 
Review, and Breakthrough 
�erapy designations by the 
FDA. Additionally, this med-
ication received Orphan 
Drug designation.1

By Kevin Luong, PharmD Candidate 2021 and Leila Khurshid, PharmD, BCPS

DOSING
In patients with con�rmed 
cardiomyopathy of wild type or 
hereditary transthyretin-mediated 
amyloidosis to reduce death and 
hospitalization related to heart 
problems, the recommended dosing 
for tafamidis meglumine is 80 mg daily 
by mouth. Doses may not be crushed 
or cut. If a dose is missed, take the 
dose as soon as remembered or skip 
the missed dose and take the next 

dose at the regularly scheduled time. 
It is important not to double the dose. 
Tafamidis meglumine currently has 
no known drug interactions. Patients 
should not take tafamidis meglumine 
if they are pregnant or plan to become 
pregnant, or if they are breastfeeding or 
plan to breastfeed. As of right now, the 
safety and effectiveness of tafamidis 
meglumine have not been established in 
pediatric patients. For geriatric patients, 
no dosage adjustment is required.4 
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approves new treatments for heart disease 
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thyretin mediated amyloidosis. Accessed 
September 21, 2019.
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amidis in patients with transthyretin cardio-
myopathy (ATTR-ACT). Accessed Septem-
ber 21, 2019.

3.  Maurer MS, Schwartz JH, Gundapaneni B, 
et al. Tafamidis treatment for patients with 
transthyretin amyloid cardiomyopathy. N 
Engl J Med. 2018;379(11):1007-1016.

4.  Tafamidis meglumine [package insert]. 
New York, NY. P�zer Labs; 2019. Accessed 
September 21, 2019. 

EFFICACY
The FDA approved tafamidis 
meglumine primarily based on the 
results of a double-blind, randomized, 
441-participant clinical trial during which 
participants received either tafamidis 
meglumine or placebo.2 Patients 
aged between 18 to 90 years old with 
transthyretin amyloid cardiomyopathy 
(ATTRwt or ATTRm) con�rmed by the 
presence of amyloid deposits on analysis 
of biopsy specimens obtained from 
cardiac and noncardiac sites, and in 
patients without ATTRm, by the presence 
of transthyretin precursor protein 
con�rmed on immunohistochemical 
analysis, scintigraphy, or mass 
spectrometry were eligible. Patients 
were excluded if any one of the following 
criteria were met: heart failure that 
was not due to transthyretin amyloid 
cardiomyopathy, New York Heart 
Association (NYHA) class IV heart failure, 
the presence of light-chain amyloidosis, 

a history of liver or heart transplantation, 
an implanted cardiac device, previous 
treatment with tafamidis, an estimated 
glomerular �ltration rate lower than 
25 ml per minute per 1.73 m2 of body 
surface area, or liver transaminase 
levels exceeding two times the upper 
limit of the normal range.3 Patients 
were given 20 mg tafamidis, 80 mg 
tafamidis, or placebo administered 
once a day for 30 months. The primary 
outcome measure was to assess all-
cause mortality, followed by frequency 
of cardiovascular-related hospitalizations 
over the course of the 30-month trial. 3 
The results showed all-cause mortality 
was lower with tafamidis than with 
placebo (78 of 264 [29.5%] vs. 76 of 
177 [42.9%]; hazard ratio, 0.70; 95% CI, 
0.51 to 0.96). The rate of cardiovascular-
related hospitalizations (0.48 vs. 0.70 
hospitalizations per year; relative risk 
ratio, 0.68; 95% CI, 0.56 to 0.81) was 
lower with tafamidis than with placebo.3

SAFETY
As of publication, there are no known adverse effects associated with tafamidis.4
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PRODUCT ROUNDUP

Like other areas of healthcare, diabetes management in 2019 has 
been experiencing a combination of new device developments 
and improvements, technological advancements, new drug 
approvals, and new partnerships o� ering a glimpse of distant future 
possibilities. 

Here are � ve noteworthy products and updates that are making waves in the 
diabetes management space this year:

By Drew Boxler, associate editor

Omnipod DASH + App 
The OmniPod Dash + APP from Insulet is a simple 
two-part system consisting of a tubeless, wireless, 
waterproof, and Bluetooth-enabled wireless technol-
ogy pod that can hold up 22 units of U-100 insulin; 
and a modern, color touchscreen Personal Diabetes 
Manager that controls the pod. A small, � exible can-
nula inserts automatically with the push of a button.

Patients, healthcare providers, and caregivers can 
choose from a suite of optional mobile apps to help 
simplify diabetes management. 

The FDA recently cleared the OmniPod DASH system 
as an Alternate Controller Enabled Infusion (ACE) 
Pump. According to the FDA, the pump is able to re-
liably and securely communicate with compatible, 
digitally connected devices, including automated 
insulin dosing software, and to receive, execute, and 
con� rm commands from external devices. 

Afi nion HbA1C Dx  
This in vitro diagnostic test is the � rst test that can 
be used to diagnose and monitor patients with di-
abetes or pre-diabetes at the point of care in about 
three minutes. 

The A� nion HbA1c Dx is a fully automated coro-
nate af� nity assay that determines the percent of 
glycated hemoglobin in human venous and capil-
lary whole blood.

Blood samples are automatically diluted and mixed 
with a solution that releases hemoglobin from eryth-
rocytes, creating precipitation. The sample mixture 
is then transferred to a blue boronic acid conju-
gate, which binds to the cis-diols of glycated hemo-
globin. The mixture is then soaked through a � lter 
membrane that collects precipitated hemoglobin 
and conjugate-bound and -unbound remains. Ex-
cess conjugate is removed with a washing agent. 

Boxed warnings for the A� nion HbA1C Dx include 
the signi� cant negative interference with fetal he-
moglobin (HbF). Test results for patients with ab-
normal amounts of HbF, including those with known 
Heredity Persistence of Fetal Hemoglobin, are cur-
rently considered invalid. 
 

Oral Semaglutide   
The FDA recently approved oral tablet administra-
tions of Novo Nordisk’s Ozempic (semaglutide) 
under the new product name Rebylsus. 

7 mg and 14 mg tablets are now available for the 
treatment of patients with type 2 diabetes that, along 
with diet and exercise, are believed to improve blood 
glucose levels. Semaglutide was originally approved 
by the FDA in 2017 the � rst glucagon-like peptide-1 
(GLP-1) analog in a pill for the treatment of patients 
with type 2 diabetes who are not achieving their A1C 
goals with current antidiabetic treatments.

Boxed warning for semaglutide include the potential 
development of thyroid C-cell tumors. According to 
a release, the tumors developed in rodent trials, but 
the potential for c-cell tumor development in hu-
mans with the use of semaglutide is still unknown.

Semaglutide is contraindicated in patients with a 
personal or familial history of MTC or in patients 
with multiple endocrine neoplasia syndrome type 
2, according to a boxed warning in the product’s 
prescribing information.

Other warnings issued with the use of semaglutide 
include the potential for pancreatitis, diabetic ret-
inopathy complications, hypoglycemia, acute kid-
ney injury, and hypersensitivity reactions.

Adverse reactions reported with the use of sema-
glutide include nausea, abdominal pain, diarrhea, 
decreased appetite, vomiting, and constipation. 

5 New Diabetes 
Technologies and Treatments
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FreeStyle Libre and Smart 
Pens   

Abbott and Sano�  have recently partnered 

to combine the former’s FreeStyle Libre 

technology with the latter’s insulin dosing 

information for future smart pens, insulin ti-

tration apps, and cloud computing software. 

FreeStlye Libre reads glucose levels through 

a sensor worn on the back of the upper arm, thereby eliminating 

the need for � nger sticks. 

The LibreLink App enables users to capture and view real-time glu-

cose levels, eight-hour glucose history, and glucose level changes 

in real time on their smartphone. 

AgaMatrix + LifeWallet  

AgaMatrix—a New Hampshire-based company developing, manufac-

turing, and marketing solutions for blood glucose monitoring data 

management on mobile and cloud platforms and 

LifeWallet—a digital healthcare company—have announced a new 

partnership to integrate AgaMatrix’s Bluetooth blood glucose 

monitoring systems with LifeWallet’s apps for health risk assess-

ment and follow up care. 

The integration with occur through Apple’s Healthkit, and will also 

allow clinicians to monitor patients’ daily habits and compliance 

to a tailored care plan through LifeWallet’s Engage App. 

“By incorporating our glucose monitor into LifeWallet’s app 

ecosystem, it reduces the inef� ciencies of traditional manual 

entry–providing a simpli� ed testing experience for users that is in-

telligently designed to collect data with minimal disruption,” said 

John Alberico, President and CEO of AgaMatrix.

LifeWallet is also currently piloting a Sugar Smart for Life Program 

with West Kendall Baptist Church. Participants in the program un-

dergo health risk assessment to established prediabetes risk. 

Those whose levels fell within a pre-diabetic range received wear-

ables and connected devices to capture data such as blood glu-

cose, through AgaMatrix’s Bluetooth-enabled Jaz Wireless 2 Blood 

Glucose Meter, with the 

intention of helping them 

understand the impact 

that clinical remote mon-

itoring engagement may 

have on reducing blood 

glucose levels. 
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DISPENSED AS WRITTEN

Color Coded Inhalers

On July 15, my daughter 
Gretchen Garofoli appeared 
before the Senate Subcom-
mittee to discuss � nancial 

barriers to adult immunizations. � e 
night before she headed to Washington 
DC, I said “nothing to worry about GG, 
but please while you’re there get me an 
appointment to the FDA. I’ll have them 
straightened out in a couple of months 
before I get � red!” 

Many of us in healthcare feel that the 
Food and Drug Administration (FDA) 
are in the back pockets of the drug com-

panies. It seems that the 
FDA are always cater-
ing to the desires of the 
pharmaceutical manu-
facturers. In a previous 
column in September 
2018 (https://www.drug-

topics.com/blog/what-fda-needs-do), 
I implored the FDA to standardize the 
appearance of all generic drugs. � is 
would show beyond a doubt that the 
FDA is concerned about patient safety. 
No one ever contacted me. Hey, I’m just 
a community pharmacist whose major 
concern is always the safety of his pa-
tients. Heck, old Kreckel doesn’t even 
have a political action committee!

Back in October 2013, my niece Ra-
chel Fritz was staying at our home when 
she was doing an optometry rotation in 
State College. I presented an online lec-
ture on optometry at the college. After I 
completed my lecture, she asked “Uncle 
Pete, why didn’t you tell them about the 
cap colors on ophthalmic products?” 
Rachel explained that the anticholiner-
gics had red caps, prostanoids had teal 
caps, anti-in� ammatories had grey caps, 
antibiotics had brown caps, et cetra. In 
over 30 years of community practice, I 
never had this explained to me. I’ve yet 

to meet a pharmacist who ever had this 
covered in pharmacy school. � e Amer-
ican College of Optometry pushed the 
FDA for this, they even provided the pan-
tone colors to minimize variations on 
the color green! http://bit.ly/33O6Wq7

Last week, at the doctor’s clinic I work 
at, once again there was great confu-
sion regarding the asthma/COPD in-
halers. I’ve complained about this for 
years that there is no standardization 
of asthma inhalers with respect to ap-
pearance. We’ve heard horror stories of 
people using steroid inhalers for emer-
gency, and no one steps up to push stan-
dardization. 

My niece, now Dr. Fritz, says that op-
tometrists use these color codes to talk 
with patients. “Use the yellow cap (Tim-
olol) twice daily, and your teal color cap 

(Xalatan) at bedtime.” She says during 
post-refractive surgery, it is less compli-
cated when instructing patients when to 
use the red, gray, and brown cap colors.

I’d like to see the FDA take the initia-
tive to resolve this issue. I’ve heard some 
of the sales reps say they would have to 
retool their equipment to change these 
colors. Fifteen years ago, we were sell-
ing generic albuterol inhalers for $8.00 
each, and the FDA had the manufactur-
ers change the valves to accommodate 
CFC-free formulations, to minimize 
chloro� uorocarbons that were allegedly 
damaging the ozone layer. Albuterol 
inhalers all cost over $50 now. Most of 
the other inhalers for asthma or COPD 
cost over $300. Certainly, the lives of my 
asthma and COPD patients deserve as 
much attention as the ozone layer. 

By Peter A. Kreckel, BSPharm

TABLE

Kreckel

Kreckel’s Proposed Color Codes

DRUG EXAMPLES MECHANISM COLOR/PANTONE#

Albuterol, levalbuterol Beta adrenergic Red 485C

Tiotropium, Umeclidinium 
Long Acting Muscarinic Antagonists 
(LAMA)

Green 7481C

Fluticasone, budesonide Corticosteroids  (ICS) Blue 324C

Salmeterol, vilanterol, olodaterol Long Acting Beta Agonists (LABA) Yellow 107 C

Combination ICS/LABA Purple 3520C

Combination LAMA/LABA Brown 2313C

Combination LAMA/LABA/ICS Gray 400C
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SHOWCASE
PRODUCTS & SERVICES

 BUY-SELL-BROKER

18 YEARS EXPERIENCE

Successful completion of 500 sales

KNOWLEDGE and EXPERIENCE

Six principals advising our clients

NATIONAL COVERAGE 

Coast-to-coast personalized service

STRAIGHT TALK 

Reality-based valuations; best outcomes

COMPLETE CONFIDENTIALITY 

At all times, for your benefit

COMPETITIVE FEES

Pay when you sell; no upfront fees

Contemplating the Sale of Your Pharmacy?
Select the largest, most experienced advisor to assist you.

www.buy-sellapharmacy.com  |  877-360-0095

SIX REGIONAL SPECIALISTS 
PROVIDING PERSONAL ATTENTION

We Work Only For You!  
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 GENERIC DISTRIBUTOR

CONNECT 
Joanna Shippoli
RECRUITMENT MARKETING ADVISOR
(800) 225-4569, ext. 2615 • joanna.shippoli@ubm.com

and career professionals

Post a job today

www.modernmedicine.com/physician-careers

Reach highly-targeted, market-specifi c 
business professionals, 

industry experts and prospects by 
placing your ad here!

MARKETPLACE 
CAN WORK 
FOR YOU!
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 BUY-SELL-BROKER

CREATE FUTURE VALUE.
Call today for a free  

Cost of Goods Sold-Profit Analysis. 

© 2018 Pharmacy Consulting Broker Services.

Daniel J. Lannon, RPh, Broker 
Representing pharmacy owners nationwide. 

Call 888.808.4RPH (4774)
Text 651.769.4932

Email dan@pharmacycbs.com
Web pharmacycbs.com

EXPERTISE
Work with a licensed and insured broker, 
who has personally sold and closed over 
140 pharmacy transactions in 42 states.

ADDED VALUE
Our proven, confidential, proprietary 
process means a higher price, less 
stress and lower risk for you.

FREE CONSULTATION
Call 888.808.4774 before disclosing any 
information to a potential buyer. 

SELLING YOUR 
PHARMACY? 

WHAT YOU DON’T 
KNOW CAN LOWER 
YOUR SALE PRICE.  

For information, call Wright’s Media 

at 877.652.5295 or visit our website at 

www.wrightsmedia.com

Leverage branded content from 
 Drug Topics to create a more powerful 

and sophisticated statement  
about your product, service,  

or company in your next  
marketing campaign.  

Contact Wright’s Media  
to �nd out more about how we can  
customize your acknowledgements  
and recognitions to enhance your  

marketing strategies.

Content Licensing 
for Every Marketing 

Strategy

Marketing solutions fit for:
Outdoor

Direct Mail
Print Advertising

Tradeshow/POP Displays
Social Media
Radio & TV

Voice of the Pharmacist
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 BROKERS

MARKETPLACE CAN WORK FOR YOU!
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at your fingertips.
Why stop learning when you’re finished enjoying this issue? 
Go online to the source for science, policy and practice of infection control. You’ll find our latest 
on every vital topic — and a library of information that’s brought us to where we are today.

InfectionControlToday.com
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