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HERE...

for the treatment of Clostridium difficile– 

associated diarrhea (CDAD)1

IMPORTANT SAFETY INFORMATION AND INDICATIONS
Indications 

FIRVANQ™ (vancomycin hydrochloride) is a glycopeptide antibacterial indicated in adults and pediatric patients less than 18 years of age for the treat-

ment of:

• Clostridium difficile-associated diarrhea 

• Enterocolitis caused by Staphylococcus aureus (including methicillin-resistant strains) 

Contraindications

• FIRVANQ™ is contraindicated in patients with known hypersensitivity to vancomycin.

Important Limitations of Use

• Parenteral administration of vancomycin is not effective for the above infections; therefore, vancomycin must be given orally for these infections.

•  Orally administered vancomycin hydrochloride is not effective for treatment of other types  of infections. To reduce the development of 

drug-resistant bacteria and maintain the effectiveness of FIRVANQ™ and other antibacterial drugs, FIRVANQ™ should be used only to treat or 

prevent infections that are proven or strongly suspected to be caused by susceptible bacteria.

Warnings and Precautions

•  FIRVANQ™ must be given orally for treatment of C. difficile-associated diarrhea and staphylococcal enterocolitis. Orally administered  

vancomycin hydrochloride is not effective for treatment of other types of infections.

•  Significant systemic absorption has been reported in some patients (e.g., patients with renal insufficiency and/or colitis) who have taken multiple 

oral doses of vancomycin hydrochloride for C. difficile-associated diarrhea. Some patients with inflammatory disorders of the intestinal mucosa 

also may have significant systemic absorption of vancomycin. Monitoring of serum concentrations of vancomycin may  

be appropriate in some instances, e.g., in patients with renal insufficiency and/or colitis or in those receiving concomitant therapy with  

an aminoglycoside antibacterial drug.

•  Nephrotoxicity has occurred following oral vancomycin hydrochloride therapy and can occur either during or after completion of therapy. The risk is 

increased in geriatric patients. In patients over 65 years of age, including those with normal renal function prior to treatment, renal function should 

be monitored during and following treatment with FIRVANQ™ to detect potential vancomycin induced nephrotoxicity.

•  Ototoxicity has occurred in patients receiving vancomycin. It may be transient or permanent. It has been reported mostly in patients who have been 

THERE’S AN EASY-TO-RECONSTITUTE  

ORAL VANCOMYCIN SOLUTION FOR

https://www.firvanq.com/


given high intravenous doses, who have an underlying hearing loss, or who are receiving concomitant therapy with another  

ototoxic agent, such as an aminoglycoside. Serial tests of auditory function may be helpful in order to minimize the risk of ototoxicity.

•  Use of FIRVANQ™ may result in the overgrowth of non-susceptible bacteria. If superinfection occurs during therapy, appropriate measures should be 

taken.

•  Prescribing FIRVANQ™ in the absence of a proven or strongly suspected bacterial infection is unlikely to provide benefit to the patient  

and increases the risk of the development of drug resistant bacteria.

•  Hemorrhagic occlusive retinal vasculitis, including permanent loss of vision, occurred in patients receiving intracameral or intravitreal 

administration of vancomycin during or after cataract surgery. The safety and efficacy of vancomycin administered by the intracameral or intravitreal 

route have not been established by adequate and well-controlled studies. Vancomycin is not indicated for prophylaxis of endophthalmitis.

Adverse Reactions

• The most common adverse reactions (≥ 10%) were nausea (17%), abdominal pain (15%) and hypokalemia (13%).

To report SUSPECTED ADVERSE REACTIONS, contact CutisPharma, Inc. at 1-800-461-7449, EXT 103; or FDA at 1-800-FDA-1088 or  

www.fda.gov/medwatch.

This Important Safety Information does not include all the information needed to  

use FIRVANQ™ safely and effectively. See Brief Summary of Full Prescribing Information  

for FIRVANQ™ on the next page.

Reference: 1. FIRVANQ™ Prescribing Information. Wilmington, MA: CutisPharma, Inc; 2018.  

PRE-MEASURED

powder and diluent

PRE-FLAVORED

grape oral solution

A LOW-COST OPTION

for patients who need   

oral vancomycin
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DESIGNED WITH CONSISTENCY AND  
AFFORDABILITY IN MIND 

FIRVANQ™ makes reconstitution quick 

and easy in every pharmacy setting, 

from hospital to local retail. OR 
THERE

Visit www.FIRVANQ.com to learn more  

and request a call or visit with a  

CutisPharma representative.

FIRVANQ™—the only FDA-approved vancomycin hydrochloride 

for oral solution1
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Brief Summary

FIRVANQ™ (vancomycin hydrochloride) is a glycopeptide antibacterial indicated in adults and pediatric patients less than 18 years of age for the treatment of: 
• Clostridium difficile-associated diarrhea 
• Enterocolitis caused by Staphylococcus aureus (including methicillin-resistant strains) 

Important Limitations of Use:
• Orally administered vancomycin hydrochloride is not effective for treatment of other types of infections. 

To reduce the development of drug-resistant bacteria and maintain the effectiveness of FIRVANQ™ and other antibacterial drugs, FIRVANQ™ should be used only 
to treat or prevent infections that are proven or strongly suspected to be caused by susceptible bacteria.

Table 1: Common (≥5%) Adverse Reactions* for Vancomycin Hydrochloride Reported in Clinical in Clinical 
Trials for Treatment of C. difficile-Associated Diarrhea

Hypersensitivity to vancomycin

The most common adverse reactions (≥ 10%) were nausea (17%), abdominal pain (15%) and hypokalemia (13%). 

In addition to the information presented above from clinical 
trials, the following adverse reactions have been identified 
during post-approval use of vancomycin hydrochloride:

Ototoxicity: Hearing loss, vertigo, dizziness, and tinnitus have 
been reported.

Hematopoietic: Reversible neutropenia, usually starting 
1 week or more after onset of intravenous therapy with 
vancomycin or after a total dose of more than 25 g, has been 
reported. Neutropenia appears to be promptly reversible when 
vancomycin is discontinued. Thrombocytopenia has been 
reported.

Miscellaneous: Anaphylaxis, drug fever, chills, nausea, 
eosinophilia, rashes (including exfoliative dermatitis), Stevens-
Johnson syndrome, toxic epidermal necrolysis, and vasculitis 
have been reported with the administration of vancomycin.

A condition has been reported with oral vancomycin that is 
similar to the IV–induced syndrome with symptoms consistent 
with anaphylactoid reactions, including hypotension, 
wheezing, dyspnea, urticaria, pruritus, flushing of the upper 
body (“Red Man Syndrome”), pain and muscle spasm of the 
chest and back. These reactions usually resolve within 20 
minutes but may persist for several hours.

* Adverse reaction rates were derived from the incidence of treatment-emergent adverse events.

• FIRVANQ™ must be given orally for treatment of C. difficile-associated diarrhea and staphylococcal enterocolitis. Orally administered vancomycin hydrochloride 
is not effective for treatment of other types of infections. Parenteral administration of vancomycin is not effective for treatment of C. difficile-associated diarrhea 
and staphylococcal enterocolitis. If parenteral vancomycin therapy is desired, use an intravenous preparation of vancomycin and consult the package insert 
accompanying that preparation. 

• Clinically significant serum concentrations have been reported in some patients who have taken multiple oral doses of vancomycin hydrochloride for C. difficile-
associated diarrhea. Some patients with inflammatory disorders of the intestinal mucosa also may have significant systemic absorption of vancomycin. These 
patients may be at risk for the development of adverse reactions associated with higher doses of FIRVANQ™; therefore, monitoring of serum concentrations 
of vancomycin may be appropriate in some instances, e.g., in patients with renal insufficiency and/or colitis or in those receiving concomitant therapy with an 
aminoglycoside antibacterial drug. 

• Nephrotoxicity has occurred following oral vancomycin hydrochloride therapy and can occur either during or after completion of therapy. The risk is increased in 
geriatric patients. Monitor renal function. 

• Ototoxicity has occurred in patients receiving vancomycin hydrochloride. It may be transient or permanent. Assessment of auditory function may be appropriate in 
some instances.

• Use of FIRVANQ™ may result in the overgrowth of non-susceptible bacteria. If superinfection occurs during therapy, appropriate measures should be taken.  
• Prescribing FIRVANQ™ in the absence of a proven or strongly suspected bacterial infection is unlikely to provide benefit to the patient and increases the risk of 

the development of drug resistant bacteria.
• Hemorrhagic occlusive retinal vasculitis (HORV), including permanent loss of vision, occurred in patients receiving intracameral or intravitreal administration 

of vancomycin during or after cataract surgery. The safety and efficacy of vancomycin administered by the intracameral or intravitreal route have not been 
established by adequate and well-controlled studies. Vancomycin is not indicated for prophylaxis of endophthalmitis. 

Geriatrics: In patients over 65 years of age, including those with normal renal function prior to treatment, renal function should be monitored during and following 
treatment with vancomycin hydrochloride to detect potential vancomycin induced nephrotoxicity. Patients over 65 years of age may take longer to respond to therapy 
compared to patients 65 years of age and younger.

Pregnant women: There are no available data on FIRVANQ™ use in pregnant women to inform a drug associated risk of major birth defects or miscarriage.

Nursing mothers: There are insufficient data to inform the levels of vancomycin in human milk.  

Antibacterial Resistance:
Patients should be counseled that antibacterial drugs including FIRVANQ™ should only be used to treat bacterial infections. They do not treat viral infections (e.g., 
the common cold). When FIRVANQ™ is prescribed to treat a bacterial infection, patients should be told that although it is common to feel better early in the course 
of therapy, the medication should be taken exactly as directed. Skipping doses or not completing the full course of therapy may (1) decrease the effectiveness of the 
immediate treatment and (2) increase the likelihood that bacteria will develop resistance and will not be treatable by FIRVANQ™ or other antibacterial drugs in the 
future.

Important Administration Instructions:
Instruct the patient or caregiver to:
• Shake the reconstituted solutions of FIRVANQ™ well before each use and to use an oral dosing device that measures the appropriate volume of the oral solution 

in milliliters.
• Store the reconstituted solutions of FIRVANQ™ in the refrigerator when not in use.
• Discard reconstituted solutions of FIRVANQ™ after 14 days, or if it appears hazy or contains particulates.

This is a brief summary of information from the prescribing information and does not include all of the information from the full PI. See the complete PI at  
www.FIRVANQ.com.

To report SUSPECTED ADVERSE REACTIONS, contact CutisPharma, Inc. at 1-800-461-7449, EXT 103; or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch. 

Initial U.S. Approval: 1964  Manufactured for Cutis Pharma  
841 Woburn St. Wilmington, MA 01887 USA

Rev. 2/2018 

Supportive care is advised, with maintenance of glomerular filtration. Vancomycin is poorly removed by dialysis. Hemofiltration and hemoperfusion with polysulfone 
resin have been reported to result in increased vancomycin clearance.

INDICATIONS AND USAGE

ADVERSE REACTIONS

CONTRAINDICATIONS

WARNINGS AND PRECAUTIONS

USE IN SPECIFIC POPULATIONS

PATIENT COUNSELING INFORMATION

OVERDOSAGE

System/Organ Class Adverse Reaction Vancomycin Hydrochloride (%) (N=260)

Gastrointestinal disorders Nausea 17

Abdominal pain 15

Vomiting 9

Diarrhea 9

Flatulence 8

General disorders and 
administration site conditions

Pyrexia 9

Edema peripheral 6

Fatigue 5

Infections and infestations Urinary tract infection 8

Metabolism and nutrition disorders Hypokalemia 13

Musculoskeletal and connective 
tissue disorders

Back pain 6

Nervous system disorders Headache 7

http://www.FIRVANQ.com
http://www.fda.gov/medwatch
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IN MY VIEW
By Capt. Mary E. Kremzner, PharmD, MPH, BCGP, and Sonia Kim, PharmD, MS

FDA’s Drug Information 
Specialists

W
hen you think of drug in-
formation (DI) special-
ists, you may envision 
pharmacists providing 
empiric therapy recom-

mendations, writing hospital newsletters, or 
performing literature searches. Unlike the 
work of traditional DI specialists, the role of 
an FDA DI pharmacist is much broader. In ad-
dition to the traditional DI role of answering 
inquiries about drug products, pharmacists 
at the FDA also provide regulatory guidance 
for drug development, serve as a conduit for 
reporting drug problems, and are often the 
fi rst agency contact for whistleblowers.

Th e DI specialists in the Center for Drug 
Evaluation and Research’s (CDER’s) Division 
of Drug Information (DDI) can be the fi rst 
to learn of an emerging public health risk or 
patient safety issue. Nothing illustrates this 
better than the fungal meningitis outbreak 
in 2012. What began as one call—a patient 
reporting serious complications after use of  
contaminated injection produced by the New 
England Compounding Center—signaled the 
beginning of the outbreak. 

In July 2018, DDI specialists began fi elding 
an unusually high number of questions about 
a recall occurring in Europe. Th e European 
Medicines Agency had recalled some valsar-
tan medicines due to an impurity in the bulk 
active ingredient, which came from a Chi-
nese company that supplied several manu-
facturers. A division pharmacist consulted 
with CDER’s Offi  ce of Compliance and the 
FDA issued a statement about three volun-
tary recalls from U.S. manufacturers that had 
used the aff ected ingredient. Within the fi rst 
month of the investigation, 4,000 inquiries 
informed the FDA’s expanding investigation 

and communications to the public.  
In another incident, a concerned pharma-

cist alerted FDA to a new sleep aid named 
Elavil OTC Sleep that was being marketed as 
an OTC dietary supplement labeled as con-
taining melatonin, valerian root, and vitamins. 
Th e DDI pharmacist recognized this product  
was being marketed in a way that would con-
fuse consumers to think it contained Elavil, 
a well-known prescription antidepressant. 
While Elavil is no longer marketed as a brand-
name drug, generic amitriptyline products are 
still often referred to as Elavil. CDER collab-
orated with the FDA’s Center for Food Safety 
and Applied Nutrition, which regulates di-
etary supplements, to address concerns with 
the company marketing Elavil OTC Sleep. A 
warning letter was issued to the company 
within weeks, and it was cited for misbrand-
ing and for making multiple drug claims. Th e 
product’s website has been taken down and 
many pharmacy professional associations, in-
cluding the Institute for Safe Medicine Prac-
tice, issued warnings about it. 

DDI also receives whistleblower complaints 
about good manufacturing practice viola-
tions. DDI has escalated several whistleblower 
complaints ranging from drug registration 
and listing violations to major quality issues 
in manufacturing sites. Many of these cases 
have resulted in warning letters and nation-
wide recalls.

If something looks peculiar with a product 
you receive, drug you dispense, or the place 
you work, tell us. Contact FDA’s Division of 
Drug information at druginfo@fda.hhs.gov 
or 855-543-3784. Our staff  will work with you 
to get the information to our experts. Your re-
port may be the index case for an investigation 
that protects the public and patient safety. 

Not your traditional drug information pharmacists

Sonia Kim, PharmD, 

MS, is a team leader 

in the Division of Drug 

Information at the FDA.

Mary E Kremzner, 

PharmD, MPH, BCGP, is 

a captain in the United 

States Public Health 

Service and is director 

of the Division of Drug 

Information at the FDA.
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IN MY VIEW
By Terry McInnis, MD, MPH

It’s Time to Get the 
Medications Right

W
e spent roughly $480 billion for 
prescription drugs in 2016. We 
wasted $528 billion on nonop-
timized medication use.  

Why? Th e reasons are complex. 
First, we lack a systematic coordinated ap-

proach to medication management that can 
ensure medications are appropriately and ef-
fectively used. 

Second, we are in the midst of the great-
est evolution in healthcare, a transition from 
population health-based clinical guidelines to 
personalized precision medicine. Whole ge-
nome sequencing reveals new mutations and 
is allowing ever greater precision. Advances 
in pharmacogenomics, diagnostics, targeted 
therapies, and even microbiome infl uences 
are progressively narrowing our understand-
ing of drug and genetic therapy from a shot 
gun approach to laser certainty. 

Th ird, policy and payments must align with 
these scientifi c and delivery system realities 
if we are to close the gap between scientifi c 
discovery and direct patient care.

Th is is why we launched the Get the Medi-
cations Right (GTMRx) Institute with a specifi c 
crosscutting—and, I believe, unique—focus: 
Bring critical stakeholders together, bound 
by the need to optimize outcomes and re-
duce costs by getting the medications right. 

More than 200 members come from both 
the practice delivery side—including the un-
derused services of clinical pharmacists and 
genetic counselors—as well as the IT and an-
alytics/artifi cial intelligence, advanced di-
agnostics, and policy and payment spheres, 
all working with patients to transform care. 

Our goal is to attack the issue of non-
optimized medication use. We’re engaging 
physicians, clinical pharmacists and other 
providers to transform practice and inte-
grate comprehensive medication manage-
ment (CMM) as the means by which to focus 

on this personalized precision approach to 
medication management. We’re boosting 
evidence while informing payers and policy-
makers about CMM’s promise to lower costs 
and improve lives.  

Understanding CMM
What is CMM, and why do we believe it will 
optimize clinical outcomes? It’s a systematic 
approach to medications where physicians 
and pharmacists ensure that medications—
prescription, nonprescription, alternative, 
traditional, vitamins, or nutritional supple-
ments—are assessed to determine that each 
is appropriate for the patient, eff ective, safe, 
and able to be taken by the patient as intended. 

CMM optimizes medical outcomes by en-
suring medications are appropriately and 
eff ectively used. Th is not only boosts cost-ef-
fectiveness; it assures that all conditions are 
eff ectively managed, building the bridge from 
trial-and-error population-based medication 
use to personalized science-and-data-driven 
medication therapy 

It’s important to distinguish between CMM 
and other forms of medication therapy man-
agement (MTM). CMM is patient-centric, 
based on optimizing the clinical goals of ther-
apy, and was defi ned by the Patient-Centered 
Primary Care Collaborative. 

Many organizations have taken to call-
ing what they do “comprehensive medica-
tion management.” Th ey may do two or three 
components, but no more. CMM includes 10 
specifi c elements. An organization must do 
all 10; otherwise, it isn’t providing compre-
hensive medication management. 

Medical knowledge is said to be doubling 
every 73 days. With medications represent-
ing 80% to 85% of how we prevent and treat 
disease, we must focus on optimizing med-
ications. 

It’s time to get the medications right. 

Terry McInnis, MD, MPH, 

is president and cofounder 

of the Get the Medications 

Right Institute, 

https://gtmr.org/.

“Bring critical 

stakeholders 

together, bound 

by the need 

to optimize 

outcomes and 

reduce costs 

by getting the 

medications right.
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PHARMACY STRATEGIES
By Lester Nathan, MS

Your Approach to Hiring 
Is All Wrong!

M
ost pharmacy owners trust their 
gut to determine how to locate 
and hire the best possible can-
didates for any job opening. 

Others seek advice from more established 
colleagues. Neither one is a sound basis for 
hiring future superstars if you want to build 
an A-team.

And, if you’re looking for a technician or a 
cashier on the basis of experience, that, too, 
is the wrong reason to select an individual. 
You can give anyone the experience they need. 

Experience is not the right basis for hiring 
because it may be the wrong experience. Your 
culture and how you want things done mat-
ter far more than somebody else’s adverse ex-
perience, especially if it was in a chain store 
or big box store.  

Certain qualities indicate that a person will 
succeed no matter what type of job you are 
hiring her for. Her attitude towards learning 
and success are most important.   

Indeed, drive and determination, plus an 
attitude towards learning, can be the most im-
portant information you can discover about 
her. 

What Now?
Th e approaches to recruiting candidates that 
you were using ten years ago no longer suc-
ceed very well, especially during this period 
of peak employment for the general popu-
lation, when the barrel of labor supply is al-
most empty. 

Here’s what you should be doing:

  Advertise online as well as in the local 
newspaper because this is where the 
largest number of applicants seek new 
employment. When properly done, 

you can even entice individuals who 
are currently employed but who are 
seeking a better opportunity. 
  Describe the benefi ts of coming to 
work for you rather than somewhere 
else. And make certain those benefi ts 
are what most people are seeking 
today (ie, health insurance, child care 
assistance, etc.).
  Give good people reasons to leave 
their current jobs. Surveys show that 
as many as 67% of those gainfully 
employed are unhappy in their current 
positions and would prefer to move 
to a better job. Make sure you extol 
all the benefi ts and opportunities you 
off er. 
  Off er fl exibility arrangements (ie, days 
of week, hours, etc.), as long as they 
are compatible with your needs.
  Show that you are interested in 
helping applicants make a career of 
working for you. 

Hiring the Smart Way
Once you receive resumes in your email, in-
terview the top three candidates to see which 
one is most qualifi ed. You can assess qualifi -
cations by holding a two-minute phone call 
with the applicant and using a well-prepared, 
short questionnaire.

And fi nally, perform a reference check to 
determine if the applicant really has the abil-
ities you want in an employee. Sometimes, 
you may learn something about that indi-
vidual that you could not discern from any 
conversation. 

By following this proven method for hir-
ing the most qualifi ed people, you can select 
the future stars of your team. 

Neither your gut nor peer advice will get you the caliber people you need

Lester Nathan, aka 

Th e Pharmacy Sage, 

can be reached at 

thepharmacysage@

rxresultsnow.com.

“Drive and 

determination, 

plus an attitude 

towards learning, 

can be the 

most important 

information you 

can discover.”
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SPECIALTY MATTERS
By Jason Poquette, RPh

A Case for Health System 
Specialty Pharmacy

S
pending for specialty pharmaceu-
ticals continues to rise, with the 
front-runners like CVS Specialty 
and Accredo generating more than 
$30 billion in annual revenues in 

2018 alone. By 2020, industry experts believe 
specialty drugs will account for 50% of U.S. 
spending on pharmaceuticals. 

Health systems and hospitals have been 
watching this trend and are entering the spe-
cialty drug dispensing industry. According to 
an analysis by Adam Fein of Drug Channels, 
“about one-quarter of all accredited specialty 
pharmacy locations are owned by hospitals, 
health systems, physician practices, and pro-
viders’ group purchasing organizations.”

But revenue alone is a rocky road on which 
to build the case for a health system specialty 
pharmacy. Margin pressures have forced sev-
eral signifi cant players to exit the market. 
Premier Inc. recently announced its deci-
sion to move away from the specialty phar-
macy business. 

Health systems need to think strategically 
about how they design and implement spe-
cialty pharmacy programs. Th ose with access 
to 340B pricing may be lured into believing 
that the profi ts are virtually guaranteed; how-
ever, increasing political pressure and focus 
on this model, and legislation to reduce 340B 
reimbursements to hospitals, may require a 
new approach. 

Th e case for a successful health system spe-
cialty pharmacy model is built on the foun-
dations of service and savings. Here is where 
health systems can offer value that often 
cannot effi  ciently be supplied by traditional 
mail-order specialty pharmacies. 

Service
Part of the service advantage of a health sys-
tem specialty pharmacy is a result of the 

convenience of being able to dispense directly 
to patients who are already at the hospital to 
see their providers, have blood drawn, or are 
there for outpatient treatment. Well designed 
specialty pharmacy workfl ows can provide an 
effi  cient way to dispense these medications 
to patients while they wait for their appoint-
ment or procedure. 

Th is service also allows health systems to 
use their best clinical staff  to provide face-to-
face counseling with patients about the use 
of specialty medications either within the in-
dividual clinics, during infusions, or in coun-
seling rooms on-site. 

Savings
Th e cost of specialty pharmaceuticals con-

tinue to rise, and health systems need to think 
about ways they can help payers manage costs 
as well as care. By working closely with hospi-
tal providers and patient electronic medical 
records, health system specialty pharmacies 
can save money for payers by quickly discon-
tinuing or delaying medications. 

Th ere is an opportunity for hospitals to 
think about partnering with payers around 
outcomes-based pricing models where mar-
gins can be tied to tangible goals for patient 
success. Readmission prevention services for 
high-risk patients can also be used to help care 
for these patients in comprehensive, effi  cient 
ways. Th ese and other creative approaches are 
more effi  ciently managed by a hospital out-
patient specialty pharmacy.

Th e real winner of a health-system-based 
specialty pharmacy program are the patients, 
who will receive end-to-end care of their 
chronic illness or disease. By putting patient 
needs fi rst and revenue second, hospitals 
can create value-based models for specialty 
pharmacy that are good for patients, payers, 
and providers. 

Jason Poquette, RPh, 

is director of specialty 

pharmacy at Dana-Farber 

Cancer Institute in Boston.

“This service 

also allows 

health systems 

to use their 

clinical staff to 

provide face-to-

face counseling 

with patients.”
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Smalldoses
By Drew Boxler, associate editor
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ACDS’s four new policy 
recommendations for 
opioid abuse preven-
tion include increas-
ing access to naloxone 
and working towards a 
national prescription 

drug monitoring program (PDMP).
Th e organization’s opioid recommen-

dations include state-level legislative and 
regulatory revisions that would foster the 
creation of a national PDMP database, 
Steven C. Anderson, NACDS president 
and CEO, tells Drug Topics.

Proposed PDMP requirements include 
daily reporting of controlled substance 
dispensing information to state PDMPs, 
data standardization to improve PDMP 
usefulness, a check to the state PDMP by 
providers prior to issuing a controlled 
substance prescription, and enabling in-
terstate access to PDMP data.

In Missouri—the only state without 
a PDMP—NACDS is continuing to work 
with its two in-state partners on a state-
wide PDMP that builds on the current 
county-based program, which covers 
nearly 80% of that state’s population, ac-
cording to Anderson.

NACDS now recommends that nal-
oxone be coprescribed with some opioid 
prescriptions.  Because certain patient 
populations are at increased risk of over-
dose due to the nature of their condition 
or to the combination of medications 
they take, coprescribing ensures imme-
diate access to naloxone that could prove 
life-saving in emergencies, Anderson says. 

“NACDS will pursue state legislation 

that ensures all patients taking poten-
tially dangerous combinations have ac-
cess to naloxone when the initial opioid 
prescription is fi lled. NACDS urges the 
authorization of pharmacists to prescribe 
and dispense naloxone immediately upon 
identifying patients at potential risk of 
overdose, or an individual that presents 
with possible abuse of heroin,” Ander-
son says.

NACDS is also urging for reforms in 
the design of health plans to help iden-
tify and treat patients with substance 
use disorders (SUDs) and is urging im-
proved coverage for pain management 
treatments other than opioids.

“Opportunities exist to leverage the 
role of the pharmacist in services that 
improve access to medications for SUDs 
and addiction, incentivize screenings 
for SUDs, and improve access to med-
ication assisted treatment at the physi-
cian- and community-pharmacy levels,” 

says Anderson. 
NACDS proposes to pursue federal 

and state policies that require cover-
age of alternative non-opioid drug ther-
apies for chronic pain management at 
the same formulary and cost-sharing 
tier. NACDS also proposes to require cov-
erage of complementary or integrated 
health pain management services, ac-
cording to Anderson.

Pharmacists’ role in opioid abuse pre-
vention is warranted and welcome—70% 
of Americans support leveraging phar-
macy’s role to help solve issues related 
to opioid abuse, says Anderson.

In addition, a national survey con-
ducted in January by Morning Consult 
and commissioned by NACDS found 
that, by a 2-to-1 margin, pharmacies and 
pharmacists are considered to be a solu-
tion, not a contributor, to the problem of 
opioid abuse. 

— By Christine Blank

NACDS Pushes for 
Naloxone, National PDMP

N
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More than 29 million U.S. adults have type 
2 diabetes mellitus; its prevalence world-
wide has increased by 30% in the last 10 
years, according to a new report from 
the American Heart Association (AHA). 
Th ere are 6.5 million people in the United 
States in heart failure.

Recent clinical trials have demon-
strated the shared pathophysiology be-
tween diabetes mellitus and heart failure, 
the synergistic eff ect of managing both 
conditions, and the potential for diabe-
tes mellitus therapies to modulate the 
risk of heart failure outcomes.

AHA is calling for a team-based ap-
proach to caring for and managing pa-
tients with heart failure and diabetes. 
Th is integrated approach should include:

  Primary clinicians practicing in 
primary care, cardiology, and 
endocrinology
  Other clinicians: pharmacists, 
dieticians, and physical therapists
  Specialists (when needed): 
palliative care, nephrology, and 
hospitalists
  Community resources: social 
workers, community health workers

“Central to team-based care is the 
recognition that approaches to chronic 
disease management require the devel-
opment of individualized plans of care 
that consider patient preferences and 
eff ective coordination of care across all 
member of the healthcare team,” the 
paper states.

Other topics addressed in the paper 
include: the epidemiology of type 2 di-
abetes and heart failure, pathophysi-
ology, medical management including 
glycemic goals, considerations of glu-
cose-lowering medications (metformin, 
sulfonylureas, thiazolidinediones, in-
sulins, GLP-1 receptor agonists, DPP-4 
inhibitors, SGLT-2 inhibitors), consider-
ations relating to heart failure therapies 
(angiotensin-converting enzyme inhibi-
tors, angiotensin receptor blockers, an-
giotensin receptor neprilysin inhibitor, 
beta blockers, ivabradine, mineralocorti-
coid receptor antagonists, and ICD/CRT, 
clinical considerations with patients with 
chronic kidney disease.

Download the report here: https://bit.
ly/2MSmxk1 

— By Daniel Verdon

Type 2 Diabetes: A Risk Factor for Heart Failure

Th e Massachusetts Health Policy Commis-
sion (HPC) is calling for more oversight 
in spread pricing by pharmacy benefi t 
managers (PBMs).

In a new report, HPC examined spread 
pricing and its impact on the state’s com-
mercial health plans and Medicaid. Th e 
fi ndings were presented recently at an 
HPC’s Market Oversight and Transpar-
ency committee meeting.

A 2020 state budget proposal would 
limit PBM margins under contracts with 
MCOs and accountable care organiza-
tions (ACOs), HPC says.

To examine the potential impact of 
these different pricing practices, the 
HPC compared generic drug prices in 
the MassHealth MCO program and in 
the commercial market to the pharmacy 
acquisition cost for the drug, based on 
the National Average Drug Acquisition 
Cost (NADAC). 

“Th e diff erence between the payer price 
and NADAC is largely comprised of the 
dispensing fee to pharmacies and the po-
tential profi t retained by PBMs. Th e HPC 
also compared the MCO/PBM prices to 

Massachusetts 
Commission Calls for 
More Transparency on 
PBM Spread Pricing
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ASHP has launched the 

Emergency Medicine Certifi cate 

and the Nutritional Support 

Certifi cate.

The emergency medicine 

course comprises 11 online 

modules, offering 27 hours of CE 

credits.

The Nutritional Support 

Certifi cate from ASHP and the 

American Society for Parenteral 

and Enteral Nutrition consists 

of 11 online modules and offers 

19.25 hours of CE. 

Emergency Medicine Certifi cate: 

https://bit.ly/31Tr60L

Nutritional Support Certifi cate:  

https://bit.ly/2ZJOQma  

New Certifi cates 
for Pharmacists
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CVS Health has announced that 

it will expand its HealthHUBs to 

1,500 locations by the end of 

2021. Fifty CVS locations in the 

Houston, Atlanta, Philadelphia/

Southern New Jersey, and Tampa, 

FL, areas will be the fi rst to 

offer expanded services. This is 

about 15% of the CVS Pharmacy 

locations in those markets.

The stores offer personalized 

pharmacy support programs and 

expanded MinuteClinic services, 

as well as one-on-one and group 

counseling on topics such as 

nutrition and weight loss. 

— Valerie DeBenedette

CVS to Offer HealthHUBs 
at 1,500 Stores
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FFS, using FFS prices as a bench-
mark for the pass-through pricing 
model that includes the set dispens-
ing fee of $10.02 per prescription.”

PBMs assert that spread pricing 
models provide more predictability 
for health plans than pass-through 
models, in which drug prices for 
plans fl uctuate directly with changes 
in drug acquisition cost. However, 
with greater transparency, payers 
can make informed choices about 
allocation of state spending or pre-
mium dollars, including appropriate 
compensation for both pharmacies 
and PBMs.

Key fi ndings:

  In 2017, drug spending in 
Massachusetts increased 
by 4.1%.

  MassHealth drug spending 
nearly doubled in fi ve years 
from $1.1 billion in 2012 go 
$1.9 billion in 2017.

  Spread pricing covered 22% 
of PBM salaries in 2014 and 
about 54% in 2016.

  “PBM payments to 
pharmacies are sometimes 
even below the pharmacy’s 
acquisition costs of the drugs, 
which can aff ect the fi nancial 
viability of pharmacies and 
potentially impact access to 
care.”

  In the fourth quarter last 
year, MCOs paid an average 
$159.24 per prescription 
buprenorphine-naloxone 
8-2 mg, which was 111% 
higher than the average 
Medicaid fee for service 
price of $75.53.

 
Report: https://bit.ly/2Nb63np 

— By Daniel Verdon

of healthcare respondents are concerned about healthcare and 

provider-based drug diversion.

of healthcare provider respondents reported they believe 

diversion is a problem in their facility

believe drug diversion to be a signifi cant problem

believe drug diversion is a problem within 

hospital settings

believe drug diversion is a problem in their facility
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Results from a survey of 651 healthcare 
professionals indicate that many believe 
drug diversion within healthcare settings 
is a signifi cantly growing problem and 
an underlying contributor to the ongo-
ing opioid epidemic. But for the same 
group, identifying and combatting the 
problem remains a challenge. Only one 
in fi ve respondents thought diversion 

was a problem at their facility.
According to the survey, “Health Care’s 

Hidden Epidemic: A Call to Action on Hos-
pital Drug Diversion,” jointly conducted 
by Becton, Dickinson and Company (BD) 
and global publishing opinion research 
consultancy KRC Research, much of the 
current information on drug diversion 
within healthcare settings stems from 
isolated cases and anecdotal evidence. 
Th e authors conclude that there are only 
inaccurate glimpses into the realities of 
drug diversion within hospitals. 

Hospital Drug Diversion: 
An Underreported Threat

of executive respondents believe employees are 

comfortable discussing drug diversion at work

67%

of provider respondents said they were at least somewhat or 

very comfortable discussion diversion with colleagues

89%

85%

20%

Healthcare Providers

89%

53%

17%

C-Suite Executives

believe it sounds accusatory 

fear it raises suspicion

believe it engenders mistrust between peers

67%

51%

40%

Reasons cited for discomfort discussing drug diversion 
among colleagues
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PHARMACY PRACTICE

Introduction

T
he U.S. population is ex-
panding at an estimated 
8% every ten-years.1 As 
the population ages, both 
the number of people with 

chronic conditions and the burden 
on primary care will increase as well.2 
As a result, primary care physicians 
(PCPs) are tasked with managing all of 
a patient’s health conditions and coor-
dinating care with other providers. Com-
pounding the problem is the expected 
shortage of PCPs of from 15,000 to 50,000 
by 2030, according to the Association of 
Medical Colleges.3 To address these con-
cerns, new innovative care models such 
as patient-centered medical homes and 
accountable care organizations—where 
PCPs collaborate with other healthcare 
providers to improve outcomes for pa-
tients—have been developed.2 

Pharmacists have traditionally been 
integrated into team-based care (TBC) 
models in health systems. Now, TBC 
programs are being expanded to the 
community pharmacy setting.2 Com-
munity pharmacists have demonstrated 
their value in providing services such 
as medication therapy management, 
decreasing medication errors, improv-
ing adherence, reducing hospital re-
admissions, and decreasing costs of 
healthcare.2,4 As a result, many payers 

are interested in programs that scale 
up and increase medication manage-
ment services (MMS) off ered by com-
munity pharmacists. Th e  Community 
Pharmacy Enhanced Service Network 
(CPESN) is one approach being used to 
provide pharmacist-led MMS and obtain 
payment.5 Th e inclusion of community 
pharmacy services into alternative pay-
ment models is relatively new. Limited 
evidence exists covering the eff ective 
implementation of enhanced service 
networks. 

To better understand what drives 
eff ective implementation of commu-
nity pharmacy TBC models, a mixed 
methods study using implementation 
science was conducted by Kea Turner, 
PhD, MPH; Chelsea Renfro, PharmD; 
and their colleagues at the University 
of North Carolina and the University of 
Tennessee. Th is study was supported by 
the Community Pharmacy Foundation.

What Is Implementation 
Science? 
Implementation science (IS) is “the sci-
entifi c study of methods to promote the 
systematic uptake of research fi ndings 
and other evidence-based practices into 
routine practice to improve the quality 
and eff ectiveness of health services.”6 
Th e ultimate goal of IS is the improve-
ment of the quality of healthcare, usually 

beginning with an evidence-based prac-
tice (EBP) that is under-used.7 Th e EBP 
is then evaluated, and quality gaps at 
the provider, clinic, or healthcare sys-
tem level are identifi ed and addressed. 
It is important to note that IS is not 
the same as clinical research, since IS 
studies generally focus on the rates and 
quality of use of EBPs rather than their 
eff ects.7 For example, an IS outcome 
would measure the number of phar-
macists providing hypertension man-
agement in a community pharmacy 
as opposed to the impact of pharma-
cist-led hypertension management on 
health status. IS focuses on evaluating 
the process of implementation and its 
eff ect on the EBP.7 A comprehensive 
discussion of implementation science 
is beyond the scope of this article, but 
has been reviewed elsewhere.6,7 

CPF Study Grant Synopsis 
Th e study, “Removing Barriers to Orga-
nizational Change in Community Phar-
macies: An Analysis of the Successes and 
Challenges of Implementing Enhanced 
Services,” was completed in 2018.8 It was 
a cross-sectional mixed-methods study 
that surveyed 268 North Carolina com-
munity pharmacies, and interviewed 
40 community pharmacists responsi-
ble for implementing CPESN in their 
pharmacy. Implementation strategies 

Insights for Implementing 
Enhanced Community 
Pharmacy Services 
By Brittany Hoffmann-Eubanks, PharmD, MBA

The Community Pharmacy Foundation (CPF) is a nonprofi t organization dedicated to the advancement of community 

pharmacy practice and patient care delivery through grant-funding and resource sharing. Drug Topics will run occasional 

articles about studies funded by CPF as a means of disseminating information about the foundation and the work it funds.
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PHARMACY PRACTICE

among high-performing and low-per-
forming pharmacies were compared 
using performance metrics for payment 
identifi ed by the NC-CPESN. Implemen-
tation eff ectiveness was measured by 
the number of comprehensive medica-
tions reviews conducted and the reach 
of comprehensive medication reviews 
via the number of eligible patients who 
received the intervention. Turner and 
colleagues then evaluated organiza-
tional factors that contributed to or 
hindered the successful implementa-
tion of enhanced services in commu-
nity pharmacies.8 

Study results showed that commu-
nity pharmacies that had a clinical phar-
macist on staff  were signifi cantly more 
likely to be eff ective at implementing 
the CPESN program.8 Further, commu-
nity pharmacies with a strong climate 
for implementation were signifi cantly 
more likely to be eff ective at implement-
ing the program. Th ose that had previ-
ous relationships with physicians, care 
managers, and public health agencies 
were more successful with implementa-
tion, as well.8 Th e study team has taken 
the research fi ndings and developed an 
online learning module to provide guid-
ance on how to implement enhanced 
pharmacy services within community 
pharmacies.9 

Integrating Community 
Pharmacies into 
Team-Based Care
Th ere are several major implications 
for integrating community pharma-
cists into team-based care from this 
study. According to Turner and Renfro, 
it is very important to create a strong 
climate for implementation within the 
community pharmacy organization. For 
example, pharmacies that had suffi  cient 
support for carrying out enhanced pa-
tient care services were more success-
ful. Pharmacies that provided resources 
such as adequate staffi  ng and in-depth 
CPESN training were also more suc-
cessful. In contrast, putting all of the 

CPESN workload on one staff  member 
hindered success. Similarly, pharmacies 
that built their implementation plan 
as they were going along were less suc-
cessful than those that had a process in 
place for managing change. For exam-
ple, assessing pharmacy workfl ow for ef-
fi ciency and having continuous quality 
improvement measures can be helpful 
in implementation. 

Furthermore, pharmacies that in-
volved the entire staff  and had estab-
lished mechanisms for rewarding or 
recognizing their staff  were also more 
successful. Communication from lead-
ership about the expectations for staff  
participation and the importance of 
the CPESN program were also crucial 
to successful implementation. 

Another major finding from the 
study was that pharmacies varied in the 
strength of relationships with healthcare 
organizations and patients. Pharmacies 
that had previously partnered with phy-
sicians or had relationships with other 
healthcare providers were more suc-
cessful with CPESN implementation. 
As a result, the study showed that hav-
ing resources available for pharmacies 
who did not have previously established 
relationships would be benefi cial to the 
implementation of CPESN. 

Th e authors conclude that further re-
search is required to better understand 
the variation in implementation success 
that was observed between the high- and 
low-performing pharmacies by docu-
menting a small set of implementation 
strategies and comparing them. 

Conclusion
Th e demand for primary care services 
is increasing as the U.S. population 
expands and ages. Pharmacists can 
help bridge this gap. New care deliv-
ery models that include pharmacists 
have already been implemented in pri-
mary care settings and are expanding 
to community pharmacies. As such, 
payers are looking to involve commu-
nity pharmacists for their expert drug 

knowledge and accessibility. One ap-
proach is through pharmacy expanded 
services programs, but little is known 
about how to implement these pro-
grams in the community setting. Re-
sults of a Community Pharmacy Grant 
implementation science study found 
that having adequate resources, train-
ing, and relationships with local health-
care providers were important to the 
successful implementation of CPESN 
programs in North Carolina commu-
nity pharmacies. Further research is 
required to better understand imple-
mentation strategies between low- and 
high-performing CPESN pharmacies. 
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CAREERS

Pharmacists in New Roles

P
harmacists have come a long 
way since the days when their 
only responsibility was dis-
pensing drugs. 

Starting in the 1980s, pharmacists 
were urged to take on a vital role by 
providing medication expertise to en-
sure patients properly and safely use 
their medications. Th e 2003 Medicare 
Prescription Drug Improvement and 
Modernization Act fueled the change.

“Th e changing healthcare environ-
ment has required pharmacists to as-
sume advanced roles. Th ey now must 
focus not only on how to improve health-
care quality, but also on driving down 
healthcare costs, of which medications 
comprise a signifi cant proportion, for 
organizations and patients,” says Ber-
nice Man, PharmD, practice coordina-
tor at Northwestern Specialty Pharmacy 
in Chicago.

“Th e increase in the number of spe-
cialty therapies has  . . . promoted inte-
gration of pharmacists into clinics to 
ensure appropriate initial and continued 
education, as well as timely follow-up 
and medication management,” she adds.

As a practice coordinator and clini-
cal pharmacist, Man supervises clinical 
pharmacists within specialty pharmacy, 
assumes administrative/manage-
ment-oriented decision-making respon-
sibilities, serves as the point person for 
electronic medical record issues, han-
dles human resources-related activities 
and time cards, precepts pharmacy res-
idents and students, and helps patients 
navigate their insurance benefi ts.

Pharmacists at Northwestern Spe-
cialty Pharmacy also recommend ad-
junct medications as necessary, perform 
interventions such as dose adjustments, 
clinically monitor patients after starting 
therapy, and counsel patients. 

Synergies in Multiple Roles 
Laura Happe, PharmD, MPH, wears a lot 
of hats as a pharmacist. She is not only 
editor-in-chief of the Journal of Man-

aged Care and Specialty Pharmacy, but 
is also an associate professor in popula-
tion health at Wingate University, Char-
lotte, NC; an adjunct associate professor 
at the University of Florida at Gaines-
ville; and an author.

Happe warns, however, that multiple 
gigs like hers should be complementary 
and not in confl ict. “In a gig economy, 
it is necessary to establish synergy be-
tween what I do, making logistics easier, 
and creating a better product,” she says.

As the journal’s editor-in-chief for the 
past six years, she sets the publication’s 
strategic agenda, makes fi nal decisions 
about which articles to print, and over-
sees the peer review process.

In her role at Wingate, Happe teaches 
population and public health across in-
terdisciplinary departments, providing 
an interprofessional educational expe-
rience for pharmacy students.

At the University of Florida, she is di-
rector of the managed care pharmacy 
track in a master of science pharmacy 
outcomes program designed for work-
ing professionals and post-PharmDs.

Happe’s book, If you give an Ox an 

Oxy (Morgan James Publishing), is due 
out in November and is geared toward 

teenagers  to use in conversation with 
their parents and teachers about opi-
oids. She wrote it after she saw some 
disappointing statistics about the low 
rate of discussions between parents and 
their children on the subject of prescrip-
tion drug abuse.

“I’ve never served in a retail setting 
because I have always been interested 
in nontraditional pharmacist roles,” 
Happe says. She notes an oversupply 
of pharmacists and insuffi  cient roles in 
traditional retail and hospital settings, 
leading to shorter hours and less pay. 
“But there are a plethora of opportuni-
ties—research, consulting, analytics, 
technology, and writing—for special-
ized pharmacists with a secondary de-
gree or additional experience,” she adds.  

“I don’t let walls or silos become a 
constraint,” she says. Physicians recog-
nize that pharmacists can help with di-
agnoses and medication therapy, and 
with quality measures tied to medi-
cation in value-based programs, and 
contribute to the fi nancial success of 
a team.

“I also have an opportunity to prac-
tice at the top of my license, pursue 
things about which I am passionate, 
and make a diff erence,” she says.

On the other hand, Happe faces a 
few challenges as a pharmacist with 
many roles: 

By Mari Edlin, contributing writer 

“The changing healthcare environment has 

required pharmacists to assume advanced 

roles. They now must focus not only on how 

to improve healthcare quality, but also on 

driving down healthcare costs.” BERNICE MAN, PHARMD
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CAREERS

  Diffi  culty being reimbursed for 
service.
  Not being identifi ed as a provider.
  Lack of collaborative practice 
agreements in many states.
  Th e logistics of management, 
accounts, and calendars.

The Multifunctional Pharmacy
Randy McDonough, PharmD, co-owner 
of Towncrest Pharmacy in Iowa City, IA, 
says his pharmacy has been evolving 
since its inception and is integrated into 
healthcare teams with which it works.

Towncrest encompasses fi ve areas, 
McDonough says:

1. Traditional dispensing. Mc-
Donough says Towncrest has become 
more effi  cient in dispensing drugs by 
using automation—the pharmacy has 
three robots and an automatic pill 
counter—and by optimizing the use 
of technicians who conduct medica-
tion verifi cation. 

2. Clinical responsibilities. Med-
ication therapy management, tran-
sitions of care, and medication 
optimization and synchronization—
enabling consumers to fi ll all of their 
prescriptions on the same day and re-
ceive compliance packaging to spur 
adherence—are key clinical roles. 
McDonough says that the pharmacy 
makes recommendations to physi-
cians, 50% of whom accept them.

3. Durable medical equipment. 

Pharmacists fi t customers for CPAP 
masks  diabetic shoes, and compres-
sion stockings, and assist with ostomy 
bags and wound care. 

4. Compounding. Pharmacists work 
with prescribers to establish proper 
dosage  and products for patients 
with special needs.

5. Long-term care. Pharmacists pro-
vide medication management, make 

home visits, evaluate and optimize 
medications, and share information 
with prescribers. Between 500 and 600 
of Towncrest’s patients are in a nurs-
ing facility.

McDonough says the changing roles 
of pharmacists align with the dynamic 
healthcare industry and could also be 
attributed to pharmacists gaining addi-
tional education and training. 

“You can no longer make money just 
from dispensing, but have to be diversi-
fi ed, so we work closely 
with accountable care 
organizations (ACOs), 
payers and physicians to 
develop new reimburse-
ment models,” he says.

Towncrest has con-
ducted a variety of pilot programs, in-
cluding one that indicated a $300 per 
member per month savings due to med-
ication management.  

Added Education
Nidhi Saraiya, PharmD, clinical phar-
macy manager, infectious diseases, at 
Montefi ore Health System in New York 
City, agrees with Happe that more ed-
ucation and training have opened up 
opportunities for pharmacists to move 
from the retail setting and into clinical 
roles in the inpatient setting.

“Th e pharmacist’s role [has] become 

a bridge in a clinical setting, aiding phy-
sicians with the ever-changing and ex-
panding realm of pharmaceuticals,” says 
Dale Shaw, PharmD, based in Tucson, 
AZ. Shaw has served in a hospital set-
ting, as an entrepreneur, and a consul-
tant for a digital pharmacy company. 
During a stint at the Naval Medical Cen-
ter San Diego, he went on rounds with 
the intensive care unit, pathology, and 
medical teams, and became the link be-
tween nursing and physicians. Nursing 
relies on pharmacists for information, 
such as on which medications can safely 
be delivered in the same IV or adminis-
tered simultaneously, he noted.

At Montefiore, Saraiya meets daily 
with an infectious disease team to as-
sist with dosing, choosing the most ef-
fective drugs for specifi c diseases, and 
minimizing adverse ef-
fects. She also serves as a 
precept for students and 
residents, lectures on in-
fectious disease, attends 
antimicrobial meetings, 
and is responsible for the 
hospital’s antimicrobial stewardship pro-
gram, which has been in place for 10 years. 

Some of Saraiya’s colleagues are spe-
cializing in statistics, population health, 
public health, ambulatory care for pa-
tients with chronic diseases, managing 
readmissions programs; and serving on 
transplant teams as required by CMS. 

Saraiya says that pharmacists with 
enhanced training are no longer un-
common. “However, that’s not the pub-
lic perception. We need to change that; 
the public is not aware of our training 
and background,” she says.

But physicians are clamoring for as-
sistance with medication and appreci-
ate pharmacists’ new roles.  Shaw agrees 
that physicians have off ered little resis-
tance. “Although economics has played 
an important role over the last few de-
cades to reshape healthcare, the expo-
nential advancement in medicine has 
created a necessity to work as a team to 
provide seamless care,” he says. 

“I’ve never served in a 

retail setting because 

I have always been 

interested in non-

traditional 

pharmacist 

roles.”
LAURA HAPPE, PHARMD

Saraiya

McDonough

DRUGTOPICS.COM  |  JULY 2019  |  DrugTopics  15

https://www.drugtopics.com/


CONFERENCE COVERAGE

Gottlieb: Creating Space for 
Opportunities and Innovation

I
n April, Scott Gottlieb, MD, stepped 
down after two years of service 
as commissioner of the Food and 
Drug Administration (FDA). Got-

tlieb was the keynote speaker at this 
year’s Asembia Specialty Pharmacy Sum-
mit in Las Vegas. During his speech, he 
discussed how the agency wrote “mod-
ern rules for new technological para-
digms,” in order to create a regulatory 
framework to help govern drug devel-
opment and approval opportunities in 
the future.

Gottlieb discussed those changes and 
how they will help implement sound 
regulations and policy moving forward.

On gene therapy:
“We had to rewrite the rules for how 
we were going to approach these new 
technologies and really lay the founda-
tion for what the regulatory architec-
ture would look like moving forward. 
In respect to gene therapy, a lot of the 
issues are not on the clinical portion of 
the review. Th ese gene therapy prod-
ucts are so eff ective, you can often de-
termine clinical eff ectiveness on a very 
small series of patients. 

“But there are safety issues: how du-
rable will the treatment eff ect be? Will 
there be off -target eff ects? Th ose issues 
relate less to the clinical performance 
that is assessed in any premarket study 
and more to the product features and 
the vector itself that is delivering the 

gene. Th at is, how the gene gets set and 
sorted, and any manufacturing issues 
related to that. 

“It’s exactly inverted from traditional 
drug development where approximately 
80% of the complexity and challenge 
for the FDA is the clinical portion of 
the review and 20% is the CMC, or the 
chemistry, manufacturing, and controls 
portion of the review. When it comes 
to these gene therapy paradigms, 80% 
of the complexity for the agency is the 
product portion and only 20% is on the 
clinical portion.

“Th is lends itself to a whole new par-
adigm where you can use the frame-
work of accelerated approval to allow 
these products to come to market more 
quickly based on small amounts of clin-
ical data, recognizing that you aren’t 
going to answer all the longer-term 
questions in any reasonably-sized pre-
market setting. But, you have much 
more robust authority to require post-
market follow-up of these products, 
closely monitoring the patients under 
that legal framework.”

On cell-based regenerative 
 medicine:
“With cell-based regenerative medicine, 
we promulgated a policy to establish a 
right mind about when a cell, taken out 
of your body and manipulated, could be-
come a drug. Th at existed in law and reg-
ulation, but it never existed in practice 

if the agency hadn’t drawn a bright line 
and started to vigorously enforce around 
that line. We were seeing rapid growth 
in clinics, all marketing diff erent stem 
cell products—some with really tragic 
outcomes. So we put out that guidance 
and started taking enforcement actions 
establishing that bright line. 

At the same time, we recognized that 
a lot of innovations happen in small ac-
ademic medical centers where individ-
ual investigators were trying to develop 
these products. Th ey didn’t have the re-
sources or the sophistication to fi le in-
dividual license applications to become 
drug developers so, for the fi rst time, we 
developed a framework, where as long as 
individual investigators were following 

At the 2019 Asembia Specialty Pharmacy Summit, former 

FDA Commissioner Scott Gottlieb discussed advances within 

the agency during his tenure By Kayt Sukel, contributing writer
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the same manufacturing protocols for 
products, they could pull their clinical 
data and fi le a common application in 
order to get an individual license to each 
academic institution to market their 
own products. It was a highly novel ap-
proach to how we go about giving bio-
logical license applications to sponsors 
for the fi rst time—and a paradigm we 
could replicate in other settings.”

On targeted medicine:
“When it came to targeted medicine, we 
faced the idea that disease was no lon-
ger defi ned by phenotype but by gen-
otype. Th is was really the holy grail of 
what came out of mapping the human 
genome. But the regulatory paradigm 
didn’t give us readily available tools to 
take advantage of this. So we started 
things like basket trials or tissue-agnos-
tic trials where you’d get approval for a 
drug in multiple tissue types as long as 
they targeted the same molecular sig-
nature of disease. You’d also see master 
protocols where you could study mul-
tiple drugs within the context of the 
same registration trail or the same pa-
tient cohort. Th ese were all designed to 
try to change the paradigm to allow for 
more easy and effi  cient development of 
targeted medicine.”

On next-generation 
analytical tools:
“Th ings like next-generation sequencing 
(NGS) and artifi cial intelligence (AI) [are 
arriving], where you don’t have tools 
that lend themselves to premarket ap-
proval: An AI device is a self-learning 
device that learns from its own mis-
takes. How do you regulate that through 
a premarket approval process where 
you are testing the ability of the device 
not only to make mistakes but to learn 
from them and get better? Rather than 
set up a paradigm where we require pre-
market approval for these devices or 
premarket testing with NGS platforms, 
we said instead that we would certify 
certain publicly available databases of 

information maintained by the National 
Institutes of Health and if you test your 
device against that publicly available 
database and get a certain result, a cer-
tain performance characteristic against 
that publicly available data, that would 
suffi  ce for FDA approval. Th at demon-
strates the clinical utility, validity, and 
reliability of the device.”  

On digital health tools:
“Let’s talk about things like medical apps 
on your phone. How do we regulate that 
as a medical device? Do we require pre-
market approval any time a company 
makes a modifi cation to such an app, 
which quite literally could happen over-
night? We can’t ask monitors to come in 
every day with a supplement to a medi-
cal device application. Instead of regu-
lating the product itself, we decided to 
take a fi rm-based approach. We’re going 
to regulate the fi rm and say as long as 
the fi rm that promulgated the digital 
health tool has good standard operat-
ing procedure in place to test the un-
derlying architecture of the software, 
we will allow them to not only go to 
market with new modifi cations but go 
to market with new products without 
having to come in every time and ask 
for premarket approval from the FDA 
and be subject to postmarket testing 
and post-market monitoring.”

On electronic health records 
(EHRs) and practical data:
“For the very fi rst time, the agency has 
the ability to use data from EHRs to 
conduct postmarket surveillance and, 
eventually, practical clinical trials in re-
al-world settings. What will enable this 
is signifi cant new resources that the FDA 
has already secured: About $51 million 
in base-funding for 2019 with more than 
$9 million in additional money put into 
the 2020 budget for a total of $60 million. 
Th at’s signifi cant for the FDA.

“For the first time, the FDA has 
money to build out databases inside 
EHR information that they can use, not 

just for postmarket safety monitoring, 
but for premarket assessments as well. 
Now, $13 million is allocated to the Cen-
ter for Biologics with development of ca-
pabilities to use EHR data for evidence 
generation. Almost $11 million is allo-
cated to making EHR data and the payer 
claims data that they use right now to 
do post-market monitoring, as well as 
to explore and test real-world evidence 
for measuring drug effi  cacy as well as 
evaluating safety.

“Th e idea is to see if the agency can 
develop a new paradigm for replicat-
ing clinical studies using real-world ev-
idence. You’ve seen a recent approval… 
for a drug treating men’s breast can-
cer where the eff ects were established 
using practical clinical data. Th ere are 
multiple other examples, both public 
and private, where this same thing is 
happening. 

“Th is is really a paradigm change for 
the FDA. It’s going to change the culture 
of the agency’s prospective clinical data. 
And, I think, it will really change the op-
portunities for manufacturers in a very 
signifi cant way because, if the agency 
builds its capabilities and builds con-
fi dence in these new data paradigms, 
it will open up more changes to spon-
sor and move forward these new kinds 
of clinical development approaches.” 
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“For the fi rst time, the 

agency has the ability 

to use data from EHRs 

to conduct postmarket 

surveillance and, 

eventually, practical 

clinical trials in real-world 

settings.”  SCOTT GOTTLIEB, MD
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By Fred Gebhart, contributing writer

P
harmacy has a problem: One 
of the traditional core tasks 
for most pharmacists is get-
ting medications to patients. 

Getting the right medication to the 
right patient at the right time carries 
the potential for direct interventions 
that improve patient outcomes. But 

the mechanics of medication dispens-
ing are mind numbingly tedious, repet-
itive, and nearly impossible to perform 
without error. 

Pharmacy also has a solution: Au-
tomation. Dispensing robots never get 
bored, never get distracted, and make 
far fewer mistakes than their human 

counterparts. And in this era of ev-
er-shrinking prescription margins, dis-
pensing robots free up pharmacists and 
technicians for more profi table clinical 
services that require human judgment. 
In 2016, Tom Gierwatoski, RPh, in-
stalled a ScriptPro dispensing robot in 
his Platte Valley Pharmacy in Brighton, 

The Future of 
Pharmacy Automation
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The Future of Pharmacy Automation

CO. Automation allowed him to boost 
prescription volume by 50%, freeing 
up time to expand compounding and 
grow nonprescription services such as 
durable medical equipment and dia-
betic shoe fi tting while halving his dis-
pensing staff .

“We were able to reallocate staff  to 
things that require more human atten-
tion,” Gierwatoski says. “And because the 
robot cut our average wait time to fi ve 
minutes, I have more time to talk with 
patients because I’m not backlogged 
waiting for prescriptions to get to me.”

Automation has long been a fi xture 
in central fi ll facilities, large health sys-
tems, and other settings that count their 
daily prescription volume by the thou-
sands. Newer generations of community 
pharmacy automation have made dis-

pensing robots cost-ef-
fective for pharmacies 
with prescription vol-
umes as low as 150 per 
day, says Bill Lockwood, 
executive director of the 
American Society for Au-

tomation in Pharmacy.
“Automation is making pharmacies 

more effi  cient, no question about it,” 
he says. “Increased effi  ciency is giving 
pharmacies the opportunity to off er 
more services and to provide more drug 
safety.”

Lockwood

“Our robots normally 
cover at least 45% of 
pharmacy scripts. But we 
have seen it go as high as 
80% or 90%. It depends 

on the mix of 
business.”
MIKE COUGHLIN
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The Pros and Cons of Pharmacy Automation
Dispensing robots began rolling out to retail and ambulatory care 

pharmacies in the 1990s. The idea was to automate dispensing to save 

time and reduce human-caused errors. Robots generally meet those goals.   

The Upside
Speed: Robots are faster than 

humans. Different robots offer 

different technologies and 

different fi ll rates, but a typical 

community pharmacy robot 

from ScriptPro can fi ll up to 125 

prescriptions per hour.

Safety: To the human eye, one 

white pill looks a lot like any other 

white pill and it is all too easy 

to count four pills or six pills, 

instead of fi ve. Robots don’t mix 

up different formulations or make 

counting errors.

Security: Medications are locked 

inside the robot and access is 

limited to specifi c staff with 

positive identifi cation. Thus, 

opportunities for diversion or 

human error are reduced.

Service: Robots typically reduce 

fi ll times and wait times, which 

can improve service levels and 

customer satisfaction. Reducing 

human time in dispensing 

also frees up pharmacists and 

technicians to spend more time 

with patients, provide additional 

non-Rx services, and expand 

areas such as immunizations, 

health screening, and diagnostic 

testing.

The Downside
Automation also introduces 

new opportunities for error.

GIGO: Garbage in, garbage 

out. Robots are computers. 

If a human inputs the wrong 

information, fi lls a cell with the 

wrong medication, or makes 

some other mistake, safety is 

compromised.

Variety: There is little 

standardization across 

automation systems, which can 

create confusion if the pharmacy 

switches vendors or brings in a 

staffer familiar with a different 

system.

Downtime: All mechanical 

devices can break down, 

including dispensing robots. It 

doesn’t happen often if units 

are maintained and serviced 

regularly, but the pharmacy 

needs a backup plan to work with 

if there is an equipment failure.

Glitches: Software failures 

happen with any computer-based 

technology. Updates should be 

tested locally before they are 

installed into the whole system.

Refi lls: Robots can’t refi ll 

themselves. Inventory 

management is crucial. An 

authorized user must always 

be available to refi ll robots if 

medication stock runs low.

https://www.drugtopics.com/


One thing robotics isn’t doing is re-
ducing pharmacy employment. Robots 
are more effi  cient, more reliable, and less 
expensive than technicians or pharma-
cists. Pharmacy owners typically rede-
ploy staff  who are no longer needed in 
dispensing rather than letting them go.

“Dispensing medications will even-
tually become fully automated using 
various types of robotics,” predicted Al 
Babbington, CEO of PrescribeWellness, a 
Tabula Rasa HealthCare company. “Clin-
ical work—the education, motivations, 
and support that pharmacists provide to 
patients to enact behavioral change—
will be the new foundational service.”

In his prerobot days, Gierwatoski 
fi lled about 200 scripts per day at Platte 
Valley pharmacy. Th e operation is lo-
cated in a hospital, handling hospital 
outpatient needs and discharge pre-
scriptions as well as serving patients 
from two dozen physician offi  ces in an 
attached medical building. About 70% 
of his prescription volume was, and is, 
new scripts.

“Th e volume of new prescriptions 
meant I had to have two technicians all 
the time inputting, handling insurance, 
and everything else associated with new 
scripts,” he says. “With the robot we are 
averaging 300 scripts per day and just 
one technician doing all the inputting. 
Th ere are plenty of more rewarding and 
more profi table things we can do versus 
counting pills on a tray.”

Robotic Numbers
Dispensing automation comes in a va-
riety of sizes, shapes, capacities, and ca-
pabilities, from simple pill counters to 
robots that spit out a stream of fi lled, 
labeled, and capped vials. But robots 
can’t fi ll every script.

“Our robots normally cover at least 
45% of pharmacy scripts,” says Mike 
Coughlin, president of ScriptPro. “But 
we have seen it go as high as 80% or 
90%. It depends on the mix of business.”
Gierwatoski says his robot fi lls about 
half of his daily prescription volume. 

Most of the rest are filled using pill 
counters.

“We might have fi ve scripts a day that 
we count out by hand” he says.

Th e key to maximizing robot use is 
selecting the right drugs for robotic dis-
pensing. Th e most common method is 
to track the top 100 to 200 products dis-
pensed at the pharmacy and load the 
most common into the robot. 

Local regulation may play a role, too. 
Gierwatoski points out that Colorado 
prohibits controlled substances in dis-
pensing robots. So, all of his controlled 
substance scripts must be fi lled manu-
ally or using pill counters.

Coughlin says the largest ScriptPro 
robot has 225 cells, which means 225 
diff erent drugs or drug dosages can be 
stored in the system and dispensed. 
Some customers use multiple robots to 
keep up with their prescription volume, 
but the top 200 drugs cover the bulk of 
products dispensed in most commu-
nity pharmacies.

Comparing the cost of technician 
labor to robotic labor is easy. Robots 
cost about $12 per hour, Coughlin says. 
Technician salaries average a bit over 
$18 per hour nationwide. Add in the 
costs of benefi ts, hiring, training, and 
absences and robots look even more 
fi nancially attractive. 

Right Business, Right Robot
Unfortunately, there is no one-size-fi ts-all 

automation system. Every manufacturer 
approaches automation from a diff er-
ent perspective with diff erent types and 
sizes of practices in mind. Gierwatoski 
settled on ScriptPro after talking with 
other pharmacists and spending hours 
with diff erent automation makers at 
pharmacy conferences. 

It can be tough to choose the right 
system for a specifi c pharmacy, says Kurt 
Proctor, PhD, RPh, senior vice president 
of strategic initiatives for the NCPA and 
President of the NCPA Innovation Cen-
ter. Th e good news is there are appro-
priate systems for most pharmacies. 

“You can overextend on automation 
technology and bring in more robotics 
than your business warrants,” Proctor 
cautioned. “Th at’s just a purchasing mis-
take. But assuming you bring the right 
automation into your pharmacy, there 
is no real downside.”

Script volume is only part of the pic-
ture when it comes to selecting a dis-
pensing robot. Th e local labor situation 
is just as important. 

“Th e robot is doing something that 
a person would have to do otherwise,” 
Coughlin says. “If labor is tight, a robot 
may be the best alternative. We have 
sites that might not need a robot based 
on other factors, but have a hard time 
getting reliable technicians. Th ere is a 
lot of fi nancial modeling involved in 
deciding whether or not a robot could 
be cost-eff ective and then choosing the 

The Future of Pharmacy Automation

“You can overextend on automation technology and 

bring in more robotics than your business warrants. 

That’s just a purchasing mistake. 

But assuming you bring the right 

automation into your pharmacy, 

there is no real downside.”  KURT PROCTOR, RPH, PHD
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As a pharmacist, you are trusted to guide optimal drug 
treatment. But the sheer volume of drugs, new therapies 
and complex patient conditions raise challenging 
questions as you make vital decisions. Where can you  
go for reliable, quick answers backed by deep evidence 
when you need it? 
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right model for your specifi c practice.”
Some automation systems can be 

customizable with plug-in modules. 
Surescripts automation off ers an elec-
tronic prior authorization plug-in that 
integrates with electronic health re-
cords and helps eliminate phone calls 
to healthcare providers. It also off ers a 
price transparency plug-in that delivers 
patient-specifi c drug benefi t and cost 
information at the point of care. Com-
bined with electronic prior authoriza-
tion, prescribers and pharmacists can 
make medication decisions with price 
transparency and complete the prescrib-
ing process within the electronic health 
record, according to the company.

Support for Automation
NCPA clearly supports pharmacy au-
tomation. So does APhA and the 
Academy of Managed Care Pharmacy. 
Chain pharmacies and health system 
pharmacies were early adopters of 
pharmacy robots.

“We are seeing an increase in the up-
take of automation in a lot of areas,” says 
Samm Anderegg, PharmD, MS, BCPS, 
a spokesperson for ASHP. “A lot of hos-
pitals are looking into a shared service 
center, mirroring central fi ll for a mail 
order or chain pharmacy. Independents 
with more than one location are looking 

at their own central fi ll operations as 
well as robots in individual stores.”

Automation is increasing effi  ciency 
in all of these settings, Anderegg con-
tinued. And despite long standing fears 
that automation will lead to job losses, 
pharmacies are using the increased ef-
fi ciency to redeploy personnel, not cut 
employment. 

When automation moves into the 
pharmacy, technicians spend less time 
counting and pouring and more time 
managing technology. They are also 
moving into more patient-centered, 
non-distribution roles that compliment 
pharmacists in their growing clinical 
roles.

“Pharmacists want to create and 
grow new revenue streams to support a 
clinical business,” Anderegg says. “Auto-
mation can support that transition away 
from fee-for-service distribution mod-
els to practice models with the pharma-
cist as a primary provider or resource 
for both patients and other providers. 
Th e pharmacist sees patients on average 
of 35 times a year where their primary 
care doc is seeing them four times a year. 
Th at’s a clinical business opportunity.” 

New Business Models 
Proctor sees pharmacy business mod-
els evolving along two parallel tracks. 

And both rely on automation.
One model is focused on dispensing. 

Th e goal is to dispense prescriptions 
to patients as quickly, accurately, and 
cheaply as possible. Dispensing robots 
meet all three goals at the same time.

Th e other model is focused on care 
management, more complex patients, 
and preventive services to keep people 
out of hospitals, physician offi  ces, emer-
gency rooms, and other higher-cost sites. 

Th at means focusing on a full line of 
immunizations and vaccines, clinical 
testing, and other services as allowed by 
state practice acts. And it means jump-
ing into clinical programs such as the 
enhanced medication therapy manage-
ment pilot from CMS management and 
the CMS chronic care management pilot 
that brings patients into the pharmacy 
for scheduled monthly visits.

Washington and other states are 
including pharmacists in both public 
and private payer networks, Anderegg 
noted. Th at opens more opportunities 
to expand clinical services for direct 
reimbursement, which requires more 
time to document and bill for services. 

Anderegg’s company, DocStation, 
provides some of those back offi  ce solu-
tions, but pharmacies still need more 
staff  hours freed up from counting pills, 
answering insurance questions, work-
ing through PBM logjams, managing 
inventory, and other dispensing duties 
to track interventions, outcomes, and 
reimbursement claims.

“Th ere is plenty of dispensing as part 
of the care management model, and au-
tomation gives you the time to focus on 
care instead of product,” Proctor says. 
“Th e rest of healthcare is spending a ton 
of money, mostly in nurse call centers, 
trying to reach people on the phone. 
Th e community pharmacist already has 
that relationship with patients, physi-
cians, social services and already sees 
patients 35 times a year. Th at’s when you  
start to develop a business model that 
is not solely focused on the dispensing 
silo, PBM-controlled world.” 

The Future of Pharmacy Automation

“We are seeing an increase in the uptake of 

automation in a lot of areas. A lot of hospitals are 

looking into a shared service center, mirroring 

central fi ll for a mail order or chain pharmacy. 

Independents with more than one 

location are looking at their own central 

fi ll operations as well as robots in 

individual stores.” SAMM ANDEREGG, PHARMD
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Is My Pharmacy Job Safe?

P
redicting which pharmacy jobs 
will still be around in fi ve or fi f-
teen years isn’t easy because 
the future is not what it used 

to be. Th e accelerating pace of change in 
the healthcare industry would have been 
diffi  cult to imagine even a decade ago.

From mergers and acquisitions po-
tentially reshaping pharmacy concepts, 
to expanded prescribing possibilities 
and the increasing presence of telephar-
macy, some jobs may indeed disappear, 
while others evolve or prompt pharma-
cists to seek further training. 

Lowell Anderson, DSc, FAPhA, ad-
junct professor in the Department of 
Pharmaceutical Care and Health Sys-
tems, University of Minnesota College 
of Pharmacy, sees a continuing move-
ment away from dispensing prescrip-
tions as the centerpiece of the practice 
of pharmacy. 

“Existing technologies such as cen-
tral-fi ll and robotics will replace the 
active involvement of the pharmacist 
with each prescription,” says Ander-
son. “Th ere will be an increasing use of 
technicians to be responsible for the 
dispensing and inventory functions—
this includes checking the fi nal product. 
We may see the concept of the assistant 
pharmacist reappear—phased out in 
the 1950s—as exists in many European 
countries.”  

Many pharmacists will be challenged 
to redefi ne their careers in the absence 
of traditional dispensing responsibil-
ities. “That means determining and 
augmenting one’s particular skills and 
identifying a customer for those skills,” 
says Anderson.

Healthcare Team Members
One role that is projected to increase is 

for pharmacists to become members of 
a healthcare team. For years, pharma-
cists have been employed to increase 
the effi  ciency of healthcare in hospital 
settings, and similar care models are 
being developed that may use pharma-
cists to coordinate medication in other 
care environments.

“At the moment, community phar-
macists may not be practicing at the 
top of their profession,” says Joseph B. 
Guglielmo, PharmD and dean of the 
UC San Francisco School 
of Pharmacy. “Th ey may 
be able to counsel a pa-
tient on the prescription 
they’re dispensing, but 
that’s not fi lling the real 
gap in health care. No 
one reviews all the medication you’re 
on, whether you’re taking the wrong hy-
pertensive drug or whether the herbal 
supplement you’re taking interacts with 
your cholesterol medication or your an-
tidepressant.” 

By managing medication use, as part 
of a team, pharmacists can help increase 
safety, effi  ciency, and cost. Pharmacists 
are well-positioned to identify gaps in 
medication adherence and are knowl-
edgeable about cost-eff ective medica-
tion solutions. 

One development that is making 
it easier for pharmacists to partici-
pate in healthcare teams is networks 

of community pharmacies that provide 
enhanced clinical services, like CPESN,  
which coordinates patient care with 
broader care teams. Networks have 
formed in 32 states, and are inviting in-
dependent pharmacists to off er phar-
macy services as part of a team.

“Th at’s a change that’s a great oppor-
tunity for pharmacists to get involved 
with patients,” says Angela Dominelli, 
MBA, PhD, adjunct professor of phar-
macy administration at Albany College 
of Pharmacy and Health Sciences. “If a 
graduate pharmacy student wants to do 
something diff erent and wants to really 
engage with patients, they could take 
a cue from IT professionals. A lot of IT 
people provide services full time or on 
a part-time basis, working for several 
places and crafting a whole full-time 
career from this. New graduates com-
ing out can get to use their critical skill 
sets to help with CPESN services, one 
or two days a week, and can go to mul-
tiple stores and create a full-time op-
portunity for themselves.”

More Services
Both chain and independent pharma-
cies are evolving to off er more services, 
which may include a wider range of im-
munizations and/or long-term manage-
ment for conditions such as diabetes. 
All 50 states now let pharmacists pro-
vide immunizations, and in some states, 

By Joan Vos MacDonald, contributing writer

“We may see the concept of the assistant 

pharmacist reappear—phased out in the 

1950s—as exists in many European countries.”

LOWELL ANDERSON, DSC, FAPHA

Guglielmo
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pharmacists can also prescribe nalox-
one, contraceptives, epinephrine, and 
some travel medications.

“Pharmacists are already giving vac-
cines,” says Dominelli. “Some take the 
next step. Some pharmacists set up a 
whole business dispensing long-acting 
antipsychotic injectables, so folks don’t 
have to receive their medication from 
a doctor. Th at’s a whole new opportu-
nity that will only expand as more and 
more specialty drugs come out,” she says. 

“Th ere’s also more of a need for prior 
authorization and there are some really 
savvy pharmacists who set up their own 
prior-authorization business. Th ey hired 
pharmacists and pharmacist techni-
cians and are going to doctors, saying, 
‘We know this paperwork is cumber-
some, so why not contract with us? 
We’ll take care of this for you,’ ” she says. 
Th ese pharmacists saw an opportunity 
and were on it.

Regularly assessing a community’s 
needs and envisioning new ways to ful-
fi ll those needs is an essential business 
model for independent pharmacies. 
Th at means keeping up on new med-
ical trends to potentially incorporate 
and capitalize on.

“There’s a mental health first aid 
[course], a day-long program, that some 
pharmacy owners are sending staff  mem-
bers to, so they can better assist patients 
already identifi ed with mental health is-
sues, but also help identify patients who 
haven’t yet been diagnosed,” said B. Doug-
las Hoey, RPh, MBA, and CEO of NCPA. 
“Mental health is such a growing concern 

in our country with a higher incidence 
of depression and anxiety among teen-
agers. It’s important to 
let the community know 
these issues matter to you 
and that you are trained 
to help them.” 

Recent mergers and 
acquisitions may also 
lead to new roles for pharmacists in 
managing long-term medical condi-
tions. Th e merger of CVS Health and 
Aetna may create new healthcare mod-
els requiring a pharmacist’s involve-
ment, says Dominelli. 

“Th ey are piloting designs that pro-
vide patients with new services to help 
manage long-term conditions,” she says. 
“Some of those services may be provided 
by pharmacists and some by nurse prac-
titioners. Th ere will be an opportunity 
there for pharmacists to work in an in-
terdisciplinary mode, to work in ways 
they haven’t done before. Th ey are pi-
loting certain care programs for peo-
ple with cardiac conditions and people 
with diabetes that provide an opportu-
nity for pharmacists to get out from be-
hind the counter and closer to patients.” 

Proposed legislation in Congress may 

increase the ways to reimburse phar-
macists for more services. If passed, the 
Pharmacy and Medically Underserved 
Areas Enhancement Act (S 109 and HR 
592) means that benefi ciaries in med-
ically underserved communities could 
get Medicaid and Medicare Part B ser-
vices from a pharmacist who would be 
paid for providing the services. Such 

reimbursement would not only protect 
existing pharmacy jobs but potentially 
create some, as well as fi lling a need for 
healthcare in many communities.

According to Hoey, one way to en-
sure that pharmacy remains a profi table 
profession is to not accept the status 
quo and to look for opportunities to fi ll 
healthcare gaps in society. 

“Whether it’s in consulting in the 
pediatric ICU or in a long-term conva-
lescence home, there is always a role 
for someone who is a problem solver, a 
critical thinker, and a great communi-
cator,” said Hoey. “Th e same is true for 
community pharmacists. You have to go 
into it not assuming that role is neces-
sarily going to be there in fi fteen years. 
You have to be willing to be among the 
people pushing a law forward to pro-
actively come up with a model where 
pharmacists get paid for active review 
of medications.”

Drug Research
Research will continue to require phar-
macists. “Th ere’s plenty of opportunity,” 
says Dominelli. “New drugs coming out 
are more complex than earlier modal-
ities and need more pharmacological 
vigilance. We need more people to look 
into drug safety, so pharmacist-involved 
clinical trials will still go on. Pharmacists 
are well positioned to evolve along with 
the changes, as long as they stay on top 
of swiftly changing trends. Changes will 
have an impact on pharmacy practice, 
but if you’re sharp, you can see wonder-
ful opportunities in that change.”

Anderson advises pharmacy school 
students to look outside of contemporary 
pharmacy practice, to discover which in-
dustries may benefi t from their expertise. 

“Direct patient care is important and 
rewarding, but there are so many op-
portunities that build on experiences 
in patient care,” says Anderson. “Th e 
experience of ‘caring for’ is the founda-
tion for any health-care provider and 
should be incorporated into one’s per-
sonal brand.” 

Hoey

“Changes will have an impact on pharmacy 

practice, but if you’re sharp, you can see 

wonderful opportunities in that change.”

ANGELA DOMINELLI, MBA, PHD
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Hepatitis C

W
orld Hepatitis Day 2019 
is this month, and the 
campaign to identify the 
estimated 300 million 

people who are living with viral hepati-
tis, but who have not been diagnosed, is 
gearing up. In the United States, much of 
that eff ort is now focused on diagnosing 
and treating hepatitis C (HCV), which 
the CDC has called “a silent epidemic.”

Th e statistics are sobering: about 3.5 
million Americans are believed to be liv-
ing with chronic HCV infection, and it 
is estimated that at least half of them 
don’t know that they are infected. Th e 
number of acute hep C cases reported 
to the CDC more than tripled between 
2010 and 2016. 

Hep C is the most common chronic 
blood-borne infection in the United 
States. It is ten times more infectious 
than HIV, and is the leading cause of liver 

disease and liver cancer. More deaths 
are attributed to hep C than from all 
60 other reported infectious diseases 
combined. 

Th e CDC says that 320,000 deaths 
can be prevented by testing and refer-
ring infected persons to care and treat-
ment. Experts agree that community 
pharmacists can make a major contri-
bution to this eff ort.

While there is no vaccine for HCV, 
there is reason for optimism because 
there are more new medications avail-
able to treat the disease than ever be-
fore. Th ese medications are dramatically 
changing treatment regimens and pro-
viding new hope for eradicating the dis-
ease, but this will happen only if patients 
are identifi ed, diagnosed, and treated. 

The Recent History of Hep C 
Prior to 1989, hepatitis C was the virus 

with no name. In the preceding decade, 
large numbers of patients apparently 
suff ering from a viral disease had been 
identifi ed, but tested negative for both 
hepatitis A and B. Th e disease became 
known as non-A non-B hepatitis until it 
was sensibly renamed hepatitis C

In 1990, a test was developed to iden-
tify patients infected with HCV, but that 
created a new treatment challenge. 
Typically mild in its early stages, hep 
C is often not diagnosed until it is ad-
vanced, taking as long as 20 years to get 
to that point. Consequently, up to 85% 
of HCV infections become chronic, with 
increased risk of severe liver disease, in-
cluding cirrhosis and liver cancer, and 
death. Hep C, in combination with hep 
B, now accounts for 75% of all cases of 
liver disease worldwide. 

“Hepatitis C is predominantly spread 
by blood contact, so people who have 

Diagnosis and treatment advancements are not enough

By Beth Longware Duff, contributing editor

SPECIAL REPORT

Resurgence of a Silent Epidemic
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used intravenous drugs or received a 
blood transfusion before 1991 when 
hepatitis C testing became available for 
the blood supply, are the main group of 
people who get hepatitis C,” says Cole-
man Smith, MD, a transplant hepatolo-
gist at Medstar Georgetown Transplant 
Institute and member of the National 

Medical Advisory Com-
mittee of the American 
Liver Foundation. 

Up until quite re-
cently, hepatitis C oc-
curred most frequently 
in people born between 
1945 and 1965 — the so-

called baby boomers. Today, however, 
the opioid epidemic is changing the ep-
idemiology of the disease in the United 
States 

“Th ere’s now a second peak of hepati-
tis C occurring in much younger people, 
and that’s theoretically quite problem-
atic,” Smith continues. While many older 
hep C patients have been or are being 
treated, many of the younger patients 
are not so fortunate. Additionally, Smith 
notes that there are still many people 
who don’t have access to medical care, 
are unaware of hepatitis C, continue to 
use drugs, or are incarcerated or home-
less who are at increased risk.

The Hep C Treatment Landscape
Up to 25% of people infected with hep C 
clear the virus from their bodies without 
treatment. Th e remainder will develop 
an acute infection that, left untreated, 
becomes chronic. Th e game changer for 
treating them has been the introduc-
tion of direct-acting antivirals (DAAs) 

that have replaced the traditional regi-
mens of the past. 

“With the new medications that 
have clearance in the high 90th per-
centile, and the pangenotypic medica-
tions that are coming out, there’s more 
of a focus to treat these people so they 
don’t progress into decompensation and 
severe liver disease,” says Julie Akers, 
PharmD, a clinical assistant professor 
in the Department of Pharmacotherapy 
at Washington State University College 

of Pharmacy and Pharmaceutical Sci-
ences. “Th e diffi  culty with that in the 
clinician’s world is that they didn’t al-
ready have that focus to be looking for 
the risk factors for hep C,” which meant 
that patients were not being routinely 
screened.

DAA medications are less toxic and 
off er treatment regimens of eight to 12 
weeks, depending on the patient’s de-
gree of liver function or genotype. Th ey 
target specifi c steps in the HCV life cycle 

“With the new medications that have clearance in the high 90th 

percentile, and the pangenotypic medications that are coming out, 

there’s more of a focus to treat these people so they don’t progress into 

decompensation and severe liver disease.”  JULIE AKERS, PHARMD

Smith

Symptoms of Hepatitis C

Sources:  

1.  “A Guide to Comprehensive Hepatitis C Counseling and Testing”, National Center for HVC/AIDS, Viral Hepatitis, STD & TB Prevention, 
Division of Viral Hepatitis, CDC

2.  “Your Annual Hepatitis C Update”, APhA 2019 Annual Meeting & Exposition

People with acute hepatitis C virus in-

fection usually do not have symptoms, 

or they may have mild symptoms in-

cluding one or more of the following:1

  Fever 

  Fatigue

  Loss of appetite 

  Nausea 

  Vomiting 

  Abdominal pain 

  Dark urine

  Clay-colored bowel movements 

  Joint pain 

  Jaundice

The average time from exposure to symptoms in people who develop 

symptoms from acute infection ranges from 2 to 12 weeks. However, most 

people who are infected with HCV do not develop symptoms. Even with no 

symptoms, a person with Hep C can still spread the disease to others.

Chronic HCV infection also leads 

to extrahepatic manifestations 

including:2

  Depression

  Fatigue

  Cryoglobulinemia

  Diabetes

  Cardiovascular disease 

  Arthralgias/myalgias

  Neuropathy

  Cancer 
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to stop the virus from self-replicating. 
Th ere are four major categories of DAA: 
NS3/4A protease inhibitors (PIs), nucle-
oside and nucleotide NS5B polymerase 
inhibitors, NS5A inhibitors, and non-nu-
cleoside NS5B polymerase inhibitors 

Smith says DAAs have made identi-
fying people who need treatment even 
more critical. “If you have someone who 
has hepatitis C who has access to med-
ical care and insurance, or the where-
withal to pay for these still-expensive 
drugs, you have a 95% to 99% chance 
of curing them—and when I say ‘cure’, 
I mean completely eradicating hepati-
tis C,” he declares.

Point-of-Care Testing
Now that eff ective treatment is in place, 
the challenge remains to get screening 
and diagnostic services to the people 
who need it the most. One of the most 
logical places to start is the local com-
munity pharmacy and point-of-care 
(POC) testing.

According to John Beckner, RPh, 
senior director of strategic initiatives 
at NCPA, many customers are already 
being screened by pharmacists for ill-
nesses like infl uenza, strep, diabetes, 
cholesterol, and HIV. Expanding POC 
testing to include hepatitis C is a log-
ical next step.

“In a lot of cases, local pharmacists 
are the fi rst line of defense. We have a 
lot of members in rural areas, and those 
members are really the face of neighbor-
hood healthcare in the community that 
they serve,” says Beckner. “Th ey have re-
lationships with their patients, so they 
can certainly drill down and glean infor-
mation from patients that might alert 
them to the fact that they’re a candidate 
to be screened for hep C.”

The initial antibody test involves 
a fi nger stick. It costs $50 to $75, and 
yields results in under an hour. As sim-
ple as that seems, Beckner acknowledges 
that there are some stumbling blocks, 
including reimbursement and individ-
ual state regulations governing POC 

testing. While most insurance compa-
nies do not reimburse for the test, the 
patient can pay out of pocket and sub-
mit for their own reimbursement. 

“In today’s world of declining reim-
bursements, because pharmacies are 
being squeezed by the PBMs, this is 
one area that pharmacists can look at 
to ease the sting of declining prescrip-
tion reimbursements,” he says.

Ongoing Role of Pharmacist 
Once a patient has been diagnosed with 
hep C, the pharmacist can continue 
to play a role in his or her recovery. 

“Certainly we can have a role in help-
ing choose the appropriate therapies, 
discussing adherence and adherence 
strategies, monitoring for toxicity, and 
the acquisition of the medications,” says 
Bernadette Jakeman, PharmD, and asso-
ciate professor at the University of New 
Mexico College of Pharmacy. 

She notes that hep C medications 
are often provided through specialty 
mail order pharmacies and require an 
extensive prior authorization process 
and high copays. “We oftentimes help 
with the prior authorization process as 
well as the patient assistance programs, 

Testing Recommendations for Hepatitis C
The CDC advises that testing for hep C should be initiated with anti-HCV. 

Individuals with reactive test results should be followed up with an HCV 

RNA. 

People who should be tested for HCV include:

  Adults born between 1945 and 1965 inclusive, with no prior ascer-

tainment of HCV risk needed.

  Anyone who currently injects drugs or who has ever injected drugs, 

even once or many years ago. 

  Anyone who:

  received clotting factor concentrates produced before 1987, when 

less advanced methods for manufacturing those products were used 

  was ever on long-term hemodialysis 

  has persistently abnormal alanine aminotransferase (ALT) levels 

  is infected with HIV 

  Anyone who received a transfusion of blood, blood components, or an 

organ transplant before July 1992, when better testing of blood do-

nors became available, or people who were notifi ed that they received 

blood from a donor who later tested positive for HCV infection 

  People with recognized exposure to the Hep C virus, including:

  healthcare workers, emergency medical, and public safety workers 

after needlesticks, sharps, or mucosal exposures to HCV-positive 

blood

  recipients of blood or organs from a donor who tested positive for 

the Hep C virus 

  Children born to HCV-positive women.

  People who are incarcerated.

  People who use intranasal drugs.

  People who received body piercing or tattoos done with nonsterile 

instruments. 

For persons who might have been exposed to HCV within the past 

6 months, testing for HCV RNA or follow-up testing for HCV antibody is 

recommended.

Source: “A Guide to Comprehensive Hepatitis C Counseling and Testing,” National Center for HIV/AIDS, Viral Hepatitis, STD & TB 
Prevention, Division of Viral Hepatitis, CDC
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which all the medications have. We can 
help make sure that patients can get and 
pay for their meds.”

Aff ording the drugs can be a major 
hurdle for many patients. According to 
an analysis by the Blue Cross and Blue 
Shield Association, hep C antivirals 
costs increased by 19% between 2010 
and 2016. Many patients fi nd they can-
not rely on coverage from their insur-
ance companies. One study reveals that 
absolute denials of DAA regimens by in-
surers have remained high—averaging 
35%—and increased over time, regard-
less of insurance type.

At least one pharmaceutical company 
has acted to help resolve the situation. 
In January, Gilead Sciences launched, 
through its subsidiary Asegua Th era-
peutics, authorized generic versions of 
its top-selling Harvoni (ledipasvir/so-
fosbuvir) and Epclusa (sofosbuvir/vel-
patasvir). Th e $24,000 list price for the 
most common course of therapy is sig-
nifi cantly discounted from the branded 
versions, which can cost nearly $100,000 
for a full course of treatment.

“We made this unusual decision 

because we believe that it is the fast-
est way to lower list prices for our HCV 
cures without significant disruption 
to the healthcare system and our busi-
ness, as a bridge to longer term solutions 
aimed at reducing patients’ out-of-
pocket medication costs, improving 
access for Medicaid patients and pro-
viding greater pricing transparency,” ex-
plained Gilead’s CEO John Milligan in a 
prepared statement. 

The Final Word
One of the biggest challenges facing 
healthcare providers today is to spread 
the word that hep C treatment is far 
more eff ective, with fewer side eff ects 
and a shorter course than medications 
that were previously prescribed. Jake-
man says it’s a message that’s important 
to impart to the general public as well 
to help get the disease under control. 

“We have amazing treatments now 
for patients, so it’s a matter of us mo-
bilizing to get people tested, into care, 
and treated,” she says. “A lot of people 
don’t have symptoms because they’re 
not cirrhotic, but there are a lot of non-
liver type of symptoms that we’re seeing. 
Th ere are defi nitely reasons to screen 
and treat early to prevent transmission 
and future cases.” 

“We have amazing treatments now for 

patients, so it’s a matter of us mobilizing to 

get people tested, into care, and treated.”

BERNADETTE JAKEMAN, PHARMD
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Baby Boomers and Hep C
Baby boomers (those born between 1945 and 1965) are encouraged to be 

screened for Hep C because they are fi ve times more likely to have it than 

other adults, according to the CDC. In fact, they account for 75% of people 

with HCV. The reason for this is not well understood. 

“Most baby boomers are believed to have become infected in the 1960s 

through the 1980s when transmission of hepatitis C was highest,” states 

the CDC. “Baby boomers could have gotten infected from medical equip-

ment or procedures before universal precautions and infection control 

procedures were adopted. Others could have gotten infected from con-

taminated blood and blood products before widespread screening virtually 

eliminated the virus from the blood supply by 1992.”

Source:  “Hepatitis C: Why People Born from 1945-1965 Should Get Tested”, CDC Publication No. 220401
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HEALTH SYSTEMS PHARMACY

Your Role in Value-Based 
Treatment Programs 

H
ospital health systems 
benefit greatly from 
pharmacists in terms of 
quality, safety, and value. 
Th e value of the pharma-

cist is further demonstrated by linking 
clinical activities with patient and fi -
nancial outcomes. 

Value-based programs encourage 
paying providers based on the quality, 
rather than the quantity, of care they 
provide to patients. Th ese programs 
reward healthcare providers with in-
centive payments for the quality of care 
provided to individuals with Medicare. 
Th e goals of these value-based programs 
include better care, enhanced health, 
and lower costs.

Payment Based on Value
Value-based programs were fi rst estab-
lished through the Medicare Access and 
Children’s Health Insurance Program 
Reauthorization Act of 2015 (MACRA). 
Under this act, value is emphasized 
over quantity. CMS established fi ve val-
ue-based programs with goals to link 
provider performance of quality mea-
sures to provider payment (See Figure).1 

Th e end-stage renal disease (ESRD) 
program is considered a first-of-its-
kind in Medicare: the goal is to promote 
high-quality services to outpatient di-
alysis facilities treating patients with 
ESRD through pay-for-performance or 
value-based purchasing (VBP) programs. 
Th e hospital VBP program rewards acute 
care hospitals with incentive payments 

Pharmacists have a unique opportunity to apply their knowledge

By Jennifer Gershman, PharmD, CPh, contributing writer

Abbreviations: ESRD-End-Stage Renal Disease; HVBP-Hospital Value-Based Purchasing; HRR-Hospital Readmission Reduction; VM-Value 
Modifi er; HAC-Hospital Acquired Conditions Reduction

Source: CMS

CMS Value-Based Programs

ESRD

HRR

VM HAC

HVBP
Value-
Based 

Programs
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for the quality of care they provide to 
Medicare patients. Th e program’s goals 
include eliminating or reducing adverse 
events, establishing evidence-based care 
standards and protocols to improve pa-
tient outcomes, improving patient care 
experiences by enhancing hospital pro-
cesses, increasing care transparency 
for consumers, and identifying hospi-
tals that provide high-quality care at a 
lower cost to Medicare. It’s estimated 
that the total amount available for val-
ue-based incentive payments for 2019 
is approximately $1.9 billion.1  

Th e Patient Protection and Aff ord-
able Care Act of 2010, also known as 
the ACA or Obamacare, includes many 
payment reforms to promote hospital 
eff orts to address and prevent adverse 
events after discharge.2 

One example is the hospital read-
missions reduction program (HRRP) 
that gives hospitals a strong fi nancial 
incentive to enhance their communi-
cation and care coordination, and col-
laborate with patients and caregivers on 
postdischarge planning.2 Th e HRRP uses 
the excess readmission ratio to help es-
timate hospital performance, and it is 
the ratio of predicted-to-expected read-
missions.1 Th e following conditions and 
procedures are included in the HRRP: 
acute myocardial infarction, chronic 
obstructive pulmonary disease, heart 
failure, pneumonia, coronary artery by-
pass graft surgery, and elective primary 
total hip arthroplasty and/or total knee 
arthroplasty. 

Th e 30-day risk readmission mea-
sures include all-cause unplanned re-
admissions that occur within 30 days 
of discharge from the initial admission 
and patients who are readmitted to the 
same hospital or another acute care 
hospital for any reason. Unfortunately, 
about 20% of patients are rehospitalized 
within 30 days after hospital discharge, 
with adverse drug events (ADEs) being 
the most common complication.2 

Transitions-of-care (TOC) has been 
trending throughout the pharmacy 

How Baptist Health South Florida Does It
Madeline Camejo, PharmD, is the 

vice president and chief pharmacy 

offi cer at Baptist Health South Flor-

ida (BHSF), Miami. BHSF currently 

participates in the shared savings 

and risk contracts in both the com-

mercial and Medicare Advantage 

insurance plans, she says. BHSF is 

part of an administrative services 

only (ASO) agreement, which is an 

arrangement by which an organiza-

tion funds its own employee benefi t 

plan such as a health plan. With 

ASO arrangements, an outside fi rm 

is hired to perform specifi c admin-

istrative services, and the employer 

takes full responsibil-

ity for claims made 

to the plan. The ASO 

plans usually cover 

short-term disability, 

health, and dental 

care benefi ts. 

The value-based programs at 

BHSF are interdisciplinary and 

include physicians, nurses, phar-

macists, social workers, and care 

coaches. “Pharmacy supports 

chronic care management, TOC, 

disease management (chronic heart 

failure and diabetes), and data 

analytics,” says Camejo. Population 

health plays an important role, and 

the Baptist Health Quality Network 

(BHQN) staff is part of this team. 

Hospitals must fi nd the format that 

works for their system and their 

population, she says. However, 

there isn’t a one-size-fi ts-all when it 

comes to implementing programs. 

“Staff education and engage-

ment is critical. When you have a 

well-educated team across all clini-

cal areas, it will be a natural turn in 

mindset from fee-for-service to val-

ue-based care,” Camejo says. It is 

also important to consider workfl ow 

when implementing value-based 

programs. The staff should become 

accustomed to searching for care 

gaps, completing healthcare eco-

nomic evaluations, and participating 

in holistic care (eg, chronic care 

management) versus disease-spe-

cifi c management through a team 

approach to patient care.

The contracts BHQN supports 

are considered accountable care 

organization (ACO) contracts. BHQN 

is not classifi ed as an ACO, but 

instead acts as the clinical delivery 

arm of the contracts that Baptist 

Managed Care signs. There is a 

bundle focused on total knee and 

hip, but pharmacy is not part of that 

program. Moving forward, pharmacy 

could play an integral role in this 

process through TOC to prevent hos-

pital readmissions due to ADEs.

Health systems need to fi nd the 

format that works for them and their 

population of patients to ensure 

that the program is manageable and 

feasible. You take a team approach 

to overseeing the care of the 

patient. One pharmacist leads the 

value-based team and eventually a 

pharmacy technician can assist with 

medication management. There is 

limited information available regard-

ing the ratio of pharmacists-to-pa-

tients that should be established for 

population management. “In order 

to expand pharmacy impact with 

regard to value-based/population 

management, I think any clinic we 

develop should evaluate metrics 

from the contracts and bundle pro-

grams and ensure we include mea-

sures to show return on investment. 

Also, there may be opportunities to 

have pharmacy informatics collab-

orate with BHQN data analytics to 

further explore things we can be 

doing with value-based programs 

and data,” says Camejo.

Camejo
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profession and is an important pro-
cess in the prevention of medication 
errors and ADEs. It is characterized as 
the movement of a patient from one set 
of providers or level of care to another 
and can involve patients moving to a 
diff erent area of the hospital or being 
discharged into the community. 

Systematic problems involving TOC 
are often considered a primary cause of 
ADEs. Pharmacists can play an import-
ant role in TOC in the hospital setting. 
Medication reconciliation, structured 
discharge communication, and patient 
education can prevent adverse events 
after discharge. Inpatient TOC oppor-
tunities include daily medication edu-
cation, prescriber order clarifi cations, 
renal dose adjustment, medication mon-
itoring, and streamlining drug therapy. 

Hospitals have also created TOC 
pharmacist positions as a new emerg-
ing opportunity. Th is may include col-
laborating as part of an interdisciplinary 
team and establishing TOC clinics or di-
recting TOC programs. 

Th e emergency department is a cru-
cial part of TOC for pharmacists and can 
include adding drug therapies, removal 
of medications, dosage and strength cor-
rections, and determining when the last 
dose was taken. 

Other advantages of a pharma-
cist-directed TOC program include 
standardized medication reviews, con-
sistent clinicians, access to all hospital 

providers, contact with outpatient phar-
macies, and collaboration with case 
management. Patients taking multiple 
medications are at an increased risk of 
ADEs, and approximately 45% of ADEs 
that lead to hospitalization are pre-
ventable.3 

One randomized multicenter study 
found that a comprehensive pharma-
cist intervention that included medi-
cation reviews, patient interviews, and 
follow-up care reduced the number of 
readmissions and emergency depart-
ment visits.3 Pharmacists can play an 
extremely important role in the conti-
nuity of patient care at the time of dis-
charge through counseling patients on 
their medications, assessing for dupli-
cation of therapy, providing educational 
materials, and addressing any concerns. 

HRRP appears to be eff ective in re-
ducing hospital readmission rates of 
Medicare patients and is associated with 
eff ective TOC outcomes; however, the 
program has been criticized because 
it penalizes hospitals caring for more 
vulnerable patient populations. Th ere-
fore, hospitals now receive bundled pay-
ments for targeted illnesses that cover 
all costs associated with patient care 
for a 30-day period.2

Th e value modifi er (VM) program 
measures the quality and cost of care 
provided to individuals with Medicare 
and determines the amount of payments 
to physicians based on their perfor-
mance. Th e hospital-acquired condi-
tion (HAC) reduction program saves 
Medicare approximately $350 million 
annually and encourages hospitals to 
enhance patient safety and reduce the 
number of hospital-acquired conditions 
after surgery.1

Alternative Payment Models (APMs) 
have become popular within val-
ue-based programs. Here the payment 
is linked to eff ective management of a 
population or episode of care. Bundled 
payments involve payments for an ep-
isode of care, and medical home mod-
els are characterized by a team-based 

approach to comprehensive primary 
care coordinated by a primary care 
provider.

Population Health
Population health has become an im-
portant aspect of value-based programs. 
It is an intensive focus on the overall 
health of a population to improve care, 
reduce costs, and promote wellness. 
Comprehensive services include spe-
cialty care, hospital care, post-acute 
care, patient education, and self-care 
resources; the focus should be on the 
highest-risk patients to help manage 
costs. Pharmacists can be key leaders 
in interdisciplinary patient care teams 
that include medication therapy man-
agement, disease state management, 
wellness promotion, medication man-
agement during TOC, population health 
research, and pharmacoeconomics.4 
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Compounding Industry Weighs 
in on Newest MOU Draft

T
he 2012 nationwide fungal 
meningitis outbreak resulting 
from contaminated steroid in-
jections from the New England 

Compounding Center in Framingham, 
MA, is still reverberating throughout the 
industry. Th e FDA and compounding 
pharmacy stakeholders are still wres-
tling with many unresolved issues from 
the tragedy, but there are ongoing dis-
cussions and a proposed piece of legis-
lation to reach a resolution.

After the tragedy, Congress passed the 
Drug Quality and Security Act (DQSA) in 
2013, which authorized FDA to create a 
memorandum of understanding (MOU) 
with states to address some interstate 
distribution of compounded drugs by 
traditional compounders—called 503A 
facilities in the law, after the section of 
the Federal Food, Drug, and Cosmetic 
Act (FD&C). 

Th e agency plans to fi nalize the MOU 
in 2019. 

Distribution Levels of Drugs 
Sold Interstate
FDA issued a draft MOU in 2015, but 
withdrew it after strong pushback from 
pharmacist, physician, and patient 
groups. Th e agency released a revised 
draft in September 2018 that outlines 
the allowable level of out-of-state distri-
bution of compounded drugs in states 
that enter into the MOU. Th e revised ver-
sion also allows for a greater percentage 
of total prescriptions for compounded 
drugs—50%—before becoming what the 
FDA considers an “inordinate amount,” 
which would require additional report-
ing by and inspection of compounding 
pharmacies. 

If state pharmacy boards choose not 
to sign the MOU, only 5% of total pre-
scription orders dispensed or distrib-
uted by a 503A compounder in that state 
can be shipped out of state. 

Reed Smith LLP, a law fi rm based in 
Pittsburgh, directed a letter to the FDA 
last December, targeting the thresh-
old change and other issues. Although 
the threshold has increased, Rachael 

Pontikes, a partner with 
Reed Smith, says the fi rm 
believes the boost does 
not solve the concerns 
raised by the 2015 draft. 
Th e new threshold “has 
also narrowed what is in-

cluded in that threshold to compounded 
products,” she says.

Shawn Hodges, PharmD, president 
and CEO of Innovation Compounding, 
a 503A pharmacy in Kennesaw, GA, is 
concerned about the potential 5% cap if 
Georgia’s pharmacy board decides not to 
sign the MOU. His pharmacy, like others, 
compounds products in a specifi c ther-
apeutic area—in his case, compounded 
products for allergy immunotherapy—
which might not be available from phar-
macies in other states.

“We are concerned about patient 
access. It’s diffi  cult to tell a doctor ‘no’ 

when a drug is allowed 
clinically, but not by fed-
eral law,” Hodges says. 

“Th e proposed 5% cap 
creates the potential that 
patients won’t be able to 
access compounded med-

ications,” says Scott Brunner, executive 
vice president, International Academy 
of Compounding Pharmacists (IACP).

Hodges says the MOU puts pressure 
on state boards, which may be hesitant 
to sign the MOU in its present form.

“It’s an unfunded mandate for states,” 
Brunner adds. “Th e FDA is, in eff ect, 
commandeering a state agency to take 
enforcement actions that the state leg-
islature hasn’t necessarily funded. Th at 
creates ambiguity over whether state 
boards even have the legal authority to 
sign the MOU.”

“Th ere is no incentive to sign,” says 
Peter Koshland, PharmD, of Koshland 
Pharm: Custom Compounding Phar-
macy, a 503A pharmacy in San Francisco. 
“Signing the MOU will present even more 
work even if it increases the percentage 
of products sold across state lines.”

Brunner adds another caveat to the 
MOU—stakeholders do not have enough 
time to respond to the terms.

‘Dispense’ and ‘Distribute’
Th e 2018 draft MOU also revisits the 
defi nitions of “dispense” and “distribute” 

By Mari Edlin, contributing writer 

“We are getting closer, 

but because the MOU 

is not yet operational, 

no one has signed it. 

We have spent many 

years trying to 

make the MOU 

acceptable.”
ILISA BERNSTEIN, PHARMD, JD.

Hodges

Pontikes
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that had traditionally been distinct. 
Currently, they are the same in the 
MOU draft. Public comment swayed 
the agency to make more of a distinc-
tion, says Ilisa Bernstein, PharmD, JD, 
deputy director of the Offi  ce of Compli-
ance, Center for Drug Evaluation and 
Research at FDA.

Th e defi nitions are consistent with 
previous law she says. “We are getting 
closer, but because the MOU is not yet 
operational, no one has signed it yet. We 
have spent many years trying to make 
the MOU acceptable.”

No other organizations consider “dis-
pense” and “distribute” to be the same 
thing. “Th e diff erence is not clear,” says 
Erik Tosh, RPh, chairman of the IACP 
Board.

Brunner says the FDA confl ates the 
defi nitions in a way that runs contrary 
to how they are defi ned in state and na-
tional laws, and even in the National As-
sociation of Boards of Pharmacy (NABP) 
Model State Pharmacy Act.

“Th e FDA’s proposed MOU redefi nes 
the two terms in a way that Congress did 
not intend and which stands to limit 
patient access to compounded medi-
cations,” Brunner says.

Offi ce Use Compounding 
Another disputed issue is the FDA’s re-
fusal to allow 503A pharmacies to com-
pound for offi  ce use,  that is, supplying 
a small quantity for physicians to keep 
on hand in their offi  ces to use when 
needed by their patients. 

 “Compounders provide access to 
medications that are not commercially 
available, but that prescribers believe are 
necessary for adequate treatment. Doc-
tors should be able to order them. We 
want to do the right thing but need guid-
ance on what is expected,” Koshland says.

“Some state laws allow 503A phar-
macies to compound for offi  ce use, but 
FDA’s interpretation is that offi  ce use is 
not allowed due to the requirement that 
there be a prescription,” Brunner says. 
“Pharmacists can compound a 30-day 

The good news for the industry is 

a new bill—HR 1959, Preserving 

Access to Compounded 

Medications Act of 2019 by 

Congressmen H. Morgan Griffi th 

(R-VA) and Henry Cueller (D-TX).

An IACP statement emphasizes 

the need for clarifi cation of the 

MOU and for new legislation: 

“The FDA has misinterpreted 

congressional intent, overstepped 

its regulatory authority, and is 

jeopardizing patient access to 

compounded medications as a 

result,” IACP’s Scott Brunner 

says. “This legislation, which 

has broad support both in 

Congress and from an impressive 

coalition of groups representing 

pharmacists, physicians, and 

patients, seeks to assure 

that FDA’s role and actions 

in regulating compounding 

pharmacies are in line with 

Congress’ stated aims when it 

passed DQSA in 2013.”

Specifi cally, the HR 1959 would:

   Authorize “offi ce-use” 

compounding by 503A 

pharmacies where permitted 

by state law.

   Defi ne the terms “distribute” 

and “dispense” consistent 

with the NABP model 

pharmacy act and other state 

and federal law defi nitions.

   Clarify that compounding 

pharmacies are retail 

pharmacies for purposes of 

FDA inspection authority.

   Require FDA to go through the 

formal rulemaking process 

for establishing DQSA 

policies rather than issuing 

“guidance documents” that 

circumvent requirements for 

public notice and input.

   Formally recognize state 

boards of pharmacy as 

the primary regulators of 

pharmacy compounding.

G
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Bipartisan Legislative Action 
on Compounding in Congress
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supply prior to receipt of prescription, 
but the FDA says it can’t leave the phar-
macy until the prescription is received. 
It can’t be stored by the physician with-
out a patient-specifi c prescription, so 
it’s largely a dispute about which highly 
trained, highly regulated healthcare pro-
fessional’s shelf it sits on.”

Outsourcing facilities, or 503B com-
pounding pharmacies, created under 
DQSA that do not require a patient-spe-
cifi c prescription under Section 503B 
of FD&C. Th ese facilities are subject 
to increased quality standards, such as 
compliance with Current Good Man-
ufacturing Practice (cGMP), and en-
hanced reporting. 

Th e FDA says its new draft is based 
on feedback from stakeholders and 
comments received on the initial draft 
guidance and is being revised, in part, 
to refl ect further consideration of how 
cGMP requirements should be applied.

Bernstein says that due to the stricter 
requirements for these pharmacies, 
they “provide a higher level of patient 
protection.” 

Tosh is concerned, however, that the 
cGMP standards often require testing 
and are not always cost effi  cient.

For many 503A pharmacies, the re-
quirement that only 503B pharmacies 
can compound without a patient-spe-
cifi c prescription stands in the way of 
patient access. Th e physician’s only op-
tion is to write a prescription for the 
compounded substance, send a patient 
to the pharmacy to pick it up, and then 
return to the physician’s offi  ce for a sub-
sequent visit—for which the patient will 
be charged—to have the medication ap-
plied, Tosh says. 

Jennifer Burch, PharmD, president 
of IACP and owner of Central Com-
pounding Center South, a 503A phar-
macy in Durham, NC, knows the burden 
this places on a patient who might not 
have immediate access to a medication. 

Although only 503B pharmacies may 
compound for offi  ce use, 
Burch says it is usually 
too small a quantity to 
make it economically vi-
able for them. 

During a public 
hearing on drugs com-

pounded for offi  ce use, cGMP, and an 
overview of the revised draft guidance, 
David Glasser, MD, secretary for federal 
aff airs, American Academy of Ophthal-
mology, questioned the ability of 503B 
pharmacies to meet patient needs when 
medications, such as antibiotics, are 
required immediately and sometimes 
unexpectedly. 

“It becomes a fi nancial situation for 
503B pharmacies because there isn’t 
enough demand,” he says. He would 
like the FDA to approve low-volume 
orders for offi  ce use—quantity limits 

for emergencies. “Th e risk of not hav-
ing a drug outweighs the harm,” he says.

Rulemaking versus 
Guidance Documents
Another concern is FDA’s reliance on 
guidance documents to regulate com-
pounding, says Tosh. “Th ere is a statu-

tory process by which 
agencies must issue 
regulations, he notes. 
“When it is announced—
having followed that 
proper statutory pro-
cess—stakeholders must 

then abide by it in their operations. 
“Unfortunately, FDA has been skirting 

the proper rule-making process, issuing 
Guidance for Industry (GFI) documents. 
Th ose GFI’s do not have the force of for-
mal regulation, but the FDA is holding 
compounding pharmacies accountable 
to GFI as if they were proper rules,” he 
says. “Th ey do not create or confer any 
rights for or on any person and do not 
operate to bind FDA or the public for 
enforcement purposes.”

But CDER’s Bernstein says the FDA 
uses guidance to interpret the law and 
that it enables stakeholders—not just 
compounders—to provide input that 
is refl ected in guidance documents. 

“We need to exercise oversight to 
prevent another 2012 outbreak that 
wasn’t an isolated incident and ensure 
regulatory oversight as Congress had 
intended,” Bernstein says. “Compound-
ing can be an important component 
of care, but products aren’t reviewed 
for quality and safety which can cause 
health risks. Promoting access to quality 
compounded drugs requires that com-
pounders follow the law.” 

Burch

“There is no incentive to sign. 

Signing the MOU will present 

even more work even if it 

increases the percentage 

of products sold 

across state 

lines.”
PETER KOSHLAND, PHARMD

Tosh
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10 Ways to Reduce 
Administrative Costs
By Keith Loria, contributing writer

O
perating an independent 
pharmacy comes with lots 
of costs, chief among them 
being inventory and labor. 

But it’s the smaller, administrative costs 
that can accumulate and really impact a 
pharmacy’s bottom line and determine 
if it is successful or not.

“Every nickel counts,” Jason Mont-
gomery says. “It’s really about defi ning 
those other expenses and managing 
correctly. Sometimes it’s just a matter of 
awareness and having someone with an 
outside perspective taking the time to 
review.” Montgomery is vice president of 
business coaching at AmerisourceBer-
gen and works with independent com-
munity pharmacists across the country 
to help them optimize their business 
performance. 

While some administrative costs 
like legal, accounting, and other pro-
fessional services are often considered, 
Montgomery says it’s the non-service re-
lated expenses where pharmacies can 
really save, such as snow removal, se-
curity, pest control, offi  ce equipment, 
and insurance. For most of these ven-
dors, these expenses can be reviewed 
on a quarterly or annual basis.

“Even though pharmacy falls under 
a fixed-cost category, there are still 
things that fl uctuate and need to be 
reviewed,” he says. “Rent, for instance. 
If you don’t own your property and are 
leasing, that can change as market con-
ditions change. Th is can always be revis-
ited with a landlord. It doesn’t need to be 
an expected fi xed cost year after year.”

Nimesh Jhaveri, president of Health 
Mart and senior vice president of 
McKesson Corp., which works with its 

franchise stores to help them identify 
best practices that will increase their ca-
pacity to meet all requirements, calls it 
a challenge akin to a moving target, and 
that changes as the industry changes.

“It is okay to reach out to peers and 
to your franchise and ask for assistance,” 
he says. “Leverage your support sys-
tems to educate, understand market 
and industry trends, set goals for key 
performance indicators, and—most 
importantly—take action utilizing all 
resources available to you.” 

Avoiding Mistakes
Scott Jensen, MBA, is director of pro-
gram development at Arete Pharmacy 
Network, which offers a portfolio of 
technology-based solutions designed to 
centralize and reduce the administra-
tive burden of independent pharmacies. 
With more than 10 years’ experience 
developing programs and value-added 
services that reduce administrative bur-
dens for independent pharmacies, he’s 
observed many things that ultimately 
help them compete in an increasingly 
competitive landscape. 

“One of the biggest mistakes is hold-
ing on to the mindset that administra-
tive costs are fi xed, or that more costs 
will be incurred with the addition of 
the services of a third-party vendor,” he 
says. “If there is no opportunity for sav-
ings on staff  overhead costs as a result 
of engaging a third-party vendor, the 
intent should be to repurpose the pre-
vious administrative eff ort to activities 
that generate revenue for the pharmacy.”

Jensen says that pharmacies should 
be thinking about ways in which time 
can be converted into revenue. He 

suggests creating an opportunity to 
retrain staff  otherwise dedicated to ad-
ministrative functions.

Jhaveri says another big mistake 
pharmacies make is not knowing where 
they stand and where the market is set. 
Pharmacists are often focused on the 
patient in front of them and giving ex-
ceptional care.  “Pharmacists shouldn’t 
get so busy working ‘in’ the business that 
they don’t spend time working ‘on’ the 
business,” he says. 

“Independent pharmacies also typi-
cally invest heavily in staffi  ng and cus-
tomer service. Th is investment can be 
a diff erentiator and important for pa-
tient outcomes if all employees are being 
maximized. Heavy staffi  ng can also be 
a cash fl ow killer in a low margin busi-
ness if not optimized,” he says. One of 
the benefi ts of being a franchisee is that 
you can call on the franchise company 
to identify how a pharmacy can pre-
pare to take advantage of the chang-
ing healthcare landscape. “A pharmacy 
owner can’t ignore key indicators and 
expect optimal results,” he says.

Here are some top tips for reducing 
administrative costs.

Understand 
Administrative Costs

Many pharmacy owners do not know 
how much they pay in administrative 
costs for daily, monthly, and annual ac-
tivities. Th at’s why it’s important to dig 
into data on these activities to under-
stand that it may be less expensive to 
pay a third party to provide adminis-
trative services, like reconciliation, on 
their behalf. 

1
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Jensen says when a pharmacy owner 
or operator seeks to partner with a 
Pharmacy Services Administration Or-
ganization (PSAO), the owner should 
gain a thorough understanding of all 
services provided. “Some administra-
tive functions, like appealing under-
paid maximum allowable costs (MAC), 
quality/adherence functions, or recon-
ciliation, which may be dragging the 
pharmacy down, may be provided by 
a PSAO either at no extra cost or at a 
cost less than current staff  overhead 
costs,” he says. 

Benchmark and Measure      
Key Performance Indicators

Many factors go into administrative 
costs, and knowing where the compe-
tition or market is set helps drive inde-
pendent pharmacies to hit their goals. 
Jhaveri says that whether it is inven-
tory turns, payroll, or cost to dispense, 
being well informed will push indepen-
dent pharmacies toward their end goal 
and drive the right behaviors in their 
stores to achieve success. 

“Th e key point to remember is phar-
macies need to know the data and the 
numbers and how they compare to the 
benchmark,” he says. “Th at knowledge 
will lead them to drive improvement.”

Know Your Expenses
Make sure you defi ne, in detail, 

what the administrative expenses are.
Montgomery says pharmacy own-

ers need to fi rst create a budget and 
know what they need for all miscella-
neous expenses, no matter how small 
or large they may be. He’s surprised at 
how many independent pharmacies 
don’t already do this.

“I think independent pharmacy own-
ers need to keep accurate records and 
review on a consistent basis to see if 
actual spend is coinciding to the bud-
get and if it’s not on track, make cor-
rections,” he says.

Leverage Technology
Whether it’s patient engagement, 
cash-fl ow management, or script 

fulfi llment, chances are that there are 
technology solutions you can leverage 
for increased effi  ciency. 

“If you are affi  liated with a PSAO or 
buying group, reach out to see if they 
can make recommendations on spe-
cifi c technology solutions. Typically, a 
PSAO will have existing relationships 
with third-party vendors that off er dis-
counted rates to participating pharma-
cies,” Jensen says.

Susan Maze, COO and CFO of the 
American Pharmacy Cooperative, Inc., 
says the organization helps independent 
pharmacies by bringing in technology 
aff ordably. “We off er [a full-time equiv-
alent] predictor that all pharmacies can 
use to manage staff  hours and not over-
staff ,” she says. “It looks at a pharmacy’s 
history and forecasts what the needs 
would be on any given day.”

Technology is responsible for many 
advancements in healthcare and allows 
stakeholders to work more effi  ciently. 

“A major challenge facing many 
pharmacies is the lack of time to invest 
in new services and focus on patient 
outcomes,” Jhaveri says. “Technology 
plays a large role in freeing up the nec-
essary resources, as well as provid-
ing the platform to further integrate 
pharmacies into the larger healthcare 
system.”

Network
When pharmacy owners and oper-

ators engage with peers who share simi-
lar administrative pressure-points, they 
are more likely to discover solutions that 

work. Th at’s why Jensen recommends 
building and expanding a peer network.

Vendor contracts and external part-
ner relationships are a huge part of suc-
cess and can help with keeping costs 
down, Jhaveri notes. “It is also import-
ant to scrutinize expenses, eliminate 
any nonessential costs, and ensure there 
are no overlaps in services provided,” 
he says. “Don’t pay for things that ar-
en’t being utilized. Pharmacists need 
to complete a yearly review of partner-
ships and select the ones most advan-
tageous to their practice operations.”

Diversify Services
In an industry of declining profi t 

margins, independent pharmacies need 
to diff erentiate themselves amongst the 
competition by off ering services such as 
immunization, delivery, point-of-care 
testing, nutrient depletion therapy, and 
diabetic programs. 

“Diversifying product off erings can 
increase the top line and help mitigate 
reimbursement pressures,” Jhaveri says

Be Flexible
Don’t ever answer the question 

“Why are we doing this?” with “Because 
that’s how we’ve always done it.” When 
evaluating the “why” be prepared and 
be willing to make productive change. 
Change can be a good thing if done the 
right way. 

Look at the Small Things
Some of the easiest ways to save 

on administrative costs is to look at sim-
ple things, like supplies. For example, 

“One of the biggest mistakes is holding 

on to the mindset that administrative 

costs are fi xed.” SCOTT JENSEN
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pharmacies produce a lot of paper and 
print material, so use the most cost-ef-
fective toner and ink cartridges. 

Use the right size boxes for packaging 
to reduce postage for shipping and even 
look at bags, Montgomery says. 

Many pharmacists are also members 
of lot of pharmacy organizations and pay 
membership fees to each. While they may 
get good information and perks from 
such associations, they should still make 
sure they are necessary and useful, and 
the fees aren’t going to waste.

Emphasize Education
Independent pharmacists must 

leverage available resources to con-
tinually educate themselves as well as 
to train their technicians to handle all 

tasks that do not require a pharmacist. 
“For instance, through the Health 

Mart franchise, we provide tools to help 
support the technician so the pharma-
cists can focus on activities at the ‘top 
of their license.’” Jhaveri says. “Addition-
ally, training and continuing education 
courses are offered through Health 
Mart University. Business planning 
and coaching tools are also off ered. All 
of these resources keep independent 
pharmacies well-informed.”

Employees Matter  
Sometimes the solution 

lies in employing the right people. 
Jensen says when critically ana-
lyzing processes, it’s important 
to include a performance review 
of the people performing the 
administrative processes. “You 
may fi nd that an employee with 
the right set of skills makes the 
most impact,” he says. 

“It’s really about defi ning those other 

expenses and managing correctly. 

Sometimes it’s just a matter of awareness.”
JASON MONTGOMERY
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What Can Pharma Logistics  

Do for You?

Find Out How Pharma Logistics Can Improve Your Business
Your patients depend on you for prescription drugs, but administering care is both exacting  
and time-consuming. Pharma Logistics gets you credits for expired drugs and keeps you  
compliant with all federal and state regulations. For thousands of pharmacies across the  
country, Pharma Logistics delivers a range of services, including:

Pharma Logistics brings efficiency and 
24/7 visibility to the returns process so  
you can focus on patient care and the 
community. Call 888-729-7427 or visit  
www.pharmalogistics.com. 

       Rapid Credit 

Receive reimbursement 
within 14 days from the 
day your product arrives 
at our facility.

       Onsite Service 

Trained and licensed  
representatives come  
onsite to check paperwork, 
ensure proper packaging,  
and prepare shipments  
for carrier pickup.

       Box & Ship Service 

Manually pack and ship your 
own returns with prepaid 
labels and boxes.

https://www.pharmalogistics.com/
https://www.pharmalogistics.com/


DRUG PIPELINE

A Look at the Vaccine Pipeline

T
he drug approval process 
is infamous for its com-
plexity and the length 
of time it takes. But as 
complicated as standard 
drugs are to develop, bi-

ologics—such as vaccines—are more 
complicated. 

On average, vaccines take about 10 
to 15 years to develop, compared to the 
average six to seven years for a standard 
drug. In addition to the longer develop-
ment period, vaccines also have a lower 
success rate—fewer than 10% of vac-
cine candidates ever reach the market, 
compared to about a 12% success rate 
for drug candidates overall.

Th at long lead time and high fail-
ure rate means that a large number of 
needed vaccines are still missing from 
healthcare’s armamentarium. 

One study from the Duke Global 
Health Institute’s Center for Policy Im-
pact in Global Health forecasts a bleak 
future for vaccines. Analyzing more than 
500 vaccine candidates for 35 neglected 
diseases in the pipeline, the study found 
the chances of effi  cacious vaccines gain-
ing approval over the next fi ve years is 
“unlikely.” The study concluded that 
there is a signifi cant gap in funding. 

However, not all the pipeline news 
is bleak. From improved fl u vaccines 
to the fi rst C. diff  (Clostridioides diffi  -

cile—until recently called Clostridium 

diffi  cile) vaccines, there are many ex-
citing recent and upcoming develop-
ments in vaccines. 

C. diffi cile
C. diff infects close to half a million 
Americans every year, according to 
the CDC. A large reason for the spread 
of C. diff is inappropriate antibiotic 

prescribing. While measures have been 
made to reduce overprescribing, C. diff  
still directly leads to around 15,000 
deaths annually and is still a “major 
health threat,” according to the CDC.

Th ere are C. diff  vaccines in the pipe-
line, but that pipeline took a hit when 
Sanofi  ended trials of its promising vac-
cine in late 2017. However, there are 
still two good candidates in the works. 

Th e current frontrunner is Pfi zer’s 
PF-06425090. After favorable phase 2 tri-
als, Pfi zer is hopeful that phase 3 trials, 
set to conclude late next year, will allow 
the vaccine to be the fi rst C. diff  drug to 
grant long-term protection.

VLA84, from Valneva, is another can-
didate, but ran into money problems. 
While the company says its vaccine is 
ready for phase 3 trials, it has put those 
trials on hold due to lack of a partner 
to help shoulder the cost of trials. Val-
neva says that it will only continue tri-
als if there is another vaccine approved 
and it can perform a head-to-head trial. 
Th at gamble could pay off  though—Val-
neva says the market potential for pro-
phylactic C. diff  products could exceed 
$1 billion annually.

Infl uenza
Every year, according to a  2018 article 
in Vaccine, infl uenza results in $3.2 bil-
lion in direct costs, along with $8 billion 
in indirect costs. Th e last fl u season re-
sulted in 959,000 hospitalizations and 
79,400 deaths, according to the CDC. 

Despite this, fl u vaccination rates 
remain low. Th e CDC estimates that 
only 37.1% of eligible adults received a 
fl u vaccine over the 2017-2018 fl u sea-
son. While initial reports those num-
bers may be slightly higher over this 
most recent fl u season, those numbers 

are much lower than the CDC desires. 
While the general population gives a 

wide variety of reasons for not getting a 
vaccine—including unfounded fears of 
getting fl u from the vaccine or not hav-
ing access—many people (particularly 
younger people) cite the fact that the fl u 
vaccine doesn’t work. Th is notion isn’t 
without weight: Th e 2017-2018 fl u vac-
cines had such a low effi  cacy rate (36%) 
that former FDA Commissioner Scott 
Gottlieb, MD, made multiple announce-
ments on why the vaccine was not ef-
fective and what the FDA was doing to 
increase that eff ectiveness.

But recently approved and as-yet-un-
approved products could make that 
dream of a more effective vaccine a 
reality.

Flucelvax, from Seqirus, is the only 
cell culture-based fl u vaccine available 
in the United States, fi rst approved in 
2016. Th is formulation, based on prelim-
inary studies, seems to perform much 
more favorably than traditional egg-
based fl u vaccines.

What’s most exciting about cell cul-
ture-based vaccines though, according 
to the FDA, is their ability to be quickly 
manufactured—making them an ideal 
candidate for dealing with possible pan-
demics.

Another exciting prospect also relies 
on something other than an egg base. 
Medicago’s VLP quadrivalent plant-
based fl u vaccine, currently in phase 3 
effi  cacy trials in seven countries includ-
ing the United States, could present an-
other option for faster-produced, more 
eff ective vaccines. 

Medicago says that it’s plant-based 
process requires only fi ve to six weeks 
to produce a clinical-grade vaccine, 
compared to the fi ve to six months it 

The upcoming products you need to keep an eye on By Nicholas Hamm
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generally takes for egg-based vaccines. 
Th is speed, the company says, could 
allow for it to more easily keep up with 
the constantly-mutating fl u virus.

Because viruses only grow in living 
cells, viruses for vaccines must be prop-
agated in cells. For fl u vaccines, this is 
often done in chicken eggs. Th is pro-
cess can lead to egg-adapted changes 
in viruses, which create viruses that are 
diff erent than those found in the wild. 
While some research suggests that these 
egg-adapted changes are not always re-
sponsible for poor-performing fl u vac-
cines, it may be a factor.

Another pipeline candidate is Seqi-
rus’ Fluad QIV, an upgraded, quadriva-
lent formulation of its already-approved 
trivalent Fluad. If approved, Fluad QIV 
would be the fi rst adjuvanted quadriva-
lent fl u vaccine. According to Datamon-
itor Healthcare, it performs better than 
other traditional inacti-
vated fl u vaccines, mean-
ing that in its expected 
launch for the 2020-2021 
fl u season it could cap-
ture a large part of the 
elderly population.

While perhaps more 
tenuous, new so-called 
universal flu vaccines 
are designed to cover all 
strains for several sea-
sons. Th ey could help in-
crease protection over 
multiple years and avoid 
problems with shifting 
virus strains—if they re-
ceive approval and demonstrate those 
claims. Datamonitor Healthcare says 
that if approved, these vaccines could 
hold great promise, as they could boost 
confi dence in vaccination and increase 
coverage rates.

One of the best candidates, Biond-
Vax’s M-001 is currently only in phase 
2 in the United States. However, it has 
been a part of multiple successful Phase 
2 studies in Europe and Israel, and is cur-
rently in Phase 3 in Europe. FLU-v from 

hVIVO is another phase 2 universal vac-
cine candidate, and it too is set to begin 
phase 3 trials in Europe. 

One potential problem for univer-
sal vaccines, according to Datamonitor 
Healthcare, is that payers are looking 
for low-cost vaccines—indicating that 
these could be priced higher than tra-
ditional vaccines.

Pneumococcal Disease
According to the CDC, around 900,000 
Americans get pneumococcal pneumo-
nia (the most common form of pneu-
mococcal disease in adults) every 
year—resulting in over 400,000 hospi-
talizations. While vaccines exist, the 
CDC says that about 80% of adults with 
conditions that put them at increased 
risk and 40% of adult aged 65 or older 
are unvaccinated.

Currently, the best-selling vaccine 
is Pfi zer’s Prevnar 13, 
with about $3.5 bil-
lion in U.S. sales fore-
casted for 2019. The 
pneumococcal vac-
cine is the 2010 update 
to the previously-ap-
proved Prevnar 7. 
First approved in 2000, 
Prevnar 7 was the fi rst 
pneumococcal con-
jugate vaccine. The 
update added an ad-
ditional fi ve serotypes 
to the original, due to 
the possibility of shift-
ing strains of the dis-

ease (known as serotype drift). Th e CDC 
recommended in 2014 that all adults 
over the age of 65 receive Prevnar 13, 
leading to its massive spike in sales. 

However, other pneumococcal vac-
cines with additional serotypes could 
threaten Pfi zer’s market dominance. 

Merck currently has a 15-serotype 
vaccine—V114—in phase 3 trials. Ac-
cording to Datamonitor Healthcare, it 
could replace Prevnar 13 on its expected 
approval in 2022—if it proves superior to 

Pfi zer’s drug and if serotype drift occurs. 
GlaxoSmithKline also has a 10-serotype 
drug in phase 2 trials that is formulated 
in such a way that it could provide more 
coverage than Prevnar 13.

One of the biggest threats to Prevnar 
13 could be an upgrade to Prevnar: 
Pfi zer is currently working on a 20-se-
rotype vaccine. Th at vaccine just began 
its Phase 3 trials earlier this year, so it 
likely won’t see a release for years.

Meningococcal Disease
Current meningococcal vaccine sched-
ules can be confusing for everyone. All 
preteens and teens should receive the 
meningococcal conjugate vaccine, with 
a booster given at 16, while only some 
are recommended the serogroup B me-
ningococcal vaccine. Th at schedule can 
be aff ected by a host of other risk fac-
tors, potentially adding to the confusion.

GSK’s MenABCW-135Y is trying to 
clear up that confusion. According to 
Datamonitor Healthcare, it could achieve 
this due to its broad serotype coverage—
it would be the fi rst vaccine cover sero-
types A, B, C, W, and Y, which could allow 
it to cover a wide range of patient popu-
lations. It would then replace GSK’s cur-
rent Bexsero and Menveo vaccines. Th is 
would have the added benefi t of reduc-
ing the number of physician visits re-
quired for vaccination. If approved, it 
is expected on the market in late 2021.

Another possible ripple in the menin-
gococcal market is Sanofi ’s Men Quad 
TT, a likely replacement to the well-es-
tablished Menactra. According to Data-
monitor Healthcare, it could then charge 
a premium price if it shows superior im-
munogenicity to Menactra and Menveo. 

However, that premium price may be 
short lived. While its expected launch 
date is a full year ahead of MenAB-
CW-135Y (Q1 2020), GSK’s vaccine is 
likely to overtake it. Th is would give the 
vaccine a short window of use. 

Nicholas Hamm is an editor with Managed 

Healthcare Executive. 
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NEW DRUG REVIEW

Balversa: First Oral Drug 
for Treating Bladder Cancer
By Lisa M. Holle, PharmD, BCOP, FHOPA
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INTRODUCTION
In April, the FDA approved er-
dafi tinib (Balversa, Janssen). It is 
the fi rst fi broblast growth factor 
receptor (FGFR) kinase inhibi-
tor for the second- or later-line 
treatment of patients with lo-
cally advanced or metastatic 
bladder cancer with FGFR3 or 
FGFR2 genetic alterations.1 Th e 
FDA simultaneously approved a 
companion diagnostic for use 
with erdafitinib, the Qiagen 
therascreen FGFR RGQ reverse 
transcription (RT) polymerase 
chain reaction (PCR) kit. FGFR 
is a family of tyrosine kinases 
which is activated by genetic 
alterations found in tumors. It 
is estimated that up to 3000 pa-
tients with bladder cancer have 
these FGFR genetic alterations.

DOSING
In patients with confi rmed FGFR genetic 

alterations using the FDA-approved companion 

diagnostic, the recommended dosing for 

erdafi tinib is 8 mg (two 4-mg tablets) daily by 

mouth with or without food.2 A dose increase 

to 9 mg (three 3-mg tablets) daily based on 

serum phosphate levels and tolerability 14 to 

21 days after initiation is recommended. If a 

dose is missed, or vomiting occurs shortly 

after taking, another dose should not be 

taken. Patients should resume with the next 

scheduled dose of the medication. This 

medication is available in 3-mg, 4-mg, and 

5-mg tablets. Average medication cost is 

not yet available, but this drug will only be 

available through a single-source specialty 

pharmacy, US Bioservices.1 

Lisa M. Holle, PharmD, BCOP, 

FHOPA, is an associate clinical 

professor at the UConn School of 

Pharmacy, and oncology clinical 

pharmacist at UConn Health. 

EFFICACY
Approval of erdafi tinib was based on the results 

of a phase 2 multicenter open-label single-arm 

study that enrolled 87 patients with metastatic 

or surgically unresectable bladder cancer with 

FGFR3 mutations or FGFR gene fusions that 

had progressed on or after at least one prior 

chemotherapy regimen.2,3 Patients received 8 

mg of erdafi tinib by mouth daily. The primary 

outcome measure was an objective response 

rate (ORR) assessed by a blinded independent 

review committee.

Enrollment into the trial required patients 

to also have an Eastern Cooperative Oncology 

Group performance status score of 0 or 1.4 

The results demonstrated a 32.2% ORR (95% 

confi dence interval [CI], 22.4-42%), with a 

median duration of response of 5.4 months 

(95% CI, 4.2-6.9). ORR in patients with FGFR3 

mutations, FGFR3 gene fusions, and FGFR2 

gene fusions were 40.6%, 11.1% and 0%, 

respectively.2 Responses were observed in 

patients previously treated with chemotherapy 

and those who had previously responded 

to antiprogrammed cell death(PD)-1 or PD 

ligand-1 therapy.1

SAFETY
The most common adverse reactions included 

hyperphosphatemia (76%), stomatitis 

(56%), fatigue (54%), increased serum 

creatinine (52%), diarrhea (47%), dry mouth 

(45%), onycholysis (41%), increased alanine 

aminotransferase (41%), increased alkaline 

phosphatase (41%), and hyponatremia 

(40%).1,2 Ocular disorders such as central 

serous retinopathy or retinal pigment epithelial 

detachment resulting in visual fi eld defects 

can occur in up to 25% of patients.2 The 

median onset is 50 days. This adverse reaction 

can lead to dose interruptions, reductions, 

and discontinuations. Additionally, dry eye 

symptoms can occur in 28% of patients. All 

patients should receive ocular demulcents 

as needed, and monthly ophthalmological 

examinations should be performed during the 

fi rst 4 months, and every 3 months thereafter. 

Hyperphosphatemia occurs about 20 days 

after therapy initiation (range, 8 to 116 days) 

and may require dose adjustments and/or 

phosphate binder therapy.

Erdafi tinib exhibits drug-drug interactions 

with medications that are cytochrome P450 

(CYP)2C9 and CYP3A4 inhibitors or inducers, 

serum phosphate level–altering agents, and 

substrates of OCT2 and P-glycoprotein. Women 

of childbearing potential and men with female 

partners of childbearing potential should 

be advised to use effective contraception 

while taking and for at least 30 days after 

discontinuing erdafi tinib.
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DISPENSED AS WRITTEN
By Peter A. Kreckel, BSPharm

Canoes and Aircraft 
Carriers: Staying Afl oat

A
fter a long winter in Central 
Pennsylvania, spring and early 
summer have arrived in full 
bloom and my thoughts turn 
to one of Denise and my favor-

ite activities, canoeing the beautiful waters of 
our area. Even my e-mail address confi rms my 
passions. Pharmcanoe@aol.com has been my 
e-mail since I fi rst signed on back in the 1990s. 
Some things never change: my home address, 
my spouse and my e-mail address!  Like those 
constants, my employment situation is con-
sistent too. I’ve worked for independent phar-
macists for my entire career, less six months.

Let’s be realistic, independent pharmacists 
are tough competition. Th ey provide amazing 
services, outstanding patient care, and can 
navigate the troubled waters as nimble as a 
canoe. Th e big three chains, however, are air-
craft carriers. Th ese chains are massive and 
hulking, slow to move, but stable in the trou-
bled waters. Like an aircraft carrier they have a 
lot of stuff  going on, and many parts that need 
resources for the entire ship to function. Like 
an aircraft carrier, chains require lots of over-
head and lots of management, which requires a 
lot of resources. Th ese chains are so top-heavy 
in management they need to be equally cau-
tious about the contracts they sign because 
of the sheer amount of profi t needed to pay 
executives, district managers, and pharma-
cists to work in less-than-optimal conditions.

When patients come to a local indepen-
dent, they often pick up their prescription 
within 15 minutes. Most chains today are 
pushing patients to return the next day. Most 
independents have same day and often free 
delivery service. Th ey—like our canoeists—
can adapt quickly to market conditions, and 
take care of the patients. Chains can’t possi-
bly compete with these services and person-
alized touch. Preferred networks are the tool 
most often used to drive out the competition 

or to swamp the canoe. Th ey can’t possibly 
compete based on service and patient care, 
so the best they can do is keeping people out 
of the competition with preferred networks.

One of the big chains is down 20% year-to-
date after the recently announced Q2/2019 
results. Th ey’re starting to feel on a more 
massive level the pain that the indepen-
dents feel every day. Th eir aircraft carrier is 
taking on water. 

Another major chain had stock trading 
nearly $50.00 per share in the late 1990s. When 
the stock plummeted to $10.00 a share, I was 
in!  I bought 100 shares of this chain’s stock 
for $10.00 a share. Today a share of that stock 
is worth 54 cents! When aircraft carriers take 
on water and start to sink, it takes a mas-
sive eff ort to pump out the water and get the 
ship on course. Th is chain has been pump-
ing water for more than 22 years, and their 
stock is still sinking. When the canoe takes 
on water, you bail the water out, get back in 
and start paddling. 

Whether we are in a nimble canoe, or on 
a massive aircraft carrier, keeping our water-
craft afl oat seems to be the focus today. Not 
a lot of pharmacies, whether independent 
or chain are focused on moving through the 
water, as much as on staying afl oat. Pharmacy 
benefi t managers with their absurd payment 
formulas and preferred networks are the gale 
force winds that are making it nearly impossi-
ble to navigate the waters of healthcare. Both 
chains and independents can sink given the 
magnitude of the storm. 

Whether pharmacies are owned by a mas-
sive chain or are a single store entity, a phar-
macist is the one whose livelihood is impacted. 
We as brothers and sisters of pharmacy need 
to unite and look out for each other. If the 
PBMs are not soon brought under control, we 
will all be donning our life jackets, and hop-
ing that the sharks aren’t too bloodthirsty. 

Peter Kreckel works in 

an independent pharmacy 

in Pennsylvania. 

You can reach him at 

editors@drugtopics.com.

“Whether we 

are in a nimble 

canoe, or on a 

massive aircraft 

carrier, keeping 

our watercraft 

afl oat seems 

to be the focus 

today.”
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SHOWCASE
PRODUCTS & SERVICES

T 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!  

T GENERIC DISTRIBUTOR

CONNECT 

Joanna Shippoli
RECRUITMENT MARKETING ADVISOR

(800) 225-4569, ext. 2615 t joanna.shippoli@ubm.com

and career professionals

Post a job today

www.modernmedicine.com/physician-careers

Reach highly-targeted, market-speci⇒ c 
business professionals, 

industry experts and prospects by 
placing your ad here!

MARKETPLACE 

CAN WORK 

FOR YOU!

http://www.buy-sellapharmacy.com
mailto:joanna.shippoli@ubm.com
http://www.modernmedicine.com/physician-careers
https://auburngenerics.com/
https://auburngenerics.com/
https://genericbid.com/
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T BUY-SELL-BROKER

CREATE FUTURE VALUE.
Call today for a free  
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Daniel J. Lannon, RPh, Broker 
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Call 888.808.4RPH (4774)
Text 651.769.4932

�(�$' dan@pharmacycbs.com

Web pharmacycbs.com

EXPERTISE
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ADDED VALUE
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FREE CONSULTATION
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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 find 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

mailto:dan@pharmacycbs.com
http://www.wrightsmedia.com
https://www.pharmacycbs.com/
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T BROKERS

MARKETPLACE CAN WORK FOR YOU!
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http://www.rxbrokerage.com/
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