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Working with the CPhA to
Secure the Future of
Independent Pharmacy.
To help you maintain and grow your business,
Health Mart delivers a complete solution driven by
three principles of successful retailing:
1. Attract New Customers
with national and regional advertising, public
relations campaigns, distinctive consumer-preferred
branding and décor, and local marketing tools.
2. Maximize the Value of Existing Customers
with innovative in-store and clinical programs to
help you generate new revenue streams and provide
better care for your patients.
3. Enhance Business Efﬁciency
with solutions to ensure you receive your
reimbursement dollars and competitive pricing on
generics plus an integrated technology portfolio
to help increase back-end efﬁciency.

Health Mart ranked “Highest in
Customer Satisfaction Among Chain
Drug Store Pharmacies in a Tie” in the J.D.
Power and Associates 2011 National
Pharmacy StudySM

Health Mart pharmacies received the highest numerical score in a tie among chain drug store pharmacies in the proprietary J.D. Power and Associates
2011 National Pharmacy Study.SM Study based on 12,360 total responses, and measures 7 chain drug store pharmacies. Proprietary study results are
based on experiences and perceptions of consumers surveyed June–July 2011. Your experiences may vary. Visit jdpower.com.
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Independent Business Solutions

Your passion for Independent
Pharmacy, our passion for you…

A perfect partnership
Independent pharmacy practice and ownership is a tremendously
rewarding experience, both personally and professionally. To be successful,
you need an industry-leading partner you can count on — one who
understands your business, your brand and the challenges you face.
Cardinal Health can be that partner! Our goal is to help you become
more successful and be the brand you want to be.
For more information, contact:
Northern California Distribution Center
Dave Ellis
Pacific North Region, Director of Sales
3238 Dwight Road
Elk Grove, CA 95758
Office: 916.394.3136
Cell: 916.216.4660
Fax: 916.394.3093

Southern California Distribution Center
Andy Grant
Pacific South Region, Director of Sales
27680 Avenue Mentry
Valencia, CA 91355
Office: 661.295.6115
Cell: 916.224.0097
Fax: 661.294.8292

© 2011 Cardinal Health. All rights reserved. CARDINAL HEALTH, the Cardinal Health LOGO, and Essential to care are trademarks or
registered trademarks of Cardinal Health. All other marks are the property of their respective owners. Lit. No. 1RI8109 (11/2011)

cardinalhealth.com

Janet Balbutin, Pharm. D.
Owner
Drug Therapy Systems, Inc.
Chico Pharmacy
Chico Medical Supply
Paradise Drug
Chico, CA
DMEPOS

I’m an EP!

W

ith two pharmacies and a full-service medical
supply company to run, achieving Exemplary
Provider™ (EP) accredited status seemed out of
the realm of possibilities when Janet Balbutin ﬁrst looked
into DMEPOS accreditation.
All that changed once this enterprising pharmacist
turned small business owner and industry consultant
realized that The Compliance Team’s measured continuous improvement programs represent the best value
among the CMS “deemed” accreditation organizations.
“The Compliance Team really worked with my staff.
They provided mentoring and support instead of ‘marks’

on a piece of paper. It became readily apparent that they
cared about our small business, and wanted us to succeed.”
That’s all true. Whether it’s our Exemplary Provider™
accreditation for Infusion, Specialty, LTC or DMEPOS
pharmacy, The Compliance Team offers product-line and
service-speciﬁc 3-year programs that feature expert advisor
mentoring, customizable manuals, self-assessment
checklists, corporate compliance/anti-fraud plans, and access
to electronic outcomes benchmarking to help you succeed.
Please visit us at www.TheComplianceTeam.org or
call us at 215.654.9110 to learn more about our industryleading Medicare approved programs.
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ORGANIZATION

VOLUME LVIX NO. 1 WINTER 2012

2012
California
Pharmacist Journal
WINTER

California Pharmacist (SSN 07390 4 8 3) i s p u b li s h e d q u a r t e r l y
on or about February 1, May 1,
August 1 and November 1 by the
California Pharmacists Association,
4030 Lennane Drive, Sacramento,
CA 95834. California Pharmacist is
distributed as a regular membership
service, paid for through allocation of
membership dues. Subscription rate is
$80 per year domestic; single copies
are $20. The international rate is $100
per year; $30 per copy. Periodicals
postage paid at Sacramento, California
and at additional mailing offices.
Postmaster: send address changes to
California Pharmacist, 4030 Lennane
Drive, Sacramento, CA 95834.
Publisher assumes no responsibility
for unsolicited material. Manuscripts,
artwork, and photographs must
be accompanied by stamped, selfaddressed envelopes, if return is
desired. Letters to the editor are
encouraged; publisher reserves the
right to edit and publish, in whole
or in part, all letters received. Byline
articles express the opinions of the
authors and do not necessarily reflect
the view or policies of the California
Pharmacists Association. Nothing in
this publication may be reproduced in
any manner, either in whole or in part,
without specific written permission of
the publisher.
California Pharmacist, the official
p u blic at io n o f t h e C ali fo r nia
Phar macis t s A ss o ciat io n, is a
professional journal devoted to
informing pharmacists and enabling
them to better serve the health and
welfare of their patients.

2012
California Pharmacists Association
4030 Lennane Drive
Sacramento, CA 95834
Phone (916) 779-1400
Fax (916) 779-1401
http://www.cpha.com
ISSN# 0739-0483

16

DEPARTMENTS
6 From the Editor
8 From the President
42 University News

CLINICAL KNOWLEDGE,
RESEARCH & THERAPEUTICS
Clinical knowledge and expertise
pharmacists need to provide the
services and outcomes that their
customers desire.

CLINICAL PRACTICE CAPSULE

11 Introduction to Quality Assurance
By Lee Meyer, PharmD, CGP, FASCP

36 A Controlled Trial of Sildenafil in
Advanced Idiopathic Pulmonary Fibrosis
By Judy Mai and Mei Win

12 Are the Stars Aligning?
Understanding CMS’ Quality Ratings
Program, the Pharmacy Quality Alliance
and the Opportunities for Community
Pharmacy Practice
By Laura Cranston, RPh

32 Pharmacists: Champions in the Fight
against Medication Errors
By Michael J. Negrete, PharmD

EVIDENCE-BASED
MEDICINE REVIEW

FEATURE
44 On the Lighter Side of Pharmacy
Pharmacojerkic Drugs – An Urgent Need
By Barry Pascal, PharmD

16 Medicare Quality Star Ratings:
Focus on Pharmacy
By Kristin Gericke, PharmD, FCSHP
21 Organizations Involved with
Pharmacy Quality
By Zainab Shahpurwala, BPharm and
Donna West, RPh, PhD
26 Medication Management –
Role of Enforcement and Regulatory
Requirements in Driving Quality
By Loriann DeMartini, PharmD

26

www.cpha.com | WINTER 2012 | CALIFORNIA PHARMACIST

5

From The Editor

A

s I ﬁnished out my ﬁrst year on the job as your CEO
for the California Pharmacists Association, I have
been asked a number of questions such as, ‘What
has been the most surprising part of the job?’, or, ‘What
aspects of the position have you found most interesting?’ As
I’ve thought about the responses to those questions, I think
the answer to those questions could all be summed up in
one sentiment – striking balance.
Coming into this position it was clear that the pharmacy
profession is at a crossroads. On one hand there are everdiminishing margins on the product side of practice with
the cost of goods profit and dispensing fees being continually ratcheted down. On the other hand, we are at a place
in the practice of pharmacy where tremendous ground is
being tilled for recognizing pharmacists as providers and
proving that pharmacists can, and should, get paid more for
their training and professional judgment than their ability to
only safely dispense medication. It is striking that balance,
between ensuring we have our member’s backs with the
former, while preserving the necessary energy and resources
to advance the latter.
As we sit in the beginning throws of yet another legal battle over Medi-Cal cuts to pharmacy, it is that balance which
is in the forefront of my mind. We must step up and ardently
advocate to preserve our member’s ability to successfully
participate in the Medi-Cal program and take whatever steps
necessary to defend that practice. Yet, I am mindful that we
need to be just as steadfast in moving our member services
and government affairs programs forward with important proposals to the current health care system that are preventing
our pharmacist members from practicing at the top of their
scope, or within the specialty pharmacy practice settings that
they create in service to their patients. In the end both are
important, one for preservation, the other for advancement.
I believe that these circumstances present a continuum
where the weight of our efforts move up and down the fulcrum as the dynamics of those circumstances dictates. Conversely, I don’t believe these situations are purely antithetical
where there is only a matter of choice whether one activity
must reign over another. In the end, through collaboration and
working effectively, I do believe that you can do both by striking the right balance.
Best,

Jon R. Roth, CAE
Chief Executive Officer
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From The President

Thank You
for the Opportunity to Serve

T

hank you for allowing me to serve you as president
of the California Pharmacists Association. It was a
pleasure and a rewarding experience to represent
pharmacists in California. As I reflect, it was a successful
year for the organization. Jon Roth, our new CEO, has done
By Kenneth Scott, RPh an extraordinary job building the necessary infrastructure to
CPhA President
support the association and he has been welcomed with open
arms by our membership.
We have been ﬁghting the MediCal 10% reimbursement cuts both
in the courts and the State Capitol,
looking for other viable cost-effective
alternatives to save the state money
and minimize ﬁnancial impact on
pharmacies.
We had a Leadership Summit in
May with pharmacy leaders from
across the state representing locals,
academies and committees. We
developed a strategic framework to
effectively manage the goals and
objectives of our organization. I visited more than 20 local associations
and met several hundred members
attending their own general membership or board meetings to share the
strategic operating priorities matrix
and discuss the role of local associations. It was exciting to speak to
local leadership and see the membership’s passion for promoting our
profession and have pharmacists
recognized as providers of care by
the state and CMS. Our local associations were supportive of enhancing grassroots advocacy efforts to
push the legislative agenda. I better
understand the issues many local
associations face as we work in collaboration to promote expansion of
8

our membership.
A new director of government
affairs was hired and is working
with the Legislative Committee and
local leaders to develop a legislative
agenda, whereby CPhA will be more
proactive and better positioned to
inﬂuence legislative change – rather
than being reactive. Tools have been
developed to help local associations
promote CPhA’ s agenda to local,
state and federal legislators. Director of Membership Matt Overton has
worked extremely hard establishing
a speakers bureau, providing training
and development programs for local
ofﬁcers, developing tool kits for organizing and sponsoring events, improving dues collection and providing
improved member reports. A student
mentorship program was established
where students can connect with a
pharmacist mentor through the CPhA
website. This helps students network
with pharmacy leaders and gain a
better understanding of various practice settings.
We contracted with a research ﬁrm
to conduct a statewide survey and
hosted several focus groups to help
us better understand what pharmacists value in an association. The data
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has helped us identify the wants and
desires of our membership and will allow better-informed decisions on how
to improve our value proposition.
We successfully established the
Pharmacist Resource Program, which
provides unbiased outside conﬁdential consultation without fear of
reprisal for members who encounter
issues that require mediation or
problem resolution.
We had several successful and
well-attended events, including Outlook 2011, Celebrate Pharmacy, Long
Term Care Weekend, Compounders
Day and Leadership Weekend.
CPhA continued to support and
partner with schools of pharmacy.
The student pharmacists have been
integral to the success of many of
our local associations and social
events. The schools held CPhA
and legislative days, which were
very successful.
We worked extremely hard to
improve our communication with
the CEO Message, CPhA Pharmacy
Flash and CPhA Rx Alert. These were
developed to keep membership
informed and up-to-date on issues
affecting the profession.
We collaborated with organiza-

tions and professional associations at state and national levels to
promote the profession. We brought
various groups together from other
professions, organizations, associations, different practice settings and
governing bodies to navigate the
ever-changing landscape of healthcare and pharmacists’ role in the

new Affordable Care Act – and as we
strive to have pharmacists recognized as providers and thus able to
bill for services rendered.
This year has been one of the
most fulfilling of my career and I
thank the CPhA membership for
the opportunity to serve. Thanks
to Jon Roth for his leadership and

dedication, to the CPhA staff for
its hard work, support and tireless
commitment, and most importantly,
to members who served on committees and actively participated in
our academies – thanks for your
support and the sacrifices you made
to serve our organization and the
profession.

The “Power of One”
By Kenneth Scott, RPh
CPhA President
With new technologies, increased
use of paraprofessionals and impending reforms in the delivery of healthcare, signiﬁcant change in pharmacy
is eminent. The impact of change
on the profession will depend on
how the profession responds. In the
past, compared to other professions,
pharmacy has not been as united,
organized or aggressive in staking
claims within the healthcare delivery
system.
The time is now for pharmacy and
its various associations/organizations
to come together and ﬁnd common
ground to create future opportunities for pharmacists that are being
offered in the Affordable Care Act
or other healthcare reform bills. This
requires that pharmacists be recognized as providers by CMS. This is
an issue we’ve discussed for years,
but made little progress. However,
this is probably the biggest issue the
profession will face, and failure to be
recognized as providers may lead to
its demise.
I was impressed by a pharmacist
in Arizona who started a petition on
www.change.org and secured more
than 12,000 nationwide pharmacist
signatures to encourage CMS to
recognize pharmacists as providers.
This represents how the “Power of
One” can have a signiﬁcant impact to
inﬂuence change.
Many societal changes across the
country and around the globe occur

when individuals join forces to make
a statement in protest or organize
themselves to make extraordinary
and even revolutionary changes in
their lives. It was individuals who
once believed they couldn’t make a
difference, but soon realized if they
organized their passions and energies around a cause, great things
could happen that they never thought
they’d see in their lifetime. These
changes directly relate to people embodying the idea that individual action can bring collective, colossal
change.
This is the “Power of One.”
The “Power of One” is to do
something. Anything. One person at
a time.
Many issues facing the profession
must be collectively addressed, irrespective of the practice settings in
which we work – including shrinking
margins, PBMs, poor reimbursement
and onerous requirements for audits,
reduction in Medi-Cal reimbursement, loss of jobs, increase in the
number of schools of pharmacy, a
decrease in independent pharmacies, poor working conditions, lack
of job satisfaction, increased use of
mail order and an increase in use of
technology to perform distributive
services.
The “Power of One” can be
insurmountable if it is organized and
unified. We must challenge ourselves to get involved and engaged

as individuals leveraging the “Power
of One.”
CPhA can become the vehicle and
voice for the “Power of One” as we
organize to campaign for pharmacists
to be recognized as care providers. This is a critical movement for
pharmacists in California and across
the nation.
The “Power of One” requires
minimal effort, but would have
significant impact. We could double
our membership and annual revenue
if each member encouraged one
pharmacist to join CPhA. We could
increase our capacity to support the
organization if each member volunteered two or three hours – the
equivalent of nearly six additional
staff members – to support CPhA.
We could become a bigger voice in
Sacramento if each member wrote
a letter or visited their local, state
and national legislators advocating
for pharmacists.
We can’t underestimate the
power of the individual – the “Power
of One.” It only takes one person to
make a difference, to get involved,
to get engaged and passionate about
communicating and initiating change.
We have tremendous potential with
new opportunities being offered to
pharmacists. We must take advantage, and each and every one of us
as pharmacists should do something,
anything to support CPhA.
It’s the “Power of One.”
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As a pharmacist, you
know your professional
liability coverage
is one of your most
important protections.
With its definition of pharmacy services, CPhA’s program
allows you to practice your profession without having to
worry about where your insurer stands.
For example, flu season presents pharmacists with an opportunity to generate
additional revenues. Pharmacists who have taken the requisite training and have a
physician willing to sign their immunization protocol, are able to provide this service
to their patients.

SPONSORED BY:

UNDERWRITTEN BY:

Some physicians are reluctant to sign the protocol unless the pharmacist provides
coverage to the physician for potential errors or omissions associated with the
injection performed by the pharmacist. Physician professional liability policies
generally do not provide this coverage for physicians.
Members insured in the CPhA program can provide assurance to signing physicians
that they are covered for the vicarious liability that may be attributed to them.
Fireman’s Fund®, the CPhA-sponsored program insurer, enhanced its policy for
members a long time ago by defining Pharmacy Services as the art, practice or
profession of preparing, preserving, compounding, dispensing, administering and
consulting upon medicines, medical drugs, supplies, equipment or devices used in
the treatment of medical disorders and maladies rendered by the insured in the
capacity of a pharmacy or pharmacist. This clear definition allows you to practice
your profession with a focus on your patients.

ADMINISTERED BY:

56346 (1/12)
©Seabury & Smith Insurance
Program Management 2012

CA Ins. Lic. #0633005
AR Ins. Lic. #245544
These descriptions of coverage are abbreviated and are subject to the terms, conditions and
exclusions of the actual policy, which forms the contract between the insured and the insurance
company. Available coverages, credits and options may vary by state.

d/b/a in CA Seabury & Smith Insurance
Program Management

777 S. Figueroa St., Los Angeles, CA 90017
888-926-CPhA
CPhA.Insurance@marsh.com
www.MarshAfﬁnity.com

Scan to learn more!

For more information or a quote, please call a Marsh
Client Service Representative at 888-926-CPhA, or email
CPhA.Insurance@marsh.com

Quality Assurance

Introduction to

Quality Assurance
By Lee Meyer, PharmD, CGP, FASCP

Introduction

W

e all hear slogans and claims of “quality” in advertisements
for all sorts of products and services. “It’s quality that counts”
and “Quality goes in before the name goes on” are slogans not
unfamiliar to us. Some companies, including pharmacies, even include the
term “quality” in the name of their businesses. As consumers of goods and
services, we look for quality in much of what we buy, and we have our own
personal definitions of “quality” that we apply to products and services. We
are looking for value.

In this edition of the California
Pharmacist, the focus is on quality in the practice of pharmacy. So
what really is “quality” in pharmacy
practice? Who determines what it is,
how it is measured, and other than
the patient, physician and pharmacist, who is interested? Doesn’t it all
boil down to safety? As with many
of the products and services we buy,
will we know it when we see it? As
you read the articles in this issue of
California Pharmacist, the concept of
quality, as it relates to today’s practice of pharmacy, will be made clear
by the authors.

What’s in it for us? That may be
what Detroit said in the 1970s about
Deming’s methods of adding quality
to the auto manufacturing process
in Japan. The ﬁrst challenge faced
by U.S. auto manufacturers was to
build a consistent product that lasted
and worked as expected. The next
step was to improve the driving
experience by increasing safety and
passenger comfort.
Quality in the process of dispensing
is one aspect of the medication use
process, but this is not the end point
determinant of quality in pharmacy.
Rather, the end point is the success

Today’s pharmacists are actively involved
in the medication use process beyond
the dispensing step assuring appropriate
prescribing, proper utilization, proper
administration and proper monitoring for
successful outcomes.

of the patient – the end user. Quality
in pharmacy becomes quality pharmaceutical care. Therein lies what’s in it
for all of us. Today’s pharmacists are
actively involved in the medication use
process beyond the dispensing step
assuring appropriate prescribing, proper utilization, proper administration and
proper monitoring for successful outcomes. Measuring the results of those
outcomes impacted by the pharmacist
can prove the value of the pharmacist
in driving quality care.
The call for quality from the various
directions you will read about here
could well be viewed as a call for
the emerging role of the pharmacist
as a drug therapy expert and drug
therapy manager.
About the Author
Lee Meyer, PharmD, CGP, FASCP
is Director of Pharmacy Services for
Golden Clinical Services (a division
of Golden LivingCenters), a national
nursing company operating over
350 skilled nursing facilities in the
United States.
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Quality Assurance

Are the Stars Aligning?
Understanding CMS’ Quality Ratings Program, the
Pharmacy Quality Alliance and the Opportunities
for Community Pharmacy Practice
By Laura Cranston, RPh

Background

January 1, 2006. This is the historic
date that marked the beginning of the
Medicare Prescription Drug Program,
or Medicare Part D. It was on that day,
that the single largest change was
made to the Medicare program since
it was created in 1965. Seniors were
given the opportunity to enroll in a
prescription drug program that would
be overseen by the Centers for Medicare and Medicaid Services (CMS) but

12

delivered through a variety of privatesector health plans and prescription
drug plans.
The CMS Administrator at that
time was Dr. Mark McClellan, and
he emphatically stated on numerous
occasions that the government was
not merely interested in paying for
more medications, but was interested
in paying for greater value. To assess value, CMS would need to ﬁnd
ways to measure quality in addition
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to measuring costs of medications,
but there was no entity in place to
identify measures of medicationuse quality.

How does CMS measure
the quality of medication
use in health plans
participating in the
Medicare Program?
There are multiple components
to CMS’ evaluation of medication-

number of plans receive a 5-star
rating from CMS, with most plans
receiving 3.5 stars.

So why do we need to
understand the Star
Ratings Program?

related quality across Medicare
Parts C and D. CMS creates “plan
ratings” that indicate the quality of
Medicare plans on a scale of 1 to 5
stars. This is where the term “Star
Ratings” comes into play. The stars
are determined through numerous
performance measures. In general,
the stars are awarded “on the curve”
so that the plans are judged relative
to each other rather than against
a fixed benchmark. Only a small

Medicare Advantage plans that
include drug beneﬁts (MAPDs) are
subject to performance measures
for Parts C and D. Medicare Part D
stars are applicable to MAPDs and
stand-alone PDPs. Medication-safety
and adherence measures are part of
how these MAPD plans and PDP plans
are rated.
As a practicing pharmacist, when
one thinks of “medication use quality,” it should be viewed more broadly
than simply thinking of it as no or low
error rates, or the provision of the correct medication to the correct patient
with necessary counseling. Instead,
as practicing pharmacists, one should
think of quality as medication compliance adherence rates, appropriate
dosing regimens for chronic medications, and assurance of avoidance
of high-risk drug-drug interactions.
These are examples of quality that
CMS measures within the various
health plans that provide the Medicare drug beneﬁt. However, health
plans cannot improve upon these
metrics without involving directly
their networks of community retail
pharmacies. Community pharmacists have the opportunity to
provide a vital link to the Medicare
patients served by hundreds of
health plans, and help improve the
“quality” of their patients’ medication use.
Starting in 2012, CMS is implementing a demonstration project
for Medicare Advantage plans that
awards “quality-based payments”
(QBPs) to plans that are based on
plan star ratings. The amount of
QBP is determined by the star rating
wherein higher stars equate to higher
payments to the plans. For example,
3-star plans will receive a 3 percent
QBP, 4-star plans receive a 4 percent
QBP, and 5-star plans receive a 5 percent QBP. Assuming that the base
payments for Medicare Advantage

plans will not increase in future years,
the QBPs will likely increase proﬁtability for those plans. Plans must receive
at least 3 stars to be eligible for QBPs.
Health plans and their community
pharmacy networks should begin
now to deﬁne new ways to partner to
improve their star ratings in order to
encourage meaningful improvements
in a patient’s medication regimen and
overall care.

Who is the Pharmacy
Quality Alliance
(PQA) and what is
their role developing
medication metrics?
It was Dr. Mark McClellan’s vision
during his tenure as the CMS Administrator that measured medication use
quality for Part D that would be developed through a public-private partnership. Dr. McClellan wanted all stakeholders to participate in the selection
process of what the medication use
quality metrics should be including:
health plans, PBMs, pharmacies, patient advocacy groups and practitionerbased organizations. Several months
after the drug beneﬁt program took
effect, a consensus-based entity was
established and named the Pharmacy
Quality Alliance (PQA).
Today, PQA is heading into its sixth
year as a multi-stakeholder health care
alliance, with its mission to:
Improve the quality of medication use across health care settings
through a collaborative process
in which key stakeholders agree
on a strategy for measuring and
reporting performance information
related to medications.
PQA has focused its attention on
developing medication-use quality
measures that can be important to
multiple stakeholders (e.g., pharmacies, health plans, consumers,
employers and government agencies). Many of the PQA-endorsed
measures of quality can be derived
from prescription ﬁll data or pharmacy claims. Thus, quality can be
assessed by pharmacies, pharmacy
beneﬁt managers, health plans and
CMS using data that are available to
all of these organizations. This allows
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As CMS pushes for greater
transparency in quality for Medicare and
Medicaid plans, and as the ﬁnancial
stakes for these plans grow larger, it
is expected that health plans will take
action to improve their quality scores.
the creation of benchmarks for each
type of organization so that pharmacies and plans can compare their
performance to that of their peers.
It encourages assessment of how
improvements made in pharmacy
quality may translate into improvements of value for all health plans or
for Medicare and Medicaid programs.

Examples of PQAendorsed measures
Medication Adherence
The consistent, and sustained,
use of chronic medications by
patients is important to controlling chronic disease and optimizing
outcomes; however, many patients
do not maintain high-levels of adherence to their medication regimen.
PQA has endorsed the Proportion of
Days Covered (PDC) metric as the
preferred method for using prescription fill data to estimate patients’
adherence to medications. For most
classes of medications, a patient is
considered adherent if the patient’s
PDC is greater than 80%. The PDC
rate for a pharmacy or plan is reported as the percentage of patients on
a targeted class of medication who
maintain high-levels of adherence.
Appropriate Treatment of HighBlood Pressure in Patients with
Diabetes
Clinical guidelines indicate that
the preferred agents for management of hypertension in patients
with diabetes should be angiotensin converting enzyme inhibitors
(ACEIs) or angiotensin receptor blockers (ARBs). This quality
measure identifies patients who are
using a diabetes medication and
14

antihypertensive medication, and
determines the percentage of these
patients that are using an ACEI
or ARB.
High-Risk Medications in the
Elderly
This measure was based on the
Beer’s list of medications that examines elderly patients at high-risk of
an adverse event. It is analogous to
a quality measure used by National
Committee for Quality Assurance
(NCQA) to evaluate medication
safety in health plans. The most
recent edition of the Beer’s list was
published in 2003 and contained 48
drugs or drug classes that should be
avoided in elderly patients regardless of medical condition. The
American Geriatrics Society (AGS) is
about to launch an initiative to re-examine this list and assess the most
appropriate way to measure the safe
use of medications in older adults.
PQA and NCQA will consider the
recommendations of AGS in future
updates of the quality measures.
Drug-Drug Interactions
PQA has identified a short list of
drug-drug interactions (DDIs) that
place the patient at high-risk of an
adverse event and where there may
be safer alternatives for the patient.
Out of the thousands of potential
drug-drug combinations that may
interact, PQA selected 14 “target
drugs” or “drug classes” for inclusion in the quality measure. The
quality measure assesses the percentage of patients on one of the 14
target drugs who receive a concurrent drug that is likely to precipitate
a high-severity drug interaction.
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How are these measures
being used by CMS today,
and how will they be used
in 2012?
Several PQA measures have been
adopted by CMS and other organizations. CMS evaluates the performance
of Medicare Part D plans and publishes its plan ratings (more commonly
known as “star ratings” on a scale of
1 to 5 stars. The stars are based on
a set of 17 performance measures
including two from PQA. The PQA
measures included in the 2011 star
ratings program are high-risk medications in the elderly and appropriate
treatment of high-blood pressure in
patients with diabetes.
Two important changes will occur
with the Medicare Part D quality
measures for 2012. The 2012 star
ratings for Part D will include the PDC
measure of medication adherence.
These ratings are released in the fall of
2011 to assist beneﬁciaries in selecting a plan for 2012. Medicare Part D
plans will have their star ratings based,
in part, on medication adherence as
well as medication safety. Medicare
beneﬁciaries are able to view the
overall star ratings, and stars for the
individual measures, for every Part D
plan. CMS is encouraging beneﬁciaries to consider these ratings in their
selection of the drug plan although
it is not clear how many people will
base their choice of plans on the star
ratings. Nonetheless, the Part D plans
will have increased transparency on
medication safety, adherence and
other aspects of quality.
Another important change is that
Medicare Advantage plans (MAPDs),
including those that provide drug
coverage, will have increased ﬁnancial
consequences from the star ratings.
The Medicare Advantage plans will
begin receiving quality bonus payments (QBPs) from CMS wherein a
portion of the plan’s revenue will be
based on the star ratings. From 2012
to 2015, a demonstration project will
be used to test the impact of the
QBPs on all Medicare Advantage
plans. The QBPs are based on a sliding scale according to the star ratings.
For example, a 3-star plan can receive

a 3 percent bonus, while a 4-star plan
receives 4 percent and a 5-star plan
receives 5 percent. Plans that score
below 3-stars are not eligible for a
bonus. Since the base payments to
MAPDs will be declining in the future,
the QBPs represent a means for plans
to retain, or increase, their revenues
from Medicare. For the largest
MAPDs, this may equate to several
hundred million dollars.

What are the implications
for community pharmacy?
When you look at the above examples, you can see that the rewards
and consequences for Medicare drug
plans are signiﬁcant. But how will that
impact community pharmacy?
As CMS pushes for greater transparency in quality for Medicare and
Medicaid plans, and as the financial
stakes for these plans grow larger,
it is expected that health plans will
take action to improve their quality scores. Plans and PBMs can
make some improvements through
adjustment of policies, but many of
the quality measures will be most
greatly impacted through the efforts of physicians and community
pharmacists to monitor patients’
utilization of medications and to help
those patients maintain good adherence to chronic regimens.
PQA is coordinating several demonstration projects that examine collaborative efforts of health plans and
pharmacists to promote appropriate
medication use. More information
on these projects will be shared in
future articles.
Health plans may use a variety of
incentives to engage their pharmacy
networks in quality improvement.
This will most likely go beyond payment for medication therapy management (MTM) services. Several
plans are considering pay-for-performance (P4P) models to reward pharmacies that score highly on quality
measures or improve their quality
scores. For example, a pharmacy
that improves adherence amongst
diabetes patients may receive a bonus for that achievement. This model has already been used by some

As a practicing pharmacist, when one
thinks of “medication use quality”, it
should be viewed more broadly than
simply thinking of it as no or low error
rates, or the provision of the correct
medication to the correct patient with
necessary counseling.
health plans to reward pharmacies
that boost generic dispensing rates.
A slightly different model would
include bonus payments to pharmacies that achieve the lowest rates of
severe drug-drug interactions. In any
P4P model, the payment is based
on results rather than payment for
providing a consultation.
We are likely to see a variety of
“carrots and sticks” - incentives and
disincentives - used by health plans
and PBMs to drive improvements in
quality related to medications. Hopefully, the focus can be on “carrots”
(rewards for quality achievements)
rather than “sticks” (e.g., removal
from a network or withholding payments from pharmacies as a result
of poor quality).
Nonetheless, there will be an increased demand for evidence of quality
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within drug plans and pharmacies, and
increased ﬁnancial accountability for
quality. PQA will work with state and
national pharmacy associations in trying
to promote appropriate use of quality
measures in evaluating and rewarding
community pharmacies. Stay tuned
to these issues since they may rapidly
evolve in the coming years.
About the Author
Laura Cranston serves as the Executive Director of the Pharmacy Quality
Alliance, Inc. (PQA, Inc.). In her role
as Executive Director, she oversees
the development of medication use
measures and works with organizations, including health plans, PBMs,
employers and others to encourage
the uptake and implementation of
meaningful medication use measures
into the marketplace.
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Quality Assurance

Medicare Quality Star Ratings:
Focus on Pharmacy
By Kristin Gericke, PharmD, FCSHP
Learning Objectives
1. Summarize the impact of Medicare star ratings for high- and low-performing health plans.
2. Provide examples of Medicare Part D quality measures used to improve patient safety and outcomes of care.
3. Describe interventions involving medication use where pharmacists can become involved in improving
quality ratings.
4. Explain the potential use of health plan pay-for performance for pharmacies.

Introduction
Over the past several years, many
attempts have been made to develop
standardized deﬁnitions of quality so
that it can be measured with some
consistency among health plans and
providers. A recognized authority on
issues of healthcare, the Institute of
Medicine (IOM) deﬁnes quality as
“the degree to which health services
for individuals and populations increase the likelihood of desired health
outcomes and are consistent with
current professional knowledge.”1 As
part of the IOM Quality of Health Care
in America project, the Committee on
Quality of Health Care in America published Crossing the Quality Chasm:
A New Health System for the 21st
Century, which proposes six aims to
improve the health care system:
Establishing Aims for the
21st-Century Health Care System
1. Safe - Avoiding preventable injuries, reducing medical errors
2. Effective - Providing services
based on scientiﬁc knowledge
(clinical guidelines)
3. Patient centered - Care that is respectful and responsive to individuals
4. Efﬁcient - Avoiding wasting time
and other resources
5. Timely - Reducing wait times,
improving the practice ﬂow
16

6. Equitable - Consistent care regardless of patient characteristics and
demographics2
For health plans, one of the highly
sought-after indicators of high quality
is accreditation from the National
Committee for Quality Assurance
(NCQA). Founded in 1990, NCQA is
a private, not-for-proﬁt organization
with a pivotal role in promoting the
importance of health care quality.
NCQA develops measurements
where data are utilized to determine if a desired health outcome
is achieved by measuring against
deﬁned standards of care. NCQA
objectively compares quality among
various health plans through the
Healthcare Effectiveness Data and
Information Set (HEDIS®). HEDIS® is
a set of standardized measures to
gauge performance in a number of
different areas of healthcare. HEDIS® measures enable purchasers
and consumers to compare health
plans based on their overall results.
HEDIS® is used by more than 90%
of health plans in the United States,
including those that participate in
Medicare and Medicaid programs.3
The programs administered by
the Centers for Medicare & Medicaid
Services (CMS) provide health care
for one in four Americans, or approximately 95 million citizens. The
Medicare program is also the largest
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purchaser of managed care in the
U.S., accounting for approximately
14 percent of the Federal Budget.4
It is therefore critical for the Medicare program to ensure high-quality
care for the millions of Americans
receiving services.

Medicare Star Ratings
Over the past few years, the Centers for Medicare & Medicaid Services (CMS) has developed a system
to compare the quality performance
of Medicare Advantage and standalone Prescription Drug Plans. CMS
contracts with NCQA to collect plan
performance data using HEDIS®
measures. CMS utilizes a subset of
these HEDIS® measures for Part C
and Part D plan ratings, including
several medication-related measures.
The overall performance rating for
MA-PDs is based on a combination
of Part C and D scores. The relative
quality of Medicare AdvantagePrescription Drug (MA-PD) and Part
D prescription drug plans (PDP) are
rated using a 5-star rating system,
with 5 stars representing the highest
quality. These star ratings are very
important to health plans for a number of reasons. Notably, CMS will
reward high-performing plans with
ﬁnancial and other incentives, and
low-performing plans could potentially be terminated from the program.5

CMS Medicare Plan Star Ratings:
* 5 Stars: Excellent performance
* 4 Stars: Above average performance
* 3 Stars: Average performance
* 2 Stars: Below average performance
* 1 Star: Poor performance
Medicare Advantage (MA) contracts
with prescription drug beneﬁts (MAPDs) are rated on up to 50 quality and
performance measures, and standalone Prescription Drug Plans (PDPs)
are rated on up to 17 measures. The
summary score provides an overall
measure of quality, and is a cumulative
indicator of the quality of care, access
to care, responsiveness, and beneﬁciary satisfaction provided by the plan.
Ratings are posted on the Medicare
website to provide beneﬁciaries with
information to help them choose
among the MA-PD and PDPs offered in
their area. Quality ratings are also used
by CMS in plan oversight and to ﬁnancially reward those with the highest
quality scores. Under a Demonstration
Project beginning in 2012 and ending
in 2014, MA plans with a star rating of
three or higher will qualify for quality
bonus payments. Starting in 2015, only
plans with a star rating of 4 or higher
will qualify for quality bonus payments.
The amount of bonus payments are
dependent upon enrollment and
other factors, and can be signiﬁcant,
resulting in $3 million to $5 million
per 10,000 beneﬁciaries for a 4.5 star
rating. In addition, plans that receive 5
stars overall will be able to market all
year to eligible beneﬁciaries.6
Medicare Part D quality star ratings are based on17 measures of
performance, including 5 measures
developed by an organization called
the Pharmacy Quality Alliance (PQA).
Established in 2006, the mission of
PQA is to improve health care quality and patient safety by measuring
performance at the pharmacy and
pharmacist levels; collecting data in
the least burdensome way; and reporting meaningful information to consumers, pharmacists, employers, health
insurance plans and other health
care decision makers to help make
informed choices, improve outcomes
and stimulate the development of new
payment models. PQA includes repre-

sentatives from a number of groups,
including pharmacy providers, health
plans, PBMs, outcomes researchers,
state and national healthcare associations and members of the pharmaceutical industry.7
Many of the Medicare Part D measures address operational and enrollment issues for drug plans, including
telephone hold times, disenrollment
rates, and beneﬁciary complaints. Two
PQA safety measures are used in the
Medicare display measures utilized to
provide information and feedback to
Part D plans but are not included in
the star ratings; these two measures
include rates for drug-drug interactions
and excessive doses of oral diabetes medications.7

Medication-Related Quality
Measures in Medicare: The
Role of Pharmacists
There are ﬁve PQA measures used
in Medicare Part D star ratings that
focus on medication adherence or
safety. These include: avoiding highrisk medications in the elderly, the
choice of hypertension medications
in patients with diabetes, and three
different ratings for improving chronic
medication adherence. In addition, a
number of Medicare Part C star ratings
also involve medication use8 where
pharmacists can have a signiﬁcant
impact in improving quality scores.

Medicare Part D Star
Rating Measures
Use of High-Risk Medications in
the Elderly
This measure assesses the percentage of Medicare members age 65
and older who received at least one
and those who received at least two
different high-risk medications.8
Americans age 65 and older are
twice as likely to experience adverse
drug events and almost seven times as
likely to be hospitalized from adverse
drug events than those under age 65.9
It is estimated that over 40% of serious, life-threatening or fatal adverse
drug events in the elderly are potentially preventable. Despite evidence that a
number of medications cause adverse
effects and should be avoided in the

elderly, a number of these agents are
still utilized.10
Pharmacists can reduce the use of
high-risk medications in the elderly by
taking an active role in recommending safer alternatives. Point of sale
messaging can assist by recommending safer alternatives. Not only will
reducing the use of these medications
improve quality of care, it will also
reduce overall health care costs in this
vulnerable population.
Diabetes Treatment Rate
This measure analyzes the percentage of Medicare beneﬁciaries, age 18 or
older, who were dispensed medications
for diabetes and for hypertension who
were receiving an angiotensin converting enzyme inhibitor (ACE-I) or angiotensin receptor blocker (ARB).8 National
guidelines recommend that pharmacologic therapy for patients with diabetes
and hypertension should be with a
regimen that includes either an ACE-I or
an ARB. If one class is not tolerated, the
other should be substituted.11
Adherence Rate
The Adherence Rate documents
the percentage of beneﬁciaries
who adhere to their prescribed drug
therapy for certain drug classes in
three therapeutic areas:
• Oral Diabetes Medications:
Biguanides, Sulfonylureas, Thiazolidinediones, and DiPeptidyl Peptidase (DPP)-IV Inhibitors.
• Antihypertensives: ACE-I and
ARBs.
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• Lipid-lowering Agents: Statins.8
Studies show that over a one-year
period, only 50-60% of patients are
adherent in taking their medications as
prescribed. Medication non-adherence
is estimated to cost $100 billion annually in the United States and account
for 10% of hospital admissions.12
Pharmacists are in a unique position
to facilitate patient adherence with
chronic medications through “pill box”
organizers, reﬁll reminders, and direct
patient education.

Medicare Part C Star
Rating Measures
Preventing Hospital Readmissions
Reducing preventable hospital
readmissions is one of the most
critical areas to monitor for quality
improvement and avoiding unnecessary costs. This measure determines
the percentage of senior plan members discharged from a hospital stay
who were readmitted to a hospital
within 30 days.8 Often caused by poor
discharge coordination and inadequate
follow-up care, almost 20% of Medi-

care patients discharged from the hospital are readmitted within 30 days.
Studies have shown that many readmissions are in patients taking six or
more medications.13 Medication reconciliation to ensure that pre- and postdischarge medication lists are consistent and clinical pharmacist phone calls
post-discharge to monitor medication
use are effective interventions that
have been found to decrease unnecessary readmissions.14

inﬂuenza in the United States to be
$87.1 billion, including $10.4 billion
in direct medical costs.15 Vaccine administration at pharmacies increases
accessibility and reduces costs. For
healthy adults aged 18--49 years
of age, preventing an episode of
inﬂuenza would cost $90 if vaccination were delivered in a pharmacy
setting, $210 in a mass vaccination
setting, and $870 during a scheduled
doctor’s ofﬁ ce visit.16

Vaccine Administration: Pneumococcal and Inﬂuenza Vaccination
The percentage of sampled Medicare enrollees who reported ever having received a pneumococcal vaccine
and the percentage of those 50 years
of age and older who received an
inﬂuenza vaccination during the most
recent ﬂu season.8
Most studies indicate that vaccination reduces health costs and
productivity losses and absenteeism associated with inﬂ uenza. One
national study estimated the annual economic burden of seasonal

Yearly Review of All Medications
and Supplements Being Taken
(Special Needs Plans only)
This rating documents the
percentage of Medicare Advantage Special Needs Plan enrollees
66 years of age and older whose
physician or clinical pharmacist has
reviewed a list of all medications
they take (prescription and nonprescription drugs, vitamins, herbal
remedies, other supplements) at
least once a year. The medication
list review must be documented in
the patient’s medical record. 8
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For 2012, to achieve 5 stars in
this measure, a plan must have
documented that over 82% of members age 66 and over have annual
reviews of all medications in the
medical record. 8 This quality measure presents a unique opportunity
for pharmacists to actively partner
with physicians and health plans to
assist them in increasing their star
ratings by providing these annual
documented medication reviews.

Pharmacy Pay for
Performance?
Pay for Performance (P4P) programs reward providers for meeting
or exceeding deﬁned benchmarks
and uses these ﬁnancial incentives
to improve the quality of health care.
A number of providers, including
hospitals, physicians, and long term
care facilities have been involved in
P4P programs, but to date pharmacy
involvement has been limited.17
As quality measures such as the
CMS star measures are impacted
more by medication-related issues,

532732_Buy.indd 1

health plans will be more inclined to
incentivize pharmacies to assist in
improving their star measure ratings.
Pharmacy claims data can be utilized
to compare individual pharmacy quality measure results against benchmarks and against other network
pharmacies. Instead of the traditional
dispensing fee payment structure,
health plans may instead utilize types
of quality bonus payments to reward
higher-performing pharmacies. For
example, pharmacies could receive
bonus payments based upon adherence rates, diabetic patients with
hypertension receiving ACE-I or ARBs,
and low rates of high-risk medication
use in elderly patients.

Summary
As health plans focus on achieving
the highest star ratings and bonus payments, they will be searching for many
different avenues to improve their
scores. As pharmacists demonstrate
their impact in improving the safety
and quality of medication utilization,
it can show health plans that ﬁnan-

cial incentives return on investment
for to pharmacies to promote quality
measures. Improving the quality of
medication utilization will be essential
for health plans striving to achieve a
4+ overall star rating. Pharmacists
and pharmacy organizations capable
of driving improvements in quality
measures will have new partnership
opportunities with managed care organizations seeking to maximize their
quality-based payments.
About the Author
Kristin Gericke, PharmD, FCSHP is currently the Director of Clinical Pharmacy
Management at CalOptima, a Medi-Cal
Managed Care Plan in Orange County
California that also administers a Medicare Advantage Special Needs Plan.
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CONTINUING EDUCATION QUIZ

Questions for “Medicare Quality Star Ratings: Focus on Pharmacy”
1.

2.

3.

4.

5.

Which of the following is NOT an aim of the IOM’s Crossing the
Quality Chasm: A New Health System for the 21st Century?
A. Safe
B. Effective
C. Patient Centered
D. Cost-Effective
E. Efficient
F. Timely
G. Equitable
The National Committee for Quality Assurance (NCQA) developed the
Healthcare Effectiveness Data Information Set (HEDIS) which is used
by more than 90% of US health plans. The HEDIS measures are used:
A. By purchasers to compare health plans on a number of quality measures
B. By consumers to measure health plans on a number of quality measures
C. By purchasers to compare health plans on cost
D. By consumers to compare health plans on cost
E. A & B
F. B & C
The Centers for Medicare and Medicaid Services’ (CMS) Five Star
Ratings:
A. Are a subset of the HEDIS measures
B. Are used to evaluate Medicare Advantage (Part C) plans
C. Are used to evaluate Medicare Prescription Drug (Part D) plans
D. a, b, and c
Medicare Five Star Ratings can result in rewards for high
performing plans and termination from the programs for lowest
performing plans
A. True
B. False
Ratings of Medicare Advantage Plans that also have a prescription
drug beneﬁt (MA-PD) are available on the Medicare website and
can be used by beneﬁciaries to help compare plans based on quality
measures.
A. True
B. False

6.

Part D plans are rated on a combination of 17 measures including 5
developed by the Pharmacy Quality Alliance (PQA) that focus on
A. patient safety
B. Drug cost
C. Therapeutic interchange
D. Cost and quality
7. The 5 PQA-developed measures include
A. avoidance of high-risk drugs in the elderly
B. choice of antihypertensive drugs in the diabetics
C. adherence rates for diabetes, antihypertensive and
lipid-lowering medications
D. appropriate use of antibiotics
E. a,b, & c
F. b,c & d
8. Pharmacists may contribute to the star ratings earned by Medicare
Advantage (Part C) plans through which of the following?
A. Medication reconciliation at time of hospital discharge to reduce readmission rates
B. Pharmacy-based Influenza and pneumococcal vaccinations
C. Annual comprehensive medication regimen reviews
D. All of the above
9. Quality measures such as the CMS 5-star ratings, HEDIS measures
can result in payment incentives and/or payment penalties for Medicare Advantage Plans
A. True
B. False
10. Quality measures such as the CMS 5-star ratings, HEDIS measures
can result in payment incentives and/or payment penalties for pharmacies and pharmacists.
A. True
B. False
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Quality Assurance

Organizations Involved
with Pharmacy Quality
By Zainab Shahpurwala, BPharm and Donna West, RPh, PhD
Introduction
Quality may be deﬁned as a level
of excellence, superiority in kind or a
property or attribute that differentiates
one from another.1 The term quality
is used in a wide range of contexts,
including the ﬁelds of business, health
care, and education. Quality health
care can be broadly deﬁned as the
extent to which patients get the care
they need in a manner that most
effectively protects or restores their
health.2 This may include the receipt
of effective medical treatment, having timely access to care, and/or the
receipt of appropriate preventive care.
The United States (U.S.) health
care system spends more per capita
on health care than any other country

in the world; and yet, the quality of
care often does not meet expected
evidence-based guidelines.3 A number
of studies have reported instances of
provision of substandard health care,
including patients receiving potentially
inappropriate medications, patients
not receiving appropriate treatment,
and patients being non-adherent to
their medications.4, 5, 6, 7 Such ﬁndings
have captured the attention of various stakeholders involved in the U.S.
health care system and have resulted
in the emergence of various quality
improvement and patient safety initiatives. During the past several years,
various organizations have developed
and used quality measures to help
determine the quality of care provided.

Other organizations have focused on
quality improvement interventions
and how to encourage providers to
improve quality of care.3
Given the widespread use of medications and their cost, safety, and effectiveness issues, there is increased
emphasis on improving the quality of
medication use in the U.S. Organizations are interested in accreditation,
pay-for-performance, policy-making,
report cards, and other strategies
with the intent of improving pharmacist care and medication use in this
country. Accreditation organizations,
state boards of pharmacy, government
agencies, and private organizations are
all interested in improving medication
use. This article provides an overview
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of some of the major players involved
in pharmacy quality initiatives.

Public/Private
Organizations
Pharmacy Quality Alliance (PQA)
The collaborative, known as the
Pharmacy Quality Alliance (PQA), is
a membership-based, quality alliance
focused on pharmacy quality. The
PQA’s members include many different organizations such as government
agencies, pharmaceutical companies, health plans, national pharmacy
organizations, and pharmacies. The
PQA is at the forefront in the arena of
pharmacy quality measurement. They
are focusing on measuring pharmacy
quality related to medication safety,
appropriate medication use, pharmacy
cost, and medication adherence.
The PQA, working with the
National Committee for Quality Assurance (NCQA), have developed
several pharmacy measures, including appropriate dosing for diabetes
drugs, appropriate medication use

in the elderly, gaps in therapy for
cardiovascular drugs, medication
therapy management (MTM) delivery,
and patient satisfaction. A complete
list of measures can be found at
http://www.pqaalliance.org. Pharmacy claims databases are used to
calculate most of the measures. The
measures are at the pharmacy level
and not the pharmacist level. 8 The
measures are also submitted to the
National Quality Forum (NQF) to be
publicly vetted and endorsed. The
NQF is a public-private partnership
focused on developing a common
approach to measuring health care
quality and fostering system-wide
quality improvement. 3
The PQA efforts include not only
developing measures to assess quality
and safety in pharmacy, but also testing the measures to assure standardization so the measures can be used to
compare health plans and/or pharmacies.8 These measures are intended to
indicate the quality of care provided by
a pharmacy plan (e.g., Medicare Part

D plan) or a pharmacy.8 The measures
can be used by payers or consumers
to make decisions about prescription
drug plans and pharmacies. As suboptimal performance is identiﬁed using
these measures, continuous quality
improvement programs and other
strategies can be used to improve
pharmacy quality. The PQA provides
many resources to help pharmacies
engage in quality improvement.
Institute of Medicine (IOM)
The IOM is a nonproﬁt organization
that provides unbiased, evidence-based,
and authoritative information and advice
concerning health policy to policymakers, professionals, and the public.9
The IOM deﬁnes quality as ‘the degree
to which health services for individuals
and populations increase the likelihood
of desired health outcomes and are
consistent with current professional
knowledge.’10 The IOM has released
many national quality reports including
‘To Err is Human,’ ‘Crossing the Quality
Chasm,’ and ‘Preventing Medication Er-
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rors.’ The aforementioned and additional
reports can be found on their website,
www.iom.edu.11 It is these reports that
have increased awareness of medication
errors and quality improvement strategies to reduce such errors in the U.S.
Institute for Safe Medication
Practices (ISMP)
The ISMP is the nation’s only nonproﬁt organization devoted entirely to
medication error prevention and safe
medication use.12 ISMP provides education programs and tools for hospital and
retail pharmacies to use to prevent medication errors. They provide newsletters,
continuing education programs, and
other resources to improve medication
safety.3 They also operate the Medication Errors Reporting Program (MERP),
a national voluntary reporting program
that allows healthcare professionals to
report potential or actual medication
errors. For more information about this
medication error reporting program, see
http://www.ispm.org/.

Government Agencies
Agency for Healthcare Research and
Quality (AHRQ)
The AHRQ is the lead federal organization for conducting quality research.
AHRQ provides many resources to
pharmacists about measuring quality
and implementing quality improvement
programs. Speciﬁcally, they annually publish the National Healthcare
Quality Report, which reports on 150
measures of health care quality, and
house a repository of quality measures (i.e., National Quality Measures
Clearinghouse™).3 The AHRQ has
funded research projects related to the
implementation of e-prescribing and
electronic health records, the development of measures to assess inpatient
hospital quality, and the development of
educational materials related to health
care quality. They have also developed
the Consumer Assessment of Healthcare Providers and Systems (CAHPS)
to measure patients’ perspectives of
health care quality.13 Recently, PQA has
collaborated with AHRQ to develop
a similar survey to assess consumer
perceptions of their experience with
pharmacy services.

Nearly every sector of the health
care system is now focused on
improving the quality of care being
provided by developing initiatives
related to performance measures and
reporting data.
Centers for Medicare and Medicaid
Services (CMS)
CMS has taken on the position of
being a national leader in driving quality
improvement in health care.14 Since the
implementation of Medicare Part D,
they have begun to focus on quality of
medication use. Speciﬁcally, they have
included medication initiatives in their
scope of work contracted to quality improvement organizations (QIOs). QIOs
contract with CMS to improve care for
Medicare beneﬁciaries. They develop
quality improvement programs for speciﬁc areas of interest; including avoiding
potentially inappropriate medication use,
preventing drug-drug interactions, and
improving medication safety. QIOs can
be a good source of information and
quality tools for pharmacists.
Additionally, CMS is expanding its
value-based purchasing to Medicare
Part D. They are assessing pharmacy
quality in Medicare Advantage plans
and Medicare Part D plans. Using over
50 quality measures, including PQA’s
pharmacy quality measures, they are
assessing quality and using a 5-star
rating system to indicate quality among
the plans. The star rating information
is then provided to the public to help
them decide which Medicare Advantage or Part D plan to select. Patients
can compare plans and see each
plan’s star rating on the CMS website. Furthermore, with the Medicare
Advantage plans, CMS is implementing
a pay-for performance program. Plans
that receive 3 of the 5 stars will receive
extra pay. It is likely that plans will look
to pharmacy beneﬁt managers, retail
networks and in-house pharmacies,
pharmaceutical companies, and others
to assist them in improving quality of
medication use among their beneﬁciar-

ies. More information can be found at
http://www.cms.gov.
Food and Drug Administration (FDA)
The FDA is responsible for protecting and promoting public health by
assuring the safety, effectiveness, and
security of prescription and over-thecounter medications.15 Pharmacists
and others can report safety information about speciﬁc drug products to
MedWatch, a program operated by
the FDA. MedWatch also releases
important information about the
safety of drug products through their
website and e-mail alerts. Medical
product recalls, withdrawals, and
other important labeling changes are
quickly disseminated to the pharmacy
community.16
In September 2007, Congress
passed the Food and Drug Administration Amendments Act (FDA AA)17
to provide the FDA the authority
and the resources to prevent, detect
and respond to medication safety
problems. As part of this, the FDA
can require pharmaceutical companies to establish Risk Evaluation
and Mitigation Strategies (REMS) to
manage known or potential serious
risks from certain drug products.
The strategies may vary for different
products; however, there are certain
common aspects that may be used
including: medication guides; communication plans to provide information to pharmacists and other health
care professionals about product
safety; and elements to assure safe
use (e.g., training for prescribers or
dispensers, limited distribution, or
required monitoring of patients).18
Implementation of these safety strategies often involves the pharmacist.
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Accreditation Organizations
It is important to note that there are
discussions of community pharmacy
accreditation at several of the national
pharmacy associations; yet to date,
there is no formal public proposal. Thus,
this article focuses on other accreditation organizations.

care, including ‘Asthma medication use’
and ‘Controlling high blood pressure.’
Managed care organizations are often
focused on the appropriate and safe
use of medications.20 Additionally, other
entities are adopting these HEDIS
measures to measure pharmacy quality
in their institution.

National Committee for Quality
Assurance (NCQA)
The NCQA is a private, not-for-proﬁt
organization dedicated to improving
health care quality in managed care
organizations. The NCQA seal is a
widely recognized symbol of quality. The NCQA has developed quality
standards and performance measures
which managed care organizations use
to determine the quality of care they
are providing and to identify opportunities for improvement.19 HEDIS is one of
the most recognized set of measures
developed by NCQA. It consists of
75 measures across eight domains of
care. Some of these measures directly
relate to medication use and pharmacist

The Joint Commission
The Joint Commission is an independent, not-for-proﬁt organization
that accredits and certiﬁes more than
19,000 health care organizations and
programs (e.g., hospitals, long-term care
facilities, assisted living, critical access
hospitals, lab services, and ambulatory
care networks) in the U.S. It seeks ‘to
continuously improve health care by
evaluating health care organizations
and inspiring them to excel in providing
safe and effective care of the highest
quality and value.’21 Accreditation and
certiﬁcation by the Joint Commission
is recognized across the nation as a
symbol of quality. It is reﬂective of an
organization’s commitment to meeting

24535993_Rx.indd
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certain performance standards and to
providing quality care.
The Joint Commission is involved
in developing performance measures, patient safety initiatives, medication error reporting initiatives, and
other resources and tools that health
care organizations and providers
can use to improve quality of care.
For example, the Joint Commission
provides Sentinel Event Alerts to accredited organizations. These alerts
identify speciﬁ c sentinel events,
describe their causes, and suggest
steps for organizations to take to prevent these types of events. 22 Various
health care institutions in the state
of California have a mandatory sentinel event reporting program to their
designated government agencies. 23
The Joint Commission has also
developed Medication Management
Standards related to the storage,
preparation, and dispensing of medications. Pharmacies within organizations seeking accreditation must
adhere to these standards. 24 National
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Patient Safety Goals (NPSG), which
include goals related to medication
safety, are also published every year
and can be found at http://www.
jointcommission.org.
URAC
Formerly known as the Utilization
Review Accreditation Commission,
URAC is a nonproﬁt organization
that accredits health plans, managed
care organizations, pharmacy beneﬁt
managers, and others. 25 URAC provides standards related to pharmacy
beneﬁt management and is interested
in pharmacy quality. The effects of
medication non-adherence can be farreaching and strategies for interventions are needed. URAC is involved
in the development of strategies for
adherence interventions which often
involve multi-faceted efforts of various
stakeholders. 26 Pharmacists could
potentially play a key role in ensuring
that patients take their medications
appropriately by participating in such
interventions. More information about
the URAC Pharmacy Quality Management Suite of Accreditation products can be found on their website,
www.urac.org.

State Boards of Pharmacy
State boards of pharmacy are interested in patient safety as one important
measure of quality. Some states have
passed legislation requiring all pharmacies to have a quality improvement plan
in place. Some states have also passed
regulations pertaining to medication
errors and reporting. State pharmacy
boards may also rely on accreditation
processes as part of registering certain
providers to provide care in their state.3
State boards of pharmacy have
established guidelines for pharmacies
to develop and implement continuous
quality improvement (CQI) programs in
order to prevent the recurrence of medication errors. These guidelines include
development of a reporting mechanism,
education of employees participating in
the program, cultivation of a blame-free
environment, and utilization of technology in order to minimize errors. 27
The California State Board of Pharmacy (BOP) approved a regulation to

The United States (U.S.) health care
system spends more per capita on
health care than any other country
in the world; and yet, the quality of
care often does not meet expected
evidence-based guidelines.
develop quality assurance programs to
study and evaluate prescription errors
in order to prevent the recurrence of
such errors in early 2002. The Board’s
goal for quality assurance programs is
to reduce the frequency of medication
errors through the systematic study of
these errors. Under the umbrella of this
regulation, every pharmacy in the state
of California is required to establish a
quality assurance program, which at a
minimum, documents medication errors
attributable, in whole or in part, to the
pharmacy or its personnel. The purpose
of the quality assurance program is to
assess errors that occur in the pharmacy
during dispensing or furnishing of prescription medications and to enable the
pharmacy to take appropriate actions in
order to prevent a recurrence.28 Findings
from each pharmacy’s quality assurance
program are used in order to develop
pharmacy systems and workﬂow processes designed to prevent medication
errors. Additionally, all medication errors
that are discovered are subjected to a
quality assurance review.29 In conjunction with the aforementioned regulation,
the California State BoP also sponsored
legislation in order to provide legal protections that permit the documentation
and study of medication errors without
the fear that these efforts will be used
against the pharmacies and pharmacists
in a court of law. Since the implementation of these programs by the California
State BoP, other states have begun
similar programs.30

Conclusion

article provides a glimpse of a few key
activities by some of the larger organizations focused on appropriate and safe
medication use. The reader is encouraged to visit the websites of these
various organizations to learn about the
new and latest developments in quality
improvement. Additionally, for pharmacy
activities, it is important to contact state
boards of pharmacy and pharmacy associations as they are involved in medication safety and quality improvement
initiatives, speciﬁc to pharmacy.
NOTE: Content for this article was
provided by PQA’s EPIQ Program
developed by David Holdford, Ph.D.,
Associate Professor, Department of
Pharmacy, Virginia Commonwealth
University School of Pharmacy; Donna
West-Strum, Ph.D., Chair and Associate
Professor of Pharmacy Administration,
School of Pharmacy, The University
of Mississippi; and Terri L. Warholak,
Ph.D., Assistant Professor, Department of Pharmacy Practice & Science
College of Pharmacy-Pulido Center, University of Arizona; and Laura Cranston,
R.Ph., Executive Director, Pharmacy
Quality Alliance, Inc.
About the Authors
Zainab S. Shahpurwala is currently
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administration at the University of
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Nearly every sector of the health care
system is now focused on improving the
quality of care being provided by developing initiatives related to performance
measures and reporting data. This
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Quality Assurance

Medication Management

Role of Enforcement and Regulatory Requirements in Driving Quality
By Loriann DeMartini, PharmD

Introduction
Regulations and laws inﬂuence
our health care system by creating
minimum standards for provision of
safe care and facilitating identiﬁcation, development and implementation
of processes and systems to achieve
quality care. Frequently, there is a
tendency to use the term quality care
interchangeably with safe care. These
terms are related but not interchangeable. Quality care is deﬁned by multiple
variables, such as the CMS 5-Star
ratings, whereas safe care is deﬁned
by a single variable for the prevention
of harm.
If quality care was represented
by a distribution graph or bell shaped
curve, the right side of the curve would
represent high quality care and the
left side or tail end would represent
the unsafe or low level of quality care.
Quality improvement programs and
activities are designed to drive the bell
shaped curve to the right and increase
the height. Patient safety activities are
26

aimed on lowering or truncating the
lower tail of the quality distribution.1
Quality care can only be realized
when it stands on a foundation of safe
care provided to all patients, all the
time. Merely achieving compliance
through quality care measures without
achieving safe care can be compared to
an airline company achieving 100% success of on-time arrivals but with less
than 100% safe ﬂight history.
The 1999 Institute of Medicine
report, “to Err is Human,” stipulated
that, “a basic level of safety should
be assured for all who use the health
system and a strong regulatory component is critical to accomplishing this
goal.”7 Simply put, safe care should be
achieved 100% of the time for quality
care outcomes.

Health Regulations
Health Regulations are deﬁned
as federal or state requirements,
directives, standards, or procedures,
backed by the use of penalties or other
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sanctions. The penalties are intended
speciﬁcally to modify the behavior of
state and local governments, private
industry, businesses, and individuals.
While many individuals may dislike
regulations as a general matter, when
asked about speciﬁc programs, such as
those providing for health and safety,
these individuals may respond favorably. Why? Because no one wants to
return to the days when even minor
accidents could be fatal or seriously
disﬁguring.
When people think of regulations,
they usually think of “commandand-control” regulations; where the
government decides precisely what
action regulated entities must take (e.g.
a hospital verbal order for medications
or treatments must be countersigned
within 48 hours). These types of regulations are generally associated with
providing minimum standards of safe
care.
Some regulatory requirements,
however, leave greater discretion with

the regulated entity to achieve the
desired result. For example, hospitals
are required to develop and implement
policies and procedures for the safe
and effective use of medications. The
policy development process must be
multidisciplinary which minimally includes representatives from pharmacy,
nursing, medicine and administration.
The regulation doesn’t specify what
must be in the policy and procedure,
what medications must be addressed,
what systems or process of medication
management should be addressed (e.g.
dispensing, administering, prescribing,
etc.) or for that matter what is considered “safe and effective.” The regulation forces the hospital to identify, as
an organizational body, what policies
should be in place, what medications
will be addressed and how safe care
will be delivered. The regulatory language is dynamic -- not simply allowing
for, but requiring -- development of
new policies or modiﬁcations to current
facility policies and procedures that
allow the organization to continually
adapt and address emerging medication safety vulnerabilities. This type of
regulation acknowledges the need for
ongoing identiﬁcation and development
of systems to facilitate both safe and
quality medication care.

Improved Quality Care
Over the years, regulatory programs have signiﬁ cantly improved
quality care. One of the most signiﬁ cant expansions in Federal Food
Drug Administration (FDA) occurred
with the 1962 Drug Amendments
to the Food, Drugs and Cosmetics
Act. The amendment was passed in
response to a therapeutic crisis; the
discovery that the use of thalidomide by pregnant women caused
birth deformities in thousands of
babies in Europe. As a result of
these amendments, drug companies
were required to establish that drugs
were both safe and effective prior to
market release. Prior to the amendment, the FDA only required proof
of safety. Furthermore, the FDA was
given the authority to establish good
manufacturing practices in the drug
industry and the power to access

company records to monitor these
practices. 3

Federal Omnibus
Reconciliation Act of 1987
Passage of the Federal Omnibus
Reconciliation Act of 1987 imposed
regulatory constraints on the use of antipsychotics in Skilled Nursing Facilities
(SNF). The regulations were intended
to address the overuse and unsafe use
of antipsychotics. Subsequent research
has demonstrated a reduction in the
use of antipsychotics. In one study in
16 Wisconsin nursing homes, the use
of antipsychotic drugs decreased from
24 percent to 16 percent after implementation of the antipsychotic regulations.7

Regulations Drive
Patient Safety
Hospital leaders have attributed
health care regulations as the most
important driver of progressing patient
safety.6 This perception was also
shared by participants at the 2010
University of California San Francisco
Leadership Summit attended by approximately 100 pharmacy leaders (e.g.
hospital directors, school of pharmacy
deans, etc.). When questioned by electronic polling (four available responses:
strongly agree, agree, disagree or
strongly disagree) the participants
responded to the questions in the following proportions: 65 percent agreed
or strongly agreed that “increased
regulatory scrutiny over the last 10
years has led to improved patients outcomes,” 66 percent agreed or strongly
agreed that “increases in patient safety
in my organization have come primarily
from regulatory mandates (e.g. Board
of Pharmacy (BoP), California Department of Public Health (CDPH), and
The Joint Commission (TJC))” and 71
percent agreed or strongly agreed that
“having a Medication Error Reduction
Plan has increased medication safety in
our organization.”2
One minimum standard of medication safety for hospitals and skilled
nursing facilities includes the requirement that expired, contaminated or
unusable medications shall not be
available for use by nursing home

residents or hospitalized patients.6 The
regulatory intent is self-evident. But
what if there is a systemic compliance
failure across multiple facilities; is it
an individual entity issue or systems
issue? Is it simply a failure to follow the
regulation or evidence of a broader issue with quality implications? This was
the case in the spring of 2008 when
nearly 100 California hospitals were
identiﬁed with contaminated heparin
available for patient use, months after it
was recalled by several manufacturers.
We will come back to that story and
lessons learned.
Regulations serve to truncate the
left side of the quality care bell shaped
curve by requiring and enforcing minimum standards of safety. Regulations
are also capable of inﬂuencing movement of the curve toward the right or
provision of high quality care.
Regulations can inﬂuence quality in
health care organizations in two ways.
First, they can empower the health
care organizations to take action internally to improve quality. They provide a
call to action from the external environment that requires a response within
the organization. A lack of such an
appropriate response generally results
in certain sanctions. Second, it requires
all health care organizations to make
minimum investments in systems that
promote quality, thereby creating a
more level playing ﬁeld throughout the
industry.5
An example of a regulation that empowers SNFs and hospitals to invest
in systems to improve quality is the requirement that a pharmacist must provide oversight of hospital pharmaceutical services and a SNF must employ
the services of a consultant pharmacist
to review, evaluate and direct the quality of pharmaceutical services, as well
as review each resident’s medication
regimen at least monthly.8
What if these regulations weren’t in
place? Would all hospitals employ the
services of a pharmacist to direct the
provision of pharmaceutical services
and would a SNF hire a consultant
pharmacist to evaluate the facility’s
pharmaceutical services and review
each resident’s medication regimen
at least monthly? Now, imagine what
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would be the quality of pharmaceutical
services? How would the absence of
a pharmacist impact the safe use of
medications? These regulations require
all hospitals and SNFs to invest in systems to promote quality of medication
management by ensuring pharmacist
oversight.
Regulations without an active monitoring mechanism will fail to achieve
their full intent. Would we all drive the
speed limit if we knew there was no
California Highway Patrol to enforce the
law? Nearly all health care facilities fall
under the regulatory authority of the
California Department of Public Health
(CDPH) Licensing and Certiﬁcation
(LNC) program. The program is charged
with enforcing federal regulations (certiﬁcation) and state regulations (licensing) through onsite survey evaluations
conducted by health care professionals such as nurses, physicians and
pharmacists.

Non-compliance
in Facilities
A facility survey generally, but not
always, results in a state or federal
regulatory non-compliance determination referred to as deﬁciencies.
When a facility is cited they must
develop a Plan of Correction (PoC).
The PoC must address how the noncompliance will be corrected, how it
will be prevented in the future and the
monitoring methodology to prevent
a reoccurrence. Ideally, these PoCs,
if well developed and executed, will
create a safe and quality environment for patient care. Monitoring of
facility compliance with regulations
is intended to ensure the provision
of safe care and quality of services at
the institution level through identiﬁcation of non-compliances and approval
of submitted POCs. But what about
across facilities, does the regulatory
agency have inﬂuence on provision of
quality and medication safety practices across multiple facilities?
This brings us back to the story
of contaminated heparin identiﬁed in
nearly 100 hospitals. Between January
and March 2008, several manufacturers (e.g. Baxter, Covidien, etc.) recalled
heparin due to identiﬁed contaminant

While many individuals may dislike
regulations as a general matter, when
asked about speciﬁc programs, such as
those providing for health and safety,
these individuals may respond favorably.
(over-sulfated chondroitin sulfate) that
was linked to a number of fatalities.
Mid-April 2008, the BoP sent inspectors into hospitals with the intent to
identify if there was unlicensed activity
or unidentiﬁed sources of contaminated
heparin in California hospitals. Within
the ﬁrst few inspections, board inspectors identiﬁed recalled heparin present
in multiple hospitals. On April 24, 2008,
the BoP determined inspections of
all hospitals were necessary. By that
time, 81 deaths in the U.S. were linked
to recalled heparin. The investigations
spanned from May through mid-June.
A total of 94 hospitals were identiﬁed with recalled heparin available for
patient use.
For each hospital identiﬁed with
recalled heparin, the BoP notiﬁed the
CDPH. The purpose of CDPH investigations was to evaluate patient safety
- assess the facility’s recall process,
determine potential clinical impact
on patients, and ascertain if recalled
medications were still available for
patient use. Assessment for presence of available recalled medications
included heparin, Digitek and Procrit.
All three medications were under a
Class 1 recall at the time of CDPH’s investigations. The inspections spanned
from May 1 through August 12, 2008.
CDPH identiﬁed that nearly one out of
every three (30 percent) hospitals still
had recalled medications available for
patient use. The majority of recalled
medication found available for patient
use was Baxter’s brand of heparin. On
average, Baxter heparin was found
more than two months after recalled.
The total number of patient exposures,
according to the inspected hospitals,
numbered nearly 8,000 patients who
had received either heparin, Procrit
or Digitek after the medications had
been recalled.

Despite numerous recall notices,
notiﬁcations by both the BoP and CDPH
to remove the medications from their
supply and intense media coverage,
numerous hospitals across the state
failed to remove recalled medications,
thereby, exposing patients to unsafe
medications. Why? What was preventing hospitals to do something that
anyone would consider simple? What
became clear is the failure to remove
recalled medications wasn’t just an
entity speciﬁc issue but evidence of
system failures across multiple entities.
The story could have stopped here,
deﬁciencies and penalties were issued,
but it didn’t. The question of what went
wrong with so many entities begged to
be examined.

Best Practices
Guidelines Set
In January 2009, the ﬁrst of three
public BoP meetings to identify systemic failures in the hospital medication
recall system took place. From those
meetings and input from hospitals,
manufacturers, Federal FDA and
CDPH, common system failures were
identiﬁed. Those failures included,
but not limited to, inadequate oversight of the drug distribution system,
failure to receive recall notices from
manufacturers and wholesalers, recalled medications redistributed back to
the hospital by wholesalers, and failure
to develop or implement policies and
procedures on drug recalls. From those
identiﬁed systems deﬁcits, the BoP
developed “best practice” guidelines
(http://www.pharmacy.ca.gov/publications/drug_device_recalls.pdf) to assist
in development and implementation
of systems and processes to mitigate
failures in the medication recall system.
The board used its inﬂuence and ability to draw on the industry experience and
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experts to identify system failures and
best practices to avoid future events. Will
all hospitals be successful with future
medication recalls? Perhaps not. However, the BoP has provided those entities
with best practices to build and monitor a
quality medication recall system.

Antipsychotic Collaborative
Launched
In May 2010, CDPH in collaboration
with California Department of Health
Care Services (DHCS) launched a SNF
antipsychotic collaborative aimed at
identifying and reducing the inappropriate use of antipsychotics in SNF residents. The DHCS provided beneﬁciary
medication histories to CDPH licensing
and certiﬁcation (LNC) program so as
to proactively identify SNF residents on
antipsychotics. This information was
then used to conduct onsite evaluations of the care provided to those
residents under CDPH’s licensing
authority as a complaint investigation.
All investigations were conducted
by LNC pharmaceutical consultant
surveyors (licensed pharmacists). Over
the course of a year the investigations
have identiﬁed signiﬁcant ﬁndings; 62
percent of facilities were cited for inapA continuous quality improvement program can be a lifesaver ...
propriate antipsychotic use, consultant
Protect your patients. Protect your pharmacy. Errors can injure your patients and put your pharmacy in ﬁnancial jeopardy.
pharmacists failed to identify the inappropriate antipsychotic use 90 percent
Pharmacy Quality Commitment® (PQC) is a continuous quality improvement (CQI) program that supports
you in responding to issues with provider network contracts, Medicare Part D requirements under federal law,
of the time, 59 percent of the faciliand mandates for CQI programs under state law. Implemented, pharmacies improve efﬁciency, increase patient
ties accepted consultant pharmacist
safety, and decrease error rate through an analysis of quality-related events.
services below cost and 53 percent
of facilities were cited for informed
Call toll free (866) 365-7472 or go to
consent issues. When interviewed,
www.pqc.net for more information.
a number of consultant pharmacists
PQC is brought to you by your state pharmacy association.
stated they simply didn’t have sufﬁ cient time to perform a comprehensive
medication regimen review, due in part
to, mandated workload.
PQC AD 4C FPB (LIFESAVER).indd 1
1/4/12 4:26:07 AM
These ﬁndings have been shared
with a number of organizations and
governmental agencies including; Centers for Medicaid and Medicare (CMS),
DHCS Drug Utilization Board, California Association of Health Facilities,
California Nursing Home Reform, and
California Long Term Care Medicine.

Yep,
we’re a
lifesaver!

Code 1 Restriction
Effective October 1, 2011, DHCS
Medi-Cal program implemented a
Code 1 restriction on antipsychotic
30
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use in SNFs in that the use is restricted to FDA approved indications.
The majority of antipsychotic use
in SNFs is for off-labeled purposes
(e.g. behavioral management of
dementia). The Code 1 restriction
will in essence force the evaluation
of antipsychotics used for non-FDA
approved indications with development of sufﬁ cient justiﬁ cation to
seek approval for initial or continued
use outside those indications.
On October 11, 2011, CMS,
depicting the potential for conflict of
interest, issued a notice of proposed
rule-making that proposes requiring
the independence of long term care
(LTC) consultant pharmacists from
LTC pharmacies and drug manufacturers and distributors. As considered, nursing homes also would
be prohibited from contracting for
consultant pharmacy services with
a long term care pharmacy subsidiary created to provide reorganized
services.
The notice of proposed rulemaking
states, in part, “We believe severing
the relationship between the consultant pharmacist and the LTC pharmacy,
pharmaceutical manufacturers and
distributors, and any afﬁliated entities
would further protect the safety of LTC
residents because it will ensure that
ﬁnancial arrangements do not inﬂuence

the consultant pharmacist’s clinical
decision making to the detriment of
LTC residents.”10
The ﬁndings of the California antipsychotic collaborative and the actions
of DHCS Medi-Cal program as well as
CMS notice of proposed rulemaking
exemplify identiﬁcation of quality issues
(inappropriate use of antipsychotics)
and development of processes to
achieve quality care (Code 1 restriction
and uncoupling of LTC pharmacists
from LTC pharmacies).

Conclusion
Regulations and the agencies that
enforce those regulations are specially posed to inﬂuence systemic identiﬁcation, development and adoption
of systems, processes and practices
that promote quality care in addition
to enforcement of minimum standards for safe use of medications. By
creating these standards for safe
care, quality care can be achieved.
About the Author
Loriann DeMartini, PharmD is
Chief Pharmaceutical Consultant at the
California Department of Public Health.

LATE SALE
1/4h
B&W

www.cpha.com | WINTER
2012 | CALIFORNIA PHARMACIST
554662_Health 1
11/3/11

31

4:01:13 AM

Clinical Capsule

Pharmacists:

Champions in the Fight against Medication Errors
By Michael J. Negrete, PharmD
Introduction
While medications have an incredible power to heal, it must never be
forgotten that they also have signiﬁcant potential to harm. In its landmark
2006 report, the U.S. Institute of Medicine conservatively estimated that
over 1.5 million (or roughly 1 in every
200) Americans are injured or killed by
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preventable medication problems each
year.1 In addition to these signiﬁcant
human costs are tremendous ﬁnancial
costs which been conservatively estimated at $3.5 billion per year for the
inpatient setting and $8 billion per year
in the outpatient setting.1,2
While much of the attention paid
to medication errors is focused
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on hospitals, evidence is mounting that medication induced harm
in acute care settings may only be
the proverbial “tip of the iceberg.”
Gandhi et al. reported in 2003 that
the incidence of adverse drug events
(ADEs) experienced by outpatients
is more than four times greater
than that of inpatients, and that the

percentage of ADEs classified as
“serious” also appears to be greater
in outpatients than inpatients (3.5%
vs. 2.6%).3
Statistics like these show that
medication harm is a significant
and rapidly growing public health
problem, and underscores the
importance of intensifying efforts to
prevent medication errors throughout every step of the medication use
process which includes prescribing, order communication, product
preparation, labeling/packaging, dispensing, distribution, administration,
education, use, and monitoring.
As the professional with the most
extensive medication-related knowledge and expertise, pharmacists are
the member of the healthcare team

best suited to prevent many medication
errors in most, if not all steps of the
medication use process. By strengthening the call for the healthcare community to prevent medication errors, and at
the same time promoting the pharmacist as the professional best trained to
ensure safe and effective medication
use, the profession can simultaneously
increase the positive impact pharmacists have on patient care and elevate
the degree to which the healthcare
system values the unique contribution
of pharmacists.

Medication Prescribing
While most pharmacists may not actually prescribe medications, there are
still many things they can do to reduce
the risk of prescribing-related errors.
For example, some pharmacists have
an opportunity to provide input into the
development of various health system
medication-related policies, procedures
and processes. In addition, dispensing
pharmacists also have the ability to impact prescribing practices through their
day-to-day interactions with prescribers.
It is therefore imperative that
pharmacists become familiar with and
promote the most basic safe prescribing practices which include: adding to
each prescription order, the general
purpose for which a medication is
being prescribed (to reduce the risk
of mix-ups between medications that
have names which look/sound alike);
eliminating the use of error-prone
abbreviations, symbols and dose
designations;4 and avoiding/eliminating handwritten prescriptions through
the use of tools and technologies
such as e-prescribing . The adoption of
e-prescribing alone has been shown
to reduce certain types of medication
errors by approximately 85 percent5
and net ambulatory care settings over
$400,000 in savings.6

Medication Dispensing
A pharmacist’s role in preventing
prescribing errors goes far beyond simply working to reduce the risk of misinterpreting a medication order. In their
2003 study, Gandhi et al. found that of
11% of the adverse drug events they
identiﬁed were completely preventable

and most commonly caused by prescribing errors related to the selection
of an inappropriate medication (45%),
incorrect strength (10%), or wrong
frequency (10%). This data provides
evidence for the critical importance of
advocating for every prescription to be
critically reviewed by an additional pair
of expert (pharmacist) eyes.
It also underscores the importance of pharmacists ensuring that all
members of the pharmacy’s staff are
aware of and comply with the California
legal requirement to maintain patient
proﬁles which must contain information
about “patient allergies, idiosyncrasies,
current medications and relevant prior
medications including nonprescription
medications and relevant devices, or
medical conditions,” as well as the
pharmacist’s requirement to review
that information against a patient’s drug
therapy before each prescription drug
is delivered.7

Product Labeling,
Packaging and
Nomenclature
• Much has been made recently about
the dangers associated with products that have names which look
and/or sound alike, or which come
from the manufacturer in packaging that is similar to that of another
product. Fortunately there are many
actions pharmacists can take to reduce the risk of medication mix-ups
in their pharmacy. To begin, pharmacists should download the Institute
for Safe Medication Practices (ISMP)
List of Confused Drug Names at
www.ismp.org/Tools/confuseddrugnames.pdf, and use it to determine
which medications in their pharmacy
may require special safeguards.
According to ISMP such safeguards
may include: Using both the brand
and generic names
• Conﬁguring computer selection
screens to prevent look-alike names
from appearing consecutively
• Not storing similarly named medications next to each other
• Changing the appearance of look-alike
product names using strategies such
as “tall man lettering” (e.g. ClomiPHENE vs. ClomiPRAMine)
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Pharmacists may also have some
say with how the ﬁnal product (to be
dispensed to the patient) is actually labeled. According to ISMP, a
standardized and well thought drug
labeling practice is an important
part of an overall strategy to reduce
medication errors, and in fact recommendations to help prevent errors associated with label misinterpretation
have been published by both ISMP
(www.ismp.org/tools/guidelines/
labelFormats/comments/default.asp )
and the US Pharmacopeia (www.usp.
org/pdf/EN/USPNF/recommendContainerLabeling.pdf).
It was out of this same philosophy
that the state of California passed a law
in 2008 mandating a new, standardized
“patient centered” prescription label.
Section 1718.5 of the business and
Professions code now identiﬁes four
elements of the prescription label which
must be clustered together in one area
of the label that comprises at least 50
percent of the label and be printed in
at least a 10-point sans serif typeface.
These four elements are: the patient’s
name, the name and strength of the
drug, the directions for use, and the purpose for which the drug was prescribed
(if indicated on the prescription).

Distribution and
Administration
“Wrong patient” errors, or errors
in which a patient receives another
person’s medication, are among the
most commonly reported medication
errors in both inpatient and outpatient settings. While the root cause
of these errors can occur at any point
in the medication use process, mistakes in the distribution and administration steps are most frequently
cited, and are generally the result of
a ﬂawed or absent patient identiﬁcation process.
In the inpatient setting, pharmacists should advocate for the use of
systems and/or technologies such as
bar coding to simplify and standardize
administration-related tasks to help
ensure that the right person receives
the right dose of the right medication.
In the outpatient setting, a
“lower-tech” approach may be more

As the healthcare professional with
the most extensive medication-related
knowledge and expertise, pharmacists
would appear to be the obvious
solution to that problem.
pragmatic and can consist of simply
ensuring that front-end staff consistently follow ISMP’s recommendation
to verify patient identity at the point
of sale using at least two patient
identiﬁers (e.g. name and address). To
appropriately verify a patient’s identity,
a staff person should ask a customer
to state their two pieces of identifying
information, and compare the answers
to what is printed on the receipt. Since
“bagging errors” (errors caused when
one person’s medication is thrown into
a bag with medications for another
individual) can also be a dangerous
problem, it is recommended that the
information be compared to each individual vial as well.

Education/Use
The pharmacist-patient consultation is arguably the most important
step in the medication use process
as it serves two critical functions. The
ﬁrst is as one last opportunity to ﬁnd
and ﬁx any problems that may have
occurred at any point in the medication use process. According to one
study, quality consultations can perform this function exceedingly well,
catching and correcting approximately
83% of medication errors.8
The second critical function of a
consultation is to ensure patients
possess and understand the information necessary to minimize their risk
of committing a medication use error
which may result in patient harm and
additional costs to the healthcare
system. The value of this function
has been demonstrated by McCombs et al. who showed the ability
of consultations to reduce hospitalizations and overall healthcare costs.9
Statistics like these underscore the
importance of adhering to California’s
legal requirement that a pharmacist
provide oral consultation on every new

or changed prescription.”10 It should be
noted that the legal requirement is for
pharmacists to actually consult with the
patient or their agent, not to simply ensure that a consultation is offered. According to California Board of Pharmacy
President Stan Weisser, “This obligation applies to the pharmacist whose
professional responsibility is to initiate
consultation unless and until the patient
or patient’s agent refuses. It shall not
be considered sufﬁcient compliance
with this obligation for consultation
screenings to be performed by staff or
by use of check-off boxes.”11

Conclusion
The rising human and ﬁnancial
costs of medication-related harm
would appear to be a ﬂashing neon
sign pointing to a problem in dire
need of a solution. As the healthcare
professional with the most extensive
medication-related knowledge and
expertise, pharmacists would appear
to be the obvious solution to that problem. Unfortunately, while the problem
and solution may seem obvious to
some, efforts to prevent medication errors, particularly in the outpatient setting, continue to be granted a relatively
low priority.
To overcome this dilemma, it is imperative that the profession advocate
for a greater emphasis on the prevention of medication errors and the role
of the pharmacist as the guardian of
patient safety. Success in such an endeavor will assuredly open many doors
for pharmacists to assume expanded
roles and enable pharmacy to provide
its greatest possible contribution to
patient care.
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Evidence-Based Medicine Review

A Controlled Trial of Sildenafil in Advanced

Idiopathic Pulmonary Fibrosis
By Judy Mai and Mei Win
Introduction
The STEP-IPF (Sildenaﬁl Trial of
Exercise Performance in Idiopathic
Pulmonary Fibrosis) was a multicenter, randomized, double-blind,
placebo-controlled 12-week trial of oral
sildenaﬁl (20 mg orally three times
daily) followed by a 12-week open-label
period. The trial was designed to test if
treatment with sildenaﬁl may improve
the exercise capacity and quality of life
in patients with advanced idiopathic
pulmonary ﬁbrosis deﬁned by a DLco
(diffusing capacity of the lung for carElement

Study Design
Assessment

Internal Validity
Assessment

Selection Bias
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bon monoxide) < 35% of the predicted
value. The trial had two treatment
periods in a permutated block design
(each center was considered a block
with the subjects randomly allocated in
a 1:1 ratio into one of two groups).
The ﬁrst period consisted of a 12week double-blind comparison between
sildenaﬁl and an identical placebo control
to determine the presence or absence
of a 20% or greater improvement in the
6-minute walk distance (6MWD). Key
secondary outcomes included changes
in the 6MWD, degree of dyspnea and

Criteria
Is the design appropriate to the research
question? Is the research question useful?
• For efﬁcacy, use of experimental study
design (meaning study subjects and others
were not allowed choice in determining
interventions)
• Clinically signiﬁcant area for study (morbidity, mortality, symptom relief, functioning
and health-related quality of life) and reasonable deﬁnitions for clinical outcome
such as response, treatment success
or failure
• If composite endpoints used, reasonable
combination used – and used for safety if
used for efficacy
Can bias, confounding or chance explain
the study results?
• Ensure prespecified and appropriate
1) research questions, 2) populations to
analyze, 3) outcomes, 4) group assignment
methods, 5) study conduct methods, 6)
analysis methods, and 7) level for statistical
significance
• Groups are appropriate for study, of appropriate size, concurrent and similar in
prognostic variables
• Methods for generating the group assignment
sequence are truly random, sequencing avoids
potential for anyone affecting assignment
to a study arm and randomization remains
intact
• Concealment of allocation strategies are
employed to prevent anyone affecting assignment to a study arm

quality of life. The second period consisted of a 12-week open-label evaluation
involving all patients receiving sildenaﬁl
to further determine the short-term efﬁcacy (12-week) with the placebo group
and longer-term safety proﬁle (24-week)
for the sildenaﬁl group.
The study was sponsored by the
Idiopathic Pulmonary Fibrosis Clinical Research Network (IPFnet) of the
National Heart, Lung and Blood Institute.
Pﬁzer donated sildenaﬁl and its identical placebo but was not involved in the
study design or data analysis.
Comments

STEP-IPF was a randomized, double-blind placebo controlled trial utilizing a permutated
block design and stratification in each treatment center. Primary outcome tested for a 20%
or greater improvement in the 6-minute walk test (6MWT), in accordance with the 2005
American Thoracic Society guidelines.
THREAT: 6MWT is an accepted measure of drug efficacy in studies of pulmonary arterial
hypertension but less is known about its use as a measure in idiopathic pulmonary fibrosis.
Therefore, this test may not be the most appropriate evaluation to measure for treatment
success.
THREAT: Although a double-blinded trial is considered the gold standard, it is challenging
to blind patients who receive sildenafil due to possible side effects including headache,
dyspepsia, flushing and diarrhea.

Comparing between the two arms, baseline characteristics were moderately different with
the sildenafil arm having comparatively less healthy patients. These patients had a higher
score in all 3 tests: Borg Dyspnea Index, Shortness of Breath Questionnaire and St. George’s
Respiratory Questionnaire.
THREAT: By having less healthy patients in the sildenafil, as defined by the three test values,
any improvement that occurred could be deemed more significant since the patients started
with a lower baseline.

Eligible patients, with roughly similar baseline characteristics, were randomized in a 1:1 ratio to
receive sildenafil or placebo with the use of a permutated block design with stratification according to the clinical center (each center is considered a block with the subjects randomly allocated
into two equal size groups).
Subjects were randomized to receive one of the two treatment regimens with equal probability,
via telephone contact with a central interactive voice response system (IVRS), using a toll-free
randomization number. Each subject was assigned an anonymous identification number to be used
throughout the study.
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Element

Criteria

Comments
There is no available evidence of a dose–response relationship associated with the primary endpoint (exercise capacity) or with tolerability when using different doses of sildenafil. The reason
for this is unclear but may be related to the complete inhibition of phosphodiesterase type 5 with
the lowest dose. As a result, the study chose to use sildenafil 20 mg orally three times daily as
opposed to higher doses of 25, 40 or 50 mg three times daily.
.
Pfizer supplied sildenafil and its identical placebo.
Medication adherence was evaluated via calculation of the pill count.
Both arms reported a similar rate of compliance.

Performance Bias

• Double-blinding methods employed (i.e.,
subject and all working with the subject or
subject’s data) and achieved
• Reasonable intervention and reasonable
comparator used (e.g., placebo)
• No bias or difference, except for what
is under study, between groups during
course of study (e.g., intervention design
and execution, co-interventions, concomitant medication use, adherence, inappropriate exposure or migration, cross-over
threats, protocol deviations, measurement
methods, study duration, etc.)

All 6MWTs were performed by study personnel who were not directly involved in study
coordination such that they were not able to identify which treatment arm a patient is in.
THREAT: All patients received an initial dose of either sildenafil or placebo and subsequently
were monitored for 60 minutes for adverse events. Some patients may recognize the adverse
effects associated with the drug. As a result, one may recognize subsequently if he or she was on
the placebo or active medication leading to an incomplete blinding for this study.
THREAT: All subjects took part in a second 12-week open-label trial. The endpoint was compared
from baseline to a 12-week treatment period whether the patient was taking sildenafil during the
first study period or the second study period. The original group on sildenafil was blinded while
data was being collected.The 12-week active sildenafil data obtained from the original placebo
group was during a period when the study was open label. Although comparisons for the efficacy
of sildenafil only included a 12 week period of active medication use, one group was blinded and
another group was not when this data was obtained. Therefore, despite the result showing that
there was a small statistically significant difference favoring the use of sildenafil in some secondary outcomes—degree of dyspnea and quality of life—it is difficult to determine if the result is
solely due to the use of sildenafil.
Threat: Any acute exacerbations will be treated at the discretion of the attending physician.
The study medication will be held until the patient until the patient is able to continue. Data is not
reported on how many patients the physicians had to additionally treat. Therefore, study results
may favor the intervention.

Attrition Bias

• Zero or minimal missing data points or
loss from randomization (e.g., approximately
5% with differential loss, or approximately
10% without differential loss) unless good
ITT analysis (see ITT below)

Assessment Bias

• Assessors are blinded
• Low likelihood of findings due to chance,
false positive and false negative
outcomes (judgment call on statistical significance, including conﬁdence intervals)
• Non-signiﬁcant ﬁndings are reported,
but the conﬁdence intervals include
clinically meaningful differences
• Intention-to-Treat Analysis (ITT)
performed (all people are analyzed as randomized + reasonable method for imputing
missing values which puts the intervention
through a challenging trial or reasonable
sensitivity analysis)
• Use of modeling only with use of reasonable assumptions

Usefulness
Assessment

• Clinically signiﬁcant area + sufﬁcient
beneﬁt size = meaningful clinical benefit
(consider efficacy vs effectiveness)

THREAT: 16 of 89 subjects (18%) in the sildenafil arm and 21 of 91 subjects (23%) in the
placebo arm did not continue in the study. A total loss rate of 20.55% between the two
arms was due to the following factors: death, adverse events, lung transplants and loss to
follow-up.
In the intention-to-treat analysis (ITT), patients were deemed to have had no response if the
rate of improvement was less than 20% at week 12 or if they died, withdrew from the study
or were unable to complete the walk test for any reason at 12 weeks.
Most results were not statistically significant (p-value>0.05) based on a 95% confidence
interval.
THREAT: There was no data regarding the blinding of the assessors who performed the
statistical assessments for this study.
THREAT: Utilization of a last-observation-carried-forward (LOCF) form of the ITT analysis
may be biased and favor the intervention since there is no data regarding when the patient
dropped out of the study.
THREAT: Since the results are dichotomous (improvement >20% or no improvement), it
doesn’t factor in the consideration the magnitude of the improvement.
A > 20% improvement in 6MWD is expected to be a fairly rare event in an untreated population with advanced IPF. Over the 12 weeks of treatment, it is expected that fewer than 10%
of placebo-treated subjects will have a clinically meaningful improvement in 6MWD.
A response rate of 30% or more in the sildenafil-treated group is viewed as a clinically
meaningful treatment effect.
THREAT: Even with a “clinically meaningful treatment effect,” 70% of patients taking
sildenafil do not respond to the treatment. This raises the question of whether the benefit
is sufficient to warrant treating a patient with a medication that will be ineffective during a
majority of the time.

www.cpha.com | WINTER 2012 | CALIFORNIA PHARMACIST

37

Element

External Validity

Criteria

Comments

How likely are research results to be realized in the real world considering population and circumstances for care?
• Review n, inclusions, exclusions, baseline
characteristics and intervention methods –
this is a judgment call.

Idiopathic pulmonary fibrosis (IPF) affects more men than women and most commonly occurs
between the fifth and seventh decades. It does not seem to favor one race or ethnicity over
another. The median age at time of diagnosis is about 63 years old. Most recent estimates
indicate that approximately 200,000 Americans have IPF.
THREAT: The study consisted of mostly men (83%) and people who were caucasian (91%)
with the average age around 69 years old, with a carbon monoxide diffusion capacity of less
than 35%. The results might not be applicable for patients with milder physiological impairment.
THREAT: Unlike the American Thoracic Society/European Respiratory Society consensus
criteria, bronchoscopy is not required for diagnosis of IPF in this study. Therefore, the inclusion of patients in this study may vary from patients diagnosed outside of this study.

Patient Perspective

Provider
Perspective

• Consider benefits, harms, risks, costs,
uncertainties, alternatives, applicability to
which patients, adherence issues, potential
for abuse, dependency issues and patient
satisfaction

• Satisfaction, acceptability, likely appropriate application and actionability (e.g., FDA
approval, affordability, external relevance,
circumstances of care, able to apply, tools
available)

Advantages:
• There is currently no FDA approved treatment available for IPF so sildenafil can serve as a
possible option to improve a patient’s quality of life.
Disadvantages:
• There is currently no generic available.
• Three times daily dosing may decrease adherence.
• There is a possibility of hypotension and sexual side effects.

Advantages:
• There is currently no FDA approved treatment for IPF so sildenafil offers the provider an
alternative treatment option.
Disadvantages:
• Sildenafil is not FDA approved for the treatment of idiopathic pulmonary fibrosis.
• Sildenafil did not provide a significant improvement in the primary outcome test. Improvement in the 6-minute walk distance of at least 20% over baseline occurred in 9 of 80
subjects (10%) in the sildenafil groups and 8 of 91 (7%) in the placebo group (P = 0.39).

*Chart taken from the Delﬁni Group,LLC. Short Critical Appraisal Checklist: Updated 02/19/08
Use of this tool implies agreement to the legal terms and conditions at www.delﬁni.org. © Delﬁni Group, LLC, 2006-2008. All Rights Reserved World Wide.

Author’s Results and
Conclusions
The use of sildenaﬁl did not result
in a statically signiﬁcant difference
(p=0.39) in the proportion of patients
with an improvement of 20% or more
in the 6MWD at week 12 (the primary
outcome). At week 12, there was no
signiﬁcant difference between the two
groups in mortality or rate of acute
exacerbations of advanced idiopathic
pulmonary ﬁbrosis. There was also
no difference in other adverse events
between the two treatment arms.
Although the study did not show that
patients who were on sildenaﬁl vs.
placebo had an improved 6MWD, it
reported that sildenaﬁl was associated
with a small but symptomatic improvement in arterial oxygenation, carbon
monoxide diffusion capacity, degree of
dyspnea and quality of life. These results may be of value for further study.
38

Reviewer’s Analysis
There were several limitations to
the STEP-IPF trial that threatens the
validity of the study including:
• 6MWT is an accepted measure
of drug efﬁ cacy in studies of
pulmonary arterial hypertension
but less is known about its use as
a measure in IPF.
• Incomplete blinding of the sildenaﬁl group compared to the control group due to adverse effects
of the drug may compromise
subjective results such as quality
of life.
• A small effect size and a short
study length (180 patients participated in the study for a period
of 12 weeks) make it difﬁ cult to
assess the efﬁ cacy and safety
proﬁle of sildenaﬁl.
Data from this study may be used
in clinical decision-making, however
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additional clinical data regarding
sildenaﬁl in treating IPF is necessary
to conﬁrm the efﬁcacy of the drug.
While such trials are being designed,
sildenaﬁl may be of value to certain
patients since currently there is no
FDA approved treatment for IPF.
Depending on the patient’s proﬁle,
sildenaﬁl may be able to increase
one’s quality of life by providing
symptomatic improvements.
Overall Grade: B-U=Possible to
uncertain usefulness.
Reviewers: Craig Stern, Michael Stuart, Sheri Strite, Judy Mai, Mei Wu
References:
The Idiopathic Pulmonary Fibrosis Clinical Research Network.
A Controlled Trial of Sildenafil in
Advanced Idiopathic Pulmonary

may behave in a more supportive
way to patients who are receiving
the active agent because clinicians
are always eager to use new, effective agents. Third, data was lost for
a substantial number of patients (attrition bias). This may have an important
effect on results because the patients
remaining in the study may no longer
sufﬁciently similar and the differences may be the explanation for the
outcomes. Fourth, we are not given
enough information about blinding
of the assessors to know they were
truly blinded (assessment bias). This
is problematic because investigators,
like clinicians are likely to be “rooting”
for the intervention.
This trial illustrates problems in all
four phases of a clinical trial—the formation of the study groups, the conduct of
the trial so that everything is the same
except the intervention, loss of data
and assessment of results. Threats to
validity often amplify the differences between study groups. Therefore, in this
case, the true amount of beneﬁt may
have been substantially less than that
reported. The bottom line is that readers
need to be very cautious about accepting results from studies of borderline
quality and may be well-advised to wait
for conﬁrmatory trials of high quality
before using published results to inform
clinical and organizational decisions.

Delfini Evidence Grading Scale
Grade A Evidence: Useful

The evidence appears strong and sufﬁcient to use in making health care
decisions - no signiﬁcant threats to validity were ascertained

Grade B Evidence: Possibly Useful

The evidence appears potentially strong and is probably sufﬁcient to use in
making health care decisions - some threats to validity were identiﬁed

Grade B-U Evidence: Possible to uncertain usefulness

The evidence might be sufﬁcient to use in making health care decisions; however, there remains sufﬁcient uncertainty that the evidence cannot fully reach
a Grade B and the uncertainty is not great enough to fully warrant a Grade U.
Health care decision-makers should be fully informed of the evidence quality.

Grade U Evidence: Uncertain
There is sufﬁcient uncertainty that caution is urged regarding its use in
making health care decisions. Delﬁni does not use such information to inform
clinical decisions regarding efﬁcacy.

Fibrosis. N Engl J Med 2010. DOI:
10.1056/NEJMoa1002110.
Supplement to: The Idiopathic
Pulmonary Fibrosis Clinical Research
Network. A Controlled Trial of Sildenaﬁl in Advanced Idiopathic Pulmonary Fibrosis. N Engl J Med 2010.
DOI: 10.1056/NEJMoa1002110.

Additional Comments:
By Michael E. Stuart, MD
There is an important “take home”
message we can learn from the
STEP-IPF trial. Readers should be
extremely cautious about accepting
the conclusions reported in studies of
borderline quality. The quality of the
STEP-IPF trial is borderline. By that I
mean that there is enough uncertainty about the reliability of the results
of this trial that caution should be
exercised when using these results
to inform decisions. In other words,
there are threats to validity.
Threats to validity (the likelihood
of true results) in the STEP-IPF trial
include the likely possibility that the
subjects in the two groups differed
in important prognostic variables as
seen in the table of baseline characteristic. When study groups are
not sufﬁciently similar at the start
of a trial the differences in study
outcomes may be explained by the
clinical or demographic differences

between the study groups and not
the intervention (selection bias).
A second threat to validity is the
possibility of the subjects knowing
which agent they were receiving
(performance bias). This is likely to
have occurred because of the noticeable side effects of sildenaﬁl such as
ﬂushing. When patients or clinicians
know to which group a patient has
been assigned there may be numerous differences in how those patients
are treated. For example, clinicians
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Behavioral Health

Pharmacologic Treatment Options for
Major Depressive Disorder
By Susie H. Park, PharmD, BCPP, FCSHP, and Pargol Khorsandi, PharmD
Learning Objectives:
1 Identify the treatment goals of managing major depressive disorder.
2. Provide counseling to patients about
the current issues related to the pharmacologic management of depression (e.g., suicide).
3. Compare and contrast unique features of novel antidepressants and
discuss their place in depression
therapy.
4. Identify atypical antipsychotic agents
and their role in managing depression.

Introduction
Major Depressive Disorder (MDD)
is a mood disorder associated with a
lifetime risk of 10-25 percent for women
and 5-12 percent for men.1 Approximately 34 million adults will experience
an episode of MDD at some point in
their lifetime.2 Today, depression is the
second cause of disability-adjusted life
years (DALYs) in the age category of 1544 years for both sexes combined and
is projected to become second for all
ages and both sexes by the year 2020.3
Depression can affect individuals during
any stage of life, however, the incidence
is highest in middle age. Approximately
50 percent of individuals have a ﬁrst
onset of MDD after age 32 years and
25 percent after age 44 years.4 About 6
million Americans suffer from depression at any given time, costing 16 billion
dollars per year,5 a continuing burden on
the healthcare system.
The symptoms of MDD include
depressed mood, anhedonia, changes
in appetite and sleep, psychomotor
agitation or retardation, low energy,
feelings of guilt or helplessness/worthlessness, decreased concentration and
suicidal ideation. According to the Diag-

nostic and Statistical Manual of Mental
Disorders1 criteria, MDD diagnosis
requires that at least 5 of 9 symptoms
last continuously for more days than
not in a 2-week time period and result
in functional impairment, socially and/
or occupationally.1 The negative impact
on functioning is what distinguishes
depression from transient sadness
(considered a normal part of human experience). Substance abuse is common
among depressed patients and should
be managed concomitantly.
Depression is an episodic recurring disorder, with each episode
lasting from a few months to a few
years with euthymic mood periods
in between. In roughly 20 percent of
cases, depression follows a chronic
course with no remission.6 With
inadequate treatment and clinical
intervention, depression can lead to
self-injury and suicide. Roughly 60
percent of all suicides are related to
major depression.7 Healthcare providers can use patient’s history and current behavior to assess suicide risk to
make appropriate interventions.
MDD is a treatable disorder.
Antidepressants are recommended
for patients who display all degrees
of depression,8 although antidepressant efﬁcacy varies as a function of
symptom severity.9 Psychotherapy
monotherapy is recommended in mild
cases, especially in pregnant patients.
However, medication therapy is the
mainstay for treating MDD in the acute
and continuation phase of treatment in
order to reduce the high risk of relapse.
Antidepressants should be continued
in the maintenance phase, if warranted.
The treatment goal of depression is remission of persistent target symptoms.

This review will present pharmacologic
treatment options for MDD.

Pharmacotherapy Issues
The effectiveness of antidepressants
is generally equal. Therefore, the basis
for selecting an agent varies based on
past response to medications, co-occurring psychiatric or medical conditions,
safety and tolerability, pharmacologic
properties of the agent, patient preference and cost. With the introduction of
selective serotonin reuptake inhibitors
(SSRIs) in 1982, the older classes of
antidepressants, such as monoamine
oxidase inhibitors (MAOIs) and tricyclic
antidepressants (TCAs), have fallen out
of favor due to their comparably undesirable side effect proﬁles. Currently,
SSRIs and dual mechanism antidepressants are ﬁrst-line treatment options
for MDD. Where initial monotherapy is
unsuccessful, adjunctive therapy with
another agent may be warranted. Combination and augmentation therapies
have included the use of two concomitant antidepressants, an antidepressant
with lithium or thyroid supplements, as
well as the use of complementary and
alternative medicines such as S-adenosyl methionine (SAMe), St. John’s Wort
and folate (not discussed in this review).
Recent literature suggests that antidepressant augmentation with an antipsychotic is an effective method in managing the symptoms of patients with
treatment resistant depression. Table 1
lists the antidepressants indicated for
the treatment of MDD.

EDITOR’S NOTE: Due to a production error, the byline on this article was printed incorrectly in the Fall
2011 issue of California Pharmacist. Please scan the QR code for access to the full online version or
visit www.nxtbook.com/nxtbooks/naylor/PHDQ0411/index.php#/28.
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University Reports

University of the Pacific
By Mika Bhakta, Board of Trustees Student Representative
American Pharmacists Month was a
successful time for the roaring Tigers.
We celebrated our profession through
CPhA Day, advocated our value in media, helped thousands at health fairs,
and communicated current facts and
issues with legislators.
On October 17, 2011, CPhA 2013
President-elect Pat Person and CPhA
CEO Jon Roth spoke to student
pharmacists about the role CPhA has
in the progress of the profession of
pharmacy. Other guests present were
2012 President-elect Doug Hillblom
and Director of Conventions and
Marketing Erin Moeller. About 160
students attended the symposium and
dinner. We presented 690 memberships for the upcoming year to CPhA.
Many students were left inspired
and willing to get involved after the
presentation.
Throughout October, Pandora aired
a 15 second visual-audio clip produced
by our very own University of the Paciﬁc student pharmacists. It promoted
pharmacists, their value in healthcare,
and the ASP APM website for more
information on UOP’s services and
health fairs. (http://www.asppaciﬁc.
com/aphm#!__aphm)
Secondly, student pharmacists
increased the visibility of their patient
care role in different languages to
deliver a personable message about
pharmacy. We want the public to
know pharmacists are the most accessible medication experts in the
healthcare ﬁeld after the doctor’s
ofﬁce closes! The intent of this project
is to reach out to diverse populations,
who speak English, Spanish, Farsi,
Chinese, Hindi, and Japanese, some
in the Northern California region and
others throughout the world. Our
advertisements will be on television,
radio stations, online, and/or print. The
team has also invited our audience
42

and public to health fairs to meet us
and take advantage of our numerous services.
On Sunday, October 23, a group
of ﬁfteen ﬁrst and second year UOP
students made several appearances
on the Good Day Sacramento show
on CBS. During the hour long block
(9AM-10AM), students promoted the
profession of pharmacy by informing
viewers of the accessibility, knowledge, and expertise that pharmacists
are able to provide to the public. In
addition to that, student leader Elbert
Mock also shows the greater Sacramento area we can do more than
dispense pills.
To view some of the show, visit the
following links:
Part 1: http://sacramento.cbslocal.
com/video?autoStart=true&topVideoC
atNo=default&clipId=6377713
Part 2: http://sacramento.cbslocal.
com/video/6377717-university-ofpaciﬁc-pharmacy-students/
UOP students were also on the
following Car Czar show at 10AM to
further advocate our profession’s presence in the community.
During the Medicare enrollment
period, over 13 health fairs were
hosted by UOP under the organization and supervision of Dr. Rajul Patel.
Each health fair offers medication

UOP students promote the
pharmacy profession on the Good Day
Sacramento show.

CALIFORNIA PHARMACIST | WINTER 2012 | www.cpha.com

therapy management, administration
services for ﬂu, pneumococcal, and
shingles vaccines, Medicare Part D
plan counseling, as well as screenings and/or patient education for
diabetes, cholesterol, blood pressure, bone mineral density, asthma,
memory decline, dermatology, and
medication disposal. Some events
also had booths from agencies to
help apply for LIS and PAPs to further
lower drug costs for our patients. In
the past ﬁve years of the implementation of Medicare Part D program
at Paciﬁc, UOP students and faculty
have helped Medicare beneﬁciaries
save over $500,000.
Paciﬁc student pharmacists
accepted proclamations declaring
October as American Pharmacists
Month during local city council
meetings. They responded to further
advocate for the profession and invite
legislators to health fairs. The main
talking point emphasized was the
role of pharmacists being a solution
to various healthcare problems in
our communities and nation. Student
pharmacists also visited the Stockton
city hall and immunized Mayor Ann
Johnston and her staff to show legislators the helpful services we can
offer as healthcare professionals.

Dr. Rajul Patel and UOP students,
Antoinette Dinh, Mika Bhakta, and
Melissa Jimenez (left to right) celebrate
October as American Pharmacists Month
with Stockton’s Mayor Ann Johnston.

Western University of Health Sciences
By Amy Trieu, Board of Trustees Student Representative
Western University of Health Sciences APhA-ASP/CPhA continued
into the Fall semester starting off
with one of the largest health fair
participations of the year. We had
over 40 students volunteer at the
NBC NORD Health Expo in the Long
Beach Convention Center during
mid-September to offer free blood
glucose and blood pressure screenings to over 600 patients. Students
worked hard to make sure they were
able to provide free screenings to all
those who came to the health fair.
October, being American Pharmacists Month, had a jammed pack
first week starting with events that
were thrown by our different project
committees to showcase pharmacists and education. Starting the

NBC NORD Health Expo at Long Beach
Convention Center
Jin Huang, Triet Nguyen, Jeesun Cho,
Thanh Huynh, Jeff Dai, Jessica Dang,
Suluck Chaturabul, John Flores,
Keerun Mustafa

week off, Operation Diabetes held
a diabetic-friendly bake sale that
included cake pops, banana bread,
and crispy oatmeal raisin cookies.
We raised over $100 at this bake
sale to help fundraise for the American Diabetes Association: Step Out
to Stop Diabetes Walk that took
place on October 15 in Riverside. On
Tuesday, Operation Heart displayed

a poster on smoking cessation.
By mid-week, we had our annual
Apothecary Olympics, an event that
stimulates competition between
the different College of Pharmacy
classes. The competition included
blindfolded pill counting, spelling
bee of drugs, and a pharmacy-based
quiz bowl. For the third year in a
row, PharmD Class of 2013 won and
became the Olympic champions! By
Thursday, Project CHANCE presented an asthma poster display, as
well as asthma education on how to
use a nebulizer. Finally, on Friday of
that week, Operation Immunization
presented an informational poster
board on flu vaccines, addressing
when to get the flu vaccine, who
should get vaccinated, and the signs
and symptoms of the flu. This week
full of back-to-back events served to
promote our profession and celebrate pharmacy.
Later in the month, students
had the opportunity to attend the
San Gabriel Valley Pharmacists
Association meeting with a special
appearance by Assemblyman Roger
Hernandez. It was a great opportunity for students to network with
pharmacists as well as get the opportunity to learn about how policy
and pharmacy is equally important in
the progression of the profession.
To celebrate Halloween, our students got together to celebrate in Las
Vegas at the APhA-ASP Region VIII
Midyear Regional Meeting held every
Fall. With the newly elected WesternU CPhA board members as well
as student members in attendance, it
gave them all the opportunity to seek
career information, leadership development, and networking opportunities
at MRM. Students got the opportunity
to actively debate ideas or issues that
may affect them as both students and

future practitioners. Many of these
issues are developed and proposed
into policy statements to be formally
introduced each year at the APhAASP House of Delegates. Then, at the
APhA Annual Meeting & Exposition,
these ideas generated from students
at MRM may eventually even become
ofﬁcial policy of APhA-ASP.

San Gabriel Valley Pharmacists
Association Meet and Greet with
Assemblyman Roger Hernandez
San Gabriel Valley Pharmacists Association
board members, Roger Hernandez,
Cathy Mac, Roland Fredrick

Event:
2011 Midyear Regional Meeting
in Las Vegas

Caren Nguyen, Alana Zapata,
Jennifer Du, Jenny Lee,
Suluck Chaturabul, Dr. Eric Gupta,
Nogie Demirjian, John Flores,
Jeff Dai, Sarah Hernandez,
Samuel Christopher Bonilla, Linda Danh.
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On the Lighter Side

Pharmacojerkic Drugs –

An Urgent Need
By Barry Pascal, PharmD
There are currently many important classes of behavioral
and anti-behavioral drugs, including antidepressants, antipsychotics, anxiolytics, anti-emetics, antagonists, and erectile
dysfunction, just to name a few. What we don’t have are
pharmacojerkic drugs. Deﬁnitions: A jerk can be contemptibly
naïve, fatuous (look it up – it ﬁts), foolish and usually offensive, as well as a liar, a thief, or an inconsequential person.
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More dangerously, jerks have deep-seated obsessions and/
or compulsions to create other jerks and to gather or surround themselves with those similar to themselves. Politicians, for example, ﬁt into this class and frequently vomit up
words and ideas on unsuspecting, ignorant or uninformed
individuals or groups. If it were merely the less dangerous
gastric juices type, Washington, DC would be the anti-emetic capitol of the world. So, why has medicine let us down?
Where is the science to protect us from this morbidly invasive class of unwanted and dangerous behavior?
Pharmacojerkic (PJD) or anti-schmuckic (ASD) drugs
could serve all mankind, and would be a beneﬁt to society
at large. Brothers-in-law would be able to function in the
family, and mothers-in-law would have their own holidays.
Auto mechanics would be licensed as a profession, and
bankers would receive standing ovations when walking into
restaurants. This important class of drugs (PJD) could cut
the divorce rate in half if an ASD was taken in the morning
as a daily vitamin. Millions of dollars would be saved on
police work involving hit and run drivers. And, of course,
billions would have been saved if only Bernie Madoff had
doubled up on his daily ASD dose.
Not only individuals or speciﬁc groups would beneﬁt
from the use of anti-schmuckic drugs (ASD) – our society
at large would derive huge beneﬁts. The cold
war spies, Ethel and Julius Rosenberg,
would have become heroes instead of
ttraitors. Osama Bin Laden would have
been a New York real estate mogul
instead of the number one most wanted
criminal. And New York’s over-sexed
playboy governor, Eliot Spitzer, would
have become a candidate for president
in 2016.
Pharmacojerkic drugs (PJD) are one of
tthe most important overlooked classes
of drugs that directly inﬂuence pharmacy.
With this class, which has up until now
W
been ignored, we could have had courteous, trafﬁc-rule obeying, non-pot smoking delivery boys. Pharmacy clerks who
memorized patients’ names during their
lunch hours and pharmacy technicians
who insisted on a salary reduction on
their anniversaries would be abundant.
Not only would PJDs help the staff, but

also they certainly would help all those cranky patients.
Enterprising pharmacists could set up gumball-like PJD dispensers on all the counters. Pharmacy would be voted the
most desired profession and the most requested working
environment in the United States.
So what’s in it for the drug companies? Anti-schmuckic
drugs (ASD) would become another term for proﬁt
because the same drug could come in many different
dosage forms and strengths – sublinguals for immediate
attacks, liquids to be added to cocktails, monthly injections, sprinkles for breakfast cereals, short-acting doses
for pending attacks, long-acting therapies for preventative use, and, of course, ASD-laced king-sized menthol
cigarettes (“cooling and yet so refreshing … to everyone
around me”).
Lastly and probably the biggest moneymaker of all
— the combo. An anti-schmuckic along with an erectile
dysfunction infused prophylactic (the ASD-ED 3-pak… “For
use…even when he is not ready”). Monday night football
will never be the same.
Disclaimer – This article may contain factual looking
data; however, like much of the current political rhetoric,
it does not. This article, therefore, is completely ﬁctitious and grossly overstated. The CPhA, and/or any of the
advertisers will not endorse any of the views, opinions,
or representations presented unless it can be shown to
improve their bottom line. The views represented here are
solely those of the author, and even he does not agree
with everything. Once again, this article, although very interesting and extremely entertaining, and appearing to be 551718_digital.indd
incredibly accurate, is anything but valid and any similarity
to the truth is purely accidental.
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Reader Comments
“Barry, is it too late for me?” philander and former
governor, Arnold Schwarzenegger.
“Dr. P, if I start now, can I get my country back?” nearly
ousted Libyan dictator, Muammar Gaddaﬁ
“Dr. Pascal, can I have more than the maximum dose?”
psychopath and prisoner Dr. Hannibal Lecter.
“Barry, how can I tell I am taking it?” hard-rocker
Ozzie Osbourne
About the Author
Pharmacist Barry Pascal owned Northridge Pharmacy for
32 years and is now semi-retired. If his alarm clock works
in the morning he can be found a few days a week at Pro
Pharma Pharmaceutical Consultants eating leftovers. He
was also either the honorary mayor or honorary sheriff of
Northridge from 2003 to 2008. As a successful politician,
he would like to point out that he has never been convicted of accepting favors – a record he is willing to change if
the price is right. Pascal has written seven comedy books,
and, in addition to this journal series, writes a humorous monthly newspaper column. His wife, Shirley, is his
strongest supporter as long as she continues to hold the
family checkbook.
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“Meet Your Good Neighbor
Pharmacist” Through Three
New Marketing Programs
• Good Neighbor Pharmacy Post Card
• Good Neighbor Pharmacy Self Mailer
• Diabetes Shoppe Self Mailer

