A Peer Reviewed Publication of the California Pharmacists Association

Vol. LV, No.3 Summer 2008

FROM THE E DITOR

EXECUTIVE EDITOR
Lynn W. Rolston

A

s the summer months quietly slip away, I am amazed at how
quickly time has flown by. It seems like yesterday that the
staff of CPhA was busy preparing for Outlook in the winter.
Where did the spring go and how can we be halfway through the
summer already? The answer, I believe lies in the politically charged
climate of California that has had the Association deeply embroiled
in advocacy efforts. Whether the issue was budget cuts, e-Pedigree
or healthcare reform, CPhA has been extremely busy, and engaged
in the fight to protect pharmacy. You will read about some of that
activity within the pages of the summer issue of California Pharmacist,
moreover, you will have a chance to examine some of the issues
from a broader perspective.
As Guest Editor of this issue, Craig Stern, President of
ProPharma Pharmaceutical Consultants, Inc. and Chair of the
CPhA Editorial Review Committee, has drawn together a list of
articles and authors which give the reader insight into the Managed
Care arena of pharmacy. In particular, he has recruited thought-provoking article content which examines healthcare reform and the
pharmacy benefit from a medical director’s point of view. Both articles come from Dr. Roger Howe, Vice President of Medical Affairs
at QualChoice in Arkansas, who has a background in rural family
practice experience as a physician administrator and a frequently
commentates on healthcare reform. In Addition, Dr. Stern has coauthored a CE article to stimulate the discussion around the pharmacy benefit: whether it is best provided in-house or outsourced.
As always we round out the content of California Pharmacist with
informative and interesting articles designed to heighten the reader’s
understanding of new material. In a recent issue, we introduced
a new feature called: Evidence-Based Medicine (EMB) reviews.
These reviews are overseen by Dr. Michael Stuart and Sheri Strite of
Delfini Group, LLP, whose expertise in the field is unparalleled. To
thoroughly educate the reader about the nature of evidence-based
medicine reviews, Sheri Strite has written an in-depth article, and
has also supported a review of the CATIE trial, written by studentpharmacist, Jennifer Ericksen, of the USC School of Pharmacy.
In other features, we provide a Clinical Practice Capsule
article on diabetes, delve into the topic of medication therapy
management services in the community pharmacy setting and
spend time with a very dedicated, and long time CPhA member,
Kathy Hillblom. You may also notice some humor lacking from this
issue. Humorist, Dr. Barry Sears has been traveling extensively and
his regularly featured article will rejoin California Pharmacist in the
next issue.
It is our hope that this issue provides you with an opportunity
to slow down, and enjoy a part of the summer reading the journal.
Should you walk away informed, educated, or motivated, even better.
Enjoy the read,
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Events designed
specifically
for CPhA
Members
Mark your calendars
for these “can’t miss”
events

SAVE THE DATE!

FFor
or ALL
ALLL Pharmacy Professionals

Outlook 2009
February 19-22, 2009
Disneyland Resort
Anaheim, CA
For Senior Care Pharmacists,
Nurses and Technicians
Long Term Care Weekend
September 27-28, 2008
Courtyard Marriott Pasadena
Pasadena, CA

For Managed Care Pharmacists
AMC Best Practices Day
September 27, 2008
Courtyard Marriott Pasadena
Pasadena, CA

For Leaders in the Profession
(by invitation only)

Synergy 2008
November 15-16, 2008
Sacramento, CA

For Legislative Action
California Pharmacists
Association Legislative Day
April 22, 2009
Sacramento Convention Center
Sacramento, CA

For ALL Pharmacy Professionals
Outlook 2010
February 4-7, 2010
Hyatt Regency Long Beach
Long Beach, CA
For more information, or to register
for any of the events listed above,
call CPhA at 1-800-444-3851.
Online registration will be available
closer to each event.
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CEO & PR ES IDE NT

At the Helm

Choosing Optimal Care
Lynn Rolston, Chief Executive Ofﬁcer and Paul Lofholm, 2008 President

From the CEO
his quarter, our issue centers around
the pharmacist’s role in the healthcare
system with a particular focus on the
managed care environment. I spent nearly
all of last year and early this year working
with coalition partners on healthcare reform.
Clearly, changes are needed throughout.
While this issue focuses on some particular
problems and prospectives in the managed care arena, there are problems with
Medicare Part D, Medi-Cal, county clinics,
community care and elsewhere. Rarely are
providers and services being utilized as fully
or as well as is needed to provide the best
benefit for patients, and better patient care.
You have been hearing, for some time now,
that pharmacy is at a crossroads and that
change is sure to come. While we can all
see change coming, it’s not so clear how fast
it’s coming. It seems pharmacists may have
a number of crises to work through before
the paradigm actually begins to shift to a
new model of care that makes sufficient accommodation and use of the skills, expertise
and talents of pharmacy. In the meanwhile,
many pharmacy groups continue to work
where possible towards newer models like
formal MTM and other patient care services.
Pharmacists must continue to be informed
and aware of challenges and opportunities
presenting themselves so that “pharmacy”
can choose its future as opposed to being
assigned its future.

T

From the President
he goal of any pharmacy benefit is
to improve health care through the
appropriate use of drugs. For any
patient who is ill, the healthcare provider’s
objective is to make the diagnosis, select the
appropriate therapeutic modality and if the

T
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selection is medications, then to prescribe
and send the patient to the pharmacist to apply his or her expertise in solving the healthcare problem. Together the team monitors
the progress and response to treatment.
The pharmacist is expected to meet the
professional, legal and pharmacy benifit manager (PBM) rules given the financial limits of
the patient’s healthcare plan. Some plans minimize the role of the pharmacist by severely
limiting the reimbursement and the plan gets
what they pay for. The system is complex with
issues of eligibility, prescriber identification,
formulary limits, quantity limits, days supply
limits, drug utilization review (DUR) edits,
mail order mandates, and reimbursement
considerations. Thus, with all the constraints
which limit the pharmacist and the lack of
consideration for performing value-added
services, pharmacists have few real opportunities. For example, communication with
the PBM is frustrating and time-consuming
with no means to cover the time necessary to
deal with the inefficiencies of the “help desk.”
This problem applies to all healthcare professions which might want to try to help the
patient in need. The managed care organization gets what they pay for and they put barriers in place if they do not want to deal with
the patient or healthcare professional.
We should expect that the patient receives
a correctly-dispensed prescription with a
consultation piece provided. However, way
too much time is spent on claims adjudication
and not enough time spent on direct patient
care. And from the patient’s perspective, they
expect the managed care organization to

provide them with appropriate care which is
seamless when they go to the pharmacy. But
often they are disappointed.
Community pharmacists are put at a
disadvantage when the PBM requires a mail
order pharmacy and a faceless pharmacist
contact, but it is really the patient who loses.
And often unknown to the payer, the mail order pharmacy charges a higher amount than
would have been charged at the traditional
community pharmacy due to average manufacturer price (AWP) and national drug code
(NDC) manipulations. But this is no different
than the other vertically integrated industries
where monopolies are born.
California pharmacists need to collectively demand that all patients should come
first and that reasonable guidelines be developed so that any willing provider can operate and expect a reasonable return on their
investment. All providers should have that
opportunity. Why should certain specialty
drugs be directed to a distant pharmacy? Is
a special financial incentive being offered
to a select few or is there another kickback
arrangement? And, why would the managed
care partner want to segment its providers and thereby fragment the pharmacist’s
drug distribution system? Is it because it is
in the patient’s best interest? Why should
pharmacists not be able to use their knowledge, oversight and service level to provide
comprehensive service to the managed care
organization’s patients? If the managed care
organization and their PBM’s act as partners
and not competitors, all patients would benefit. It is hoped that the new CPhA Academy
of Managed Care can provide dialogue with
Association community practitioners so that
we can collective agree on a model pharmacy
benefit which can be advocated and offered
by anyone seeking comprehensive pharmacy
benefits. It is desired that this benefit will be
offered and paid for and that it will better
meet all of the patient’s individual needs.

MEMBER NEWS

Visiting Members,Taking Stock
By Theresa Andrews
We’re Listening!
New Members
CPhA welcomes those new members
who joined CPhA from April 1, 2008 –
June 30, 2008
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CPhA #1 Club
CPhA acknowledges the following
members for their outstanding recruitment efforts in 2007: Kenny Scott, Jody
Stewart, Bill Young and Chris Woo.

Recruitment Credit
The recruiter of each new Pharmacist
Member will receive a $50 credit to be

s you may have noticed from the recent CEO messages, the membership department has
been on the road a great deal in this last quarter. Our goal has been to LISTEN to member concerns and to make ourselves available at local association meetings and school of
pharmacy gatherings. It has been a terrific opportunity to put our proverbial fingers on the pulse
of members’ needs and spend time with all of you.
Here’s what we have learned over the last few months. Most of our current members are satisfied to know the lengths that CPhA has gone to protect the profession at the legislative level.
Many members are gravely concerned about the 10% budget cuts and when they learn about the
efforts that have taken place on the legal, and PR fronts, their minds have been put at ease. Suffice it to say that protecting pharmacy from every angle is our number one priority that returns
the greatest value on your annual membership dues. Protecting your business and your license
with the proper level of insurance protection is another area where CPhA excels. If you haven’t
had the time to learn about the products that we offer through our insurance partner, MARSH,
we encourage you to do so.
Membership adds up in many ways. Whether fighting the good fight on your behalf, supporting CE efforts to improve your knowledge base and heighten the quality of patient care, or
providing opportunities to meet with other pharmacy professionals throughout the year, CPhA
is continually looking for ways to add value to your membership. We hope that you will carry this
message to other pharmacy professionals in your immediate circle and encourage them to become a CPhA member. Remember, when we all recruit just one new member per year, our numbers will grow significantly and allow for a greater range of services and representation.

A

used towards the recruiter’s dues or Outlook
registration.

Corporate Members
Abbott Laboratories
AmerisourceBergen
AstraZeneca
Johnson & Johnson
Fireman’s Fund
Marsh Affinity Group Services, Inc.
McKesson
Orange Pharmacy Equitable Network
(O.P.E.N.)
Pacific Pharmacy Computers, Inc.
Ralphs
Staffing Solutions
United Pharmacists Network, Inc.
Valley Wholesale Drug. Co.

CPhA Fellows
CPhA recognizes the following individuals
who have earned the prestigious designation
of CPhA Fellow by achieving a balance of
successful leadership and responsibilities

within their profession as well as within
their community:
• Deepak Anand
• Melvin Baron
• Veronica Bandy
• Robert Allen Brown
• Colleen Carter
• Jack Chen
• James Chin
• Shirley Fender
• Jeff Goad
• Kathleen Johnson
• Adam Kaye
• Roger Klotz
• Jose Marco
• Leo McStroul
• Robert Nickell
• Helen Park
• Shruty Parti
• Poonam Patel
• Mark Reynolds
• Jody Stewart
• Harold Washington
• Chris Woo
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Intense Political Climate
Drives Attendance
By Erin Moeller
Manager Events and Membership
harmacists turned out in record
numbers for Legislative Day this year,
eager to hear directly from the CPhA
Government Affairs team and to visit with
their legislative representatives. The mood
was intense as members gathered for a general
session briefing from CPhA President Paul
Lofholm, a synopsis of the current state of
legislative affairs, a keynote address straight
from the Capitol and subsequent messages
from Political Action Committee (PAC) CoChairs, Dave Wilcox and Brian Komoto.
This program was a huge success! We set
up appointments with over 33 senators and
59 assembly members for more than 375
attendees. Kathy Lynch, Vice President of
Government Affairs and Jim Gross, CPhA’s
Lobbyist, began the day with an issues briefing on the 10% budget cuts. They were followed by keynote speaker, Assembly Member
Hector De La Torre, who was sympathetic
to the impact of the 10% Medi-Cal cut to
pharmacy, but matter-of-factly stated that
the cuts were inevitable. That notion alone
motivated members to speak with their
legistalators later in the day. PAC Co-Chairs,
Dave Wilcox and Brian Komoto followed
with an appeal to contribute to the PAC and

reiterated the significance of the PAC’s role in
the overall political process. In addition, I.R.
Patel gave an impassioned talk on the Pharmacy Defense Fund of California, presenting
CPhA with a $40,000 contribution from the
Indian Pharmacists Association. He implored
members to look to the legal fight ahead and
challenged everyone to contribute and provide
CPhA with the resources it would need to
fund the legal battle ahead.
Later the attendees dressed in their white
coats and gathered on the east steps of the
Capitol for a group picture before proceeding
to their individual legislative appointments.
Everybody regrouped at the end of the day for
a reception and de-briefing at the Hyatt.

P
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Important CPhA Events Coming Soon!
Synergy 2008 will be held at the
Hyatt Hotel in downtown Sacramento on
November 15 – 16, with the board meeting
being held on the Friday the 14th.
Outlook 2009 will take place at the
Disneyland Hotel in Anaheim, which will
be held February 19 thru 22, 2009. You
can make hotel room reservations now
at the Disneyland Hotel by calling
714-520-5005 and requesting the CPhA
room block. Convention-priced tickets
to the park will be available for purchase
later in the fall. Please check our website
for updates by logging on to: www.cpha.
com/events.

All in all, Legislative Day proved to be a
productive event which provided members
with up to-date-legislative information and
also a means for having their voices heard at
the Capitol.
Top: Members walking away after the big photo
was taken. Middle, left to right: PAC Co-Chairs,
Brian Komoto and Dave Wilcox, Touro students
Beau Robideau and John Hong. Bottom:
Attendees gather on the East steps of the Capitol
for a group shot.

Student Summit Provides
for Great Networking
By Erin Moeller
Manager
M
EEvents and
dM
Membership
b hi
he 3rd Annual CPhA Student Pharmacist and New Practitioner’s Summit was held April 25 – 27 at the
Westin, San Diego. We had a great group
of student pharmacists attend this very informative meeting, which consisted of six
workshops and several networking functions. Adrian Wong and the committee
of student pharmacists did a great job in
planning this event. Some of the programs
offered were: Business Etiquette, Leadership Development and Pharmacy Practice
Residencies. The Saturday evening networking opportunities consisted of Winetasting 101, (taught by Brian Komoto,
Larry Rolston, George Yasukate and Bob
& Julie Campbell) and was followed by a
night on the town in the Gas Lamp District of San Diego. All participants felt the
Summit was worthwhile and taught them
skills not available in the traditional pharmacy classroom.
CPhA wishes to thank all of our sponsors. Without all their generous support,
this event would not have been possible
including: Alis Fago, AmerisourceBergen,
Asereth Medical Services, El Tejon Drug
Company, Inland Empire Pharmacists Association, Kaiser Permanente, Rich Kane,
Leader Pharmacies, Professional Pharmacists Society of the San Fernando Valley,
Ralphs Pharmacy, Rite Aid Corporation,
Larry Rolston, Sacramento Valley Pharmacists Association, San Diego County
Pharmacists Association, Vons/Safeway,
Walgreens, Wal-Mart and Pharm Aid, Inc.
Thanks to the Student Support Committee Members for all of their effort
to put the 3rd Annual Student Summit
together including: Adrian Wong, Chair,
Karl Hess, New Practitioner, Jill Chang,
New Practitioner, Matthew Browne,
UCSF, Andy Chang, UCSD, Joyce Choi,
USC, Megan Chynoweth, UCSD, Kimberly De Luna, WesternU, Rayna Gordon,
UOP, Phuong Ho, USC, Gregory Hung,
USC, Jenn Lai, UCSD, Allison Lam,

T

UCSF, Gina Maeda, UOP, Kay Nguyen,
UCSD, Khanh Nguyen, USC, Yuliya Novak,
Creighton U, Jason Quan, USC, Paul Takamoto, UCSF, Marie Tran, UOP, Tam Trieu,
LLU, Conrad Bio, Advisor, Chen Chen, Advisor, Pierre Del Prato, Advisor, Day Gooch,
Advisor and Tom Maez, Advisor.

Networking opportunities abound for students
and advisors alike: Top: career roundtable; middle:
Karl Hess, Jeff Goad, Pierre Del Prato, Lynn and
Larry Rolston; right and lower left: students meet
vendors including: Conrad Bio – Rite Aid, Day
Gooch - Wal-Mart, and Mark Buckton and Isabel
Mactal – Walgreens.
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CPhA Goes to Battle for Members
and Patients Alike
n February
bruary 2008
2008, Governor Schwarzenegger declared a state of fiscal
emergency following the announcement that the State was billions of dollars in debt. The Governor proposed to
deal with the budget deficit by implementing a 10% cut across the board to
state spending. Within days, the Legislature passed this measure and the Governor signed it into law. Many groups
launched into immediate action including healthcare providers for Medi-Cal.
The cut to Medi-Cal would be so deep
that the healthcare infrastructure would
be seriously damaged and patients
would face potentially catastrophic consequences regarding access to care and
medications. CPhA formed a “budget
cuts” team to create and implement a
strategic plan to turn back this deadly decision by the Legislature. Groups formed to
lead the effort on the legal, legislative and
public relations fronts as well as a fundraising team to make sure the effort had needed
resources. Shortly thereafter, coalitions
formed, lawsuits were drafted and filed, and
the fight was on.
The Medi-Cal cut, if implemented, would
have an immediate and devastating impact
on pharmacies and patients. Little traction
was gained to reverse the cut at the Capitol by
discussing the impact on the business side of

I
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pharmacy. The feedback was that cuts
had to be made, and all state programs were
going to have to take a hit. No program would
be immune. Therefore, it was evident that
efforts had to focus the Legislature’s attention on the stories of patients. The Patients
for Access to Medicine (PAM) coalition, with
founding members, CPhA, the National Association of Chain Drug Stores (NACDS) and
the California Retailers’ Association (CRA),
was formed and quickly developed materials
to educate consumers and decision makers
about the pending cuts. Patients quickly took

aaction to sign petitions in pharmacies
tthroughout California and petitions were
bbeing delivered to the Capitol in large
qquantities. As of press time, more than
2200,000 signatures have been collected.
U
Unquestionably, the Governor and the
L
Legislature took notice.
In spite of a successful petition drive
aand widespread media attention, politiccal solutions were not progressing and
iit was clear that we could only get full
rrelief from a legal solution. In April,
tthree separate lawsuits were formulated
aand later filed. Protecting patient acccess to care was the principal cause that
uunited pharmacists, physicians, dentists,
hhospitals, emergency physicians and
oothers. The first lawsuit filed included a
ssmall group of independent pharmacy
owners, the Gray Panthers and the Independent Living Center of Southern California as
plaintiffs. In addition, CPhA become a plaintiff in a class-action lawsuit, which included
a number of large provider organizations
including the California Medical Association
(CMA), the California Dental Association
(CDA), the California Hospital Association
(CHA), etc., seeking an injunction to stop the
cut. Finally, CPhA also helped to organize
another lawsuit, naming eight independent
pharmacies as plaintiffs, seeking a temporary
restraining order. CPhA supported all of

these legal efforts with money, time, public
relations and two separate studies done by
pharmacoeconomic experts
Extraordinary actions have been taken to
fight the cut to Medi-Cal. Pharmacy throughout the State and the nation united to put
forth an unprecedented effort. CPhA has
been actively engaged every step of the way
in helping to lead, facilitate and coordinate
the effort. Additionally, the relationships with
patient advocacy organizations that were built
last year during healthcare reform negotiations really paid off.
On July 11, we received what seemed
like our first real breakthrough in this effort
when the Independent Living Center case
was granted a temporary restraining order to
stay the cut to pharmacy providers and avoid
irreparable harm. Unfortunately, the court
reversed this action five days later.
On Friday, July 25, the CMA/CPhA et
al.case was heard in state court seeking a preliminary injunction. On the following Tuesday evening, we received word that while this
court also saw irreparable harm being done,
the judge here said he didn’t have authority to
stop the cut.
On August 1, the Independent Living
Center case was back in federal court once
again seeking a preliminary injunction. The
Judge elected to roll all of the other providers
who were named in the CMA/ CPhA lawsuit
into this one. As of press time, she has not yet
made her ruling. Everyone we have talked to
says how proud they are to have been a part
of this historical fight.
We still have a rough road ahead. The
State of California is only at the beginning
of the bigger effort to reform the healthcare
system in the State. It is in the best interest
of all CPhA members, and pharmacists who
are not yet members to develop a relationship with their specific legislators in order to

help shape their opinion, and more importantly, their vote on these important issues in the
coming months and years. One lesson that has
become quite clear in the fight to stave off the
Medi-Cal cut is that the organizations whose
members actively engage in dialogue with
their legislators generate the best results.
One member’s feedback at the onset of the
cut characterized the sentiments of all:
“In just the first two hours of business today we
lost $200 on four prescriptions at one store. We love
our patients and have served them for over 21 years,
many of them are HIV patients and have relied on
us, and our expert staff during the entire time of

their diagnosis. We know them, their doctors, their
families and friends (including their four-legged
companions). We continue to pray and give as we
can to find a cure, a vaccine, a miracle to stop these
disease states, but we are only able to hold on long
enough to see if the lawsuits or injunctions, etc. go
in our favor and stop this madness. We will have to
inform our patients that we will have to stop taking
all Medi-Cal in the next month if this decision is
not reversed. I cannot describe how much this pains
me and my staff, it has been like a bad dream that
you just want to wake up from.”
Ruth Tittle CEO
Capitol Drugs, Inc.

Top: Signage developed by the Patients for
Access to Medicine (PAM) coalition posted
in Pucci’s Pharmacy in Sacramento. Bottom, left
to right: Lynn Rolston prepares to speak at the
June press conference on the South steps of the
Capitol, Lynn at the Podium, Onallee ElsberryCrabtree, Representative from Californians for
Patient Care, Rusty Selix, Executive Director,
Mental Health Association in California, Ernie
Powell, Associate State Director, AARP and
Patient Advocate, Sheila Parisena.
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Calling All Achievers!
he Annual CPhA Awards ceremony, held each year at Outlook,
has become a highlight of the
annual meeting and an inspiration for
all. A long-standing tradition, dating
back to the 1950s, when the first “Pharmacist of the Year” award was presented, many awards have been added to the
list of honors. Today’s awards include:
Pharmacist of the Year, Innovative
Pharmacist of the Year, Bowl of Hygeia,
Distinguished New Practitioner,
Pharmacy Student of the Year, Technician of the Year, Chapter of Excellence,
Hall of Fame, #1 Club Recruiter, Fellows and Lifetime members. Not only
are pharmacists honored for their work
in the field of pharmacy, but also for

T
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their contributions to the community
and their mentorship to others

Nominate Today!
If you have a colleague in mind,
who you feel is a good candidate for
recognition, visit the CPhA website at
www.cpha.com to learn more about
the nomination process and to download the forms you will need to submit.
The process is simple and worth the
time it takes to nominate a deserving colleague. When completed, the
nomination packet can be emailed to
Theresa Andrews at tandrews@cpha.
com. Be advised that the nominator is
responsible for gathering and submitting all requested information.

INSUR A NCE NEWS

More Opportunities,
More Responsibilities, More Risk
s a pharmacist, you’ve devoted years
to study and training. Your skills
and experience are constantly being
tested…with stressful conditions, and difficult patients or clients. How you respond
can determine your professional reputation
and your future.
Under such circumstances, it’s too easy
for something to go wrong. A malpractice
suit or a charge of negligence—justified or
not—could mean the end of your career.
That’s why we strongly urge that you have
the proper Professional Liability protection.

A

Protection You Can Count On,
Now and in the Future
As a pharmacist, this policy protects you
in the event of an error or omission in the
practice of pharmacy for all procedures approved by the California Board of Pharmacy
as long as you have received the proper
training and/or certification required and
you are acting within the scope of practice.
And, because our plan uses an “occurrence
form” policy, you are covered for designated
professional services performed during the
term of the insurance certificate…no matter
when the suit or claim is made. You have
this protection for any claims resulting from
covered services you performed while the
insurance certificate was in force.

Employer Provided Coverage
Is Limited
You can’t rely solely on the liability protection provided by your employer. Without
your own personal liability protection, you
could end up paying all attorney fees, court
costs and loss of wages out of your own
pocket because…
• There may be gaps in your employer’s
policy.
• A suit may be filed after you have terminated employment.
• Most employer-provided coverage does
not cover you for actions that take place
outside the workplace.
• With employer-provided coverage, you
have to share your coverage with your
14 CALIFORNIA PHARMACIST Summer 2008

co-workers, your employer and the entity.
• A consolidated defense for an employer
usually represents the interest of the employer, not you.
This protection is yours alone—it is not
shared among your co-workers or with your
employer. A qualified “consent to settle”
clause enables you to make the final decision
in settling your claims.
And, it protects you if someone you supervise, and for whom you are legally liable, is
named in a suit.

Now You Know How You Can Protect
Yourself – 24/7
The CPhA Professional Liability program
is specifically tailored to fit the diverse needs
of pharmacists. And it covers you 24 hours
a day, not just when you are at your normal
place of employment.

Our Professional Staff
Will Answer Your Questions
If you have any questions, please call
Marsh at 888-926-CPhA. One of our knowledgeable Client Service Representatives will
be happy to assist you.

Marsh Representatives
Thanks to our partners at Marsh for
their continued support.
Roy Lyons
Sam Baxter
Kimberly Brame
Liz Fogle
George King
Roger Viernes

CPhA Insurance Committee
Gary Thomas, Chair
Gary Basrai
Frank Cable
Robert Duey
Kathy Hillblom
Rich Kane
Ken Ross
Wayne Woods

E l
Employment
tP
Practices
ti
Liability Insurance
Lower Rates in 2008!
If you’ve been considering protecting your
practice with Employment Practices Liability
Insurance, wait no longer. Premiums have
been reduced significantly for members. And
with a special First-Time Buyers Program,
applying is easier than ever! Many members
think they have coverage elsewhere through
their Workers’ Compensation or Business
Owners policies for wrongful termination,
harassment and discrimination claims by
employees or patients (third party). However,
most policies exclude coverage completely or
provide only limited coverage (a contribution
to defense costs).
For example, a Sacramento-based pharmacy with five full-time employees can purchase
limits of $1 million for only $750 per year.
And as a first-time buyer, you would only
need to complete a short form application.
The CPhA sponsored EPLI program provides important preventive tools for you to
use as well, to make sure you and your staff
are properly trained to prevent these types
of claims. You also have access to labor attorneys to discuss potential problem areas.

Highlights Include
• Special First-Time Buyers Program
• Coverage for defense costs and judgments
• Web-based risk management training for
members, supervisors and employees
• An 800 number for access to labor
attorneys
• Limits of $250,000, $500,000 or
$1,000,000
• $2,500 per claim retention ($5,000 in
Los Angeles County)
• Low minimum premium beginning at
$750 annually ($1,000 in Los Angeles
County)
If you have questions or would like
more information about EPLI, including
a premium indication, please call a Marsh
Client Service Representative at 888-926CPhA. Ask about the special “First-Time
Buyers” program.

If you were named
in a malpractice lawsuit today,
are you protected?
... even if you have employer coverage, you may not be fully protected.

I

n today’s litigious climate, whether you’re
self-employed or work for someone else,
you can’t afford to leave your assets and
your reputation to chance.

your business if you (or one of your employees)
are named in a Professional Liability lawsuit.

Guilty or not, if you’re named in a Professional
Liability lawsuit, it can cost you thousands of
dollars to clear your good name. And, without
your own insurance coverage, you may have
to pay for it out of your personal assets.

G )159.A>?191:@;2121:?1;?@?
before those who regulate your
license
G 1<;?5@5;:D<1:?1)159.A>?191:@
G $;?@,-31?-?->1?A8@;2-
covered claim
G $13-8*1@@8191:@?

Why risk everything you’ve worked for when
you can get the protection you need (up to $2
million per incident/$4 million annual aggregate) for as little as $177.00 a year!*
As a member of the California Pharmacists
Association, you can apply for the Professional
Liability Insurance Plan. It’s an easy solution
that protects you as an employed individual,
or if you are self-employed, it will protect
*<;:?;>10.E

And, it provides the comprehensive protection
you need, including ...

;:@>5?7E;A>25:-:/5-8?1/A>5@E-:;@41>0-E
when an affordable solution is just minutes
away.
If you have any questions or would like more
information, please call Marsh Affinity Group
*1>B5/1?-@800-775-2020. 851:@*1>B5/1
)1<>1?1:@-@5B1C588.14-<<E@;-??5?@E;A

Underwritten by:

Chicago Insurance
Company, one of the
Fireman’s Fund Insurance
Companies®

Administered by:

225:5@E >;A<*1>B5/1?

* For an employed pharmacist in most states. All coverages are subject to the terms and conditions of the policy.

H*1-.A>E*95@4":?A>-:/1(>;3>-9%-:-3191:@G$5/1:?1G 
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Marsh is part of the family of MMC companies, including Kroll, Guy Carpenter, Putnam Investments, Mercer Human )1?;A>/1Consulting (includ5:3%1>/1>!1-8@41:125@? %1>/1>!)*1>B5/1? %1>/1>":B1?@91:@;:?A8@5:3 -:0%1>/1> 8;.-8":B1?@91:@? -:0%1>/1>?<1/5-8@y con?A8@5:3.A?5:1??1?5:/8A05:3%1>/1>%-:-3191:@;:?A8@5:3 %1>/1>'85B1>,E9-: %1>/1>18@-'>3-:5F-@5;:-8;:?A8@5:3 &)/;:omic
Consulting, and Lippincott Mercer).
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Managed Care

Problems and Perspectives for Pharmacy
by Craig Stern, Pharm. D., MBA

ealthcare across the globe
is undergoing a fundamental change. This change
is driven by three major factors:
globalism, consumerism, and
information-“ism”. Globalism is
driving competition based on the
promotion of comparable options,
or improved quality at a reduced
cost. Consumerism is placing the
individual, whether healthy or
sick, at the center of the system.
Consumer desires, needs, and
decisions are changing the basis
of medical decisions from topdown to value-driven, bottom-up.
Information-ism is creating a
marketplace of data and ideas to
drive competition for quality enhancement and cost reduction.
We live in an environment
of managed care. Managed care
health plans that were originally
motivated by cost cutting and
provider oversight, have morphed
in a large part to an emphasis
on process and outcomes. As a
result, managed care tools (e.g.,
drug utilization review, formularies, step therapy, quantity limits,
etc) have been incorporated into all phases
of the healthcare system including Medicare
Part D as well as most other public and private group health insurance. Even special
insurance products such as Workers’ Compensation have incorporated elements of the
managed care tools into their products.
The major limitation in the deployment of
managed care tools in all insurance products
has been the lack of appreciable impact on
prevention and prophylaxis of disease. In
this case, the patient is a major player and
must take a significant role in their own care.
The failure of the healthcare system to stem
the increase in the prevalence of obesity,

In a separate article, Dr.
H
Howe also addresses what health
pplans expect of pharmacists.
O
Our goal is to provide informattion that will allow pharmacists
tto be more informed of payer
eexpectations.
A specific example of manaaged Medicare is discussed in
tthe Uptown Pharmacy business
m
model, where we present a speccific example of an ambulatory
ppharmacy practicing MTM.
Ensuring that healthcare
pprofessionals make decisions
bbased on objective evidence is
tthe rationale for Sheri Strite’s artticle explaining how to interpret
oour Evidence-Based Medicine
(EBM) reviews.

H
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A Exhaustive EBM Review
An
oof the CATIE Trial

widespread life style changes, and to make a
major impact on smoking cessation has contributed to the lack of progress in prevention
of disease. On the positive front, increases in
immunization rates and drug therapy options
have improved survival in cardiac disease, cancer, AIDS and other chronic diseases.
In this issue of California Pharmacist, we
address the above topics from several different perspectives.
The drive to a competitive healthcare marketplace is addressed by Roger Howe, MD.
Our goal is to provide a broad overview so
that pharmacists will understand their role in
the context of the marketplace.

The CE article which covers
PBM issues from the perspective
P
oof how companies decide when
aand when not, to use them.
The Editorial Review Committee is excited to present this
m
Managed Care issue. The topics
M
discussed are at the core of the vision of
the California Pharmacist Journal; namely, the
customer/patient is the driver, and as pharmacy providers, it is imperative that we understand what they want and how to deliver
patient satisfaction, piece of mind, and solutions to their medication and cost issues.
About the Author:
Craig Stern, Pharm. D., MBA is President of
ProPharma Pharmaceutical Consultants, Inc. in
Northridge and currently serves as CPhA’s Editorial Review Committee Chairperson. Dr. Stern has
nothing to disclose in terms of speaker’s bureau’s,
significant stock holdings or any biases.
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Healthcare Reform

Why Is It So Difﬁcult?
by Roger K Howe, MD, MMM

In fact, we spend more than twice as many
dollar-equivalents on medical care as all but
twelve other countries, and we are dead last
among the industrialized nations in life expectancy.

fter a hiatus of several years, healthcare reform is now back in the headlines and in the campaign speeches
of aspiring politicians. Given the number of
people talking and writing about it, it must
be an important and popular topic. But
much like the weather, it seems that we have
lots of people talking about it, while no one
seems to be doing much about it.

A

What is the Problem?
That depends upon your point of view.
The societal problem is a combination of
the fact that so many people are without
medical coverage and that healthcare costs
so much. The two are clearly linked. The
more medical coverage costs, the fewer people who will choose to afford it. “Choose”
is the correct word – while many people are
uninsured because they cannot afford it, a
large number who can afford it are also uninsured because they have calculated their
risk and they figure that the risk of needing medical coverage is not high enough
to justify paying for it. Further, they would
rather have the money available to pay for
something else – whether it is food, housing, cigarettes, fine cigars, beer or fine wine
is not important.
The tussle between the twin problems
of rising cost and rising lack of coverage is
not the extent of the problem. The American healthcare system fails to deliver on

its promises to many of its citizens. Studies
show remarkable geographic variations in
patterns of care that cannot be justified on
any demographic basis.1 The Institute of
Medicine 2 announced almost a decade ago
that 40,000 to 80,000 Americans die each
year from medical misadventures in hospitals – and there is scant evidence to indicate
that the number has changed substantially.
The Institute for Healthcare Improvement
(IHI)3 challenged American hospitals to
institute six changes in hospital operations
to assure appropriate care to avoid deterioration and death. The IHI promised that if
half of American hospitals would participate,
100,000 lives (not the same ones pointed
to in the IOM study) could be saved. After
a year, they concluded that over 120,000
lives were saved. If medical neglect and
caregiver errors kill 160,000 to 200,000 patients a year, the healthcare system itself is
the third or fourth leading cause of death in
this country. This is hardly a distinction we
should treasure.
The people of the United States spend
more than any other country in the world
on healthcare – on a per capita basis and
on a percent of gross domestic product
basis. In fact, we spend more than twice as
many dollar-equivalents on medical care as
all but twelve other countries, and we are
dead last among the industrialized nations
in life expectancy. 4

Patients complain that physicians are
not available, and when they are available,
they seem cold, preoccupied and unconcerned. Hospitals seem more concerned
about taking care of the paperwork than of
the patient. Physicians complain that professional liability insurance costs too much and
the fear of lawsuit plagues them in their daily
work. Insurance companies complain that
doctors are wasting resources at an unprecedented rate. Payers are plagued by fraud,
which wastes another 10-20% of healthcare
dollars. Physicians and hospitals both declare
that Medicare and other payors are not paying
them enough for the services they render.

What Have We Tried?
If the central issue appears to be that
too many Americans do not have coverage
for medical care, then we should look
to the payment system in defining the problem and seeking solutions. Interestingly,
coverage for healthcare services in the
United States is not handled in one single
way. Payment mechanisms range from the
Veterans Administration through Medicare
and Medicaid to private insurance, which
comes in flavors including the KaiserPermanente model, the network-model
HMO, POS and PPO plans, group and individual plans, and now, the high deductible
health plan with a health savings account.
Many people do not realize that many US
employers are self-insured, which is to say
that they accept all the risk of the cost of
healthcare for their employees and hire
an “insurance company” only to act as a
claims processor.
I will not discuss each coverage mechanism in detail, but will point to facets
of each that influence the attitude and
expectation of the payer and the insured
under each:
• Medicare Part A (hospital services) covers
essentially everyone over age 65. Medicare
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The role of “Third Party Administrator (TPA)” – provider
of “Administrative Services Only (ASO)” – is a complex
one, and occurs at different levels in the process.

•

•

•

•

•

•

•

•

Part B (outpatient) and Part D (prescription) are optional, but are accessed
by many on payment of money to
the system.
Medicaid has age, income and asset
requirements for eligibility, but covers
from the first dollar of cost.
The Veterans’ Administration system is
government owned and operated – so it
is not “insurance” so much as it is a provider system to which some people have
access by virtue of being veterans.
The Kaiser-Permanente model has
typically included both the financing
mechanism (the insurance company)
and the delivery mechanism (hospitals,
physicians, pharmacy, etc.) under a single
economic roof.
The classic HMO model pays physicians
capitation – a fixed amount per member
per month – and expects them to
manage the health and health care of
their assigned patients. This model is
virtually gone.
The POS (Point of Service) plan is a
modification of the HMO model to permit patients to see out-of-network providers, though at higher personal cost.
Generally, POS plans pay physicians on
a fee-for-service basis.
The PPO (Preferred Provider Organization) plan is an outgrowth of classic
indemnity health insurance, designed to
restrict access to a limited network in
order to reduce cost.
The High Deductible Health Plan
(HDHP) with Health Savings Account
(HSA) allows pre-tax treatment of
money put aside to cover healthcare
expenses for the individual, but places
the individual at risk for expenses up
to the deductible.
The role of “Third Party Administrator
(TPA)” – provider of “Administrative
Services Only (ASO)” – is a complex
one, and occurs at different levels in
the process. Large companies such as
Ford Motor Company or Wal-Mart may
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choose to “self-insure” – to keep the
financial risk of medical coverage to
themselves – but to hire an external
company to administer the plan. The
TPA is paid for providing ASO services
and bears no financial risk related to
the medical care costs of the covered
population. The TPA may be called
upon merely to pay claims, or to administer care management programs as
well. Frequently, a TPA provides a provider network contracted at a particular
pricing structure. Administration of
preauthorization and other “managed
care” programs are also possible roles
for a TPA. The TPA may not be responsible for the entire spectrum of
care – in fact it is common for such
functions as mental health and substance abuse, disease management and
pharmacy benefits to be contracted or
sub-contracted to TPA companies. The
typical role of a Pharmacy Benefit Manager company is to provide administrative services only.
Central to the issue of coverage is the
issue of cost. As long as the cost of coverage is either not affordable or appears to
be a bad investment, we will continue to
have people who are not covered. If we
control cost, we will decrease the number of
Americans who are uninsured. This raises
the question of rationing and quality – if we
control cost, will we not be interfering with
quality care? The evidence suggests that
the quality of our healthcare system is bad
enough already – we really don’t want to
make it worse.
None of the financing mechanisms described above necessarily entails any emphasis on controlling cost or improving quality.
Other mechanisms have been sought for
doing this. None have been particularly successful, but all have made the system more
complex. Some are aimed at preventing
insurance companies from pocketing excessive profits at the expense of their insured
populations; others are aimed at improving

the quality of preventive or other services.
The following is a robust sample of them:
• The Employee Retirement Income Security Act (ERISA) is a federal law containing a number of rules and exemptions
affecting medical coverage offered by
employers. One of the more important
provisions of ERISA is that it exempts
certain classes of medical coverage from
State Government oversight. This is
especially important to companies that
are offering coverage in multiple states
because they have problems complying
with state laws which may conflict from
one state to the next. ERISA establishes
baseline rules for coverage for such
multi-state plans. It also covers employers who choose to self-insure; one of the
advantages accepting the direct risk for
the cost of health care is exemption from
oversight by the State Department of
Insurance.
• State Departments of Insurance (DOI)
have the job of regulating medical coverage that is not exempted by ERISA. The
state legislatures pass laws mandating
certain coverages and the DOI must
enforce those mandates in reviewing and
approving all medical coverage offerings
in the state. We often feel that the insurance companies can offer whatever they
want but they cannot; every policy and
all of its provisions must be approved by
the DOI. Sometimes that review is not
exhaustive and companies are left with a
certain degree of latitude by the approval
– but this varies from state to state. The
exact contents and tiering of medications
in the prescription drug formulary is
relatively unregulated in some states and
highly regulated in others. The job of the
DOI is to assure the public that insurance offerings confer some benefit to the
subscriber and are in compliance with
state law.
• The NCQA5 (and its Healthcare Employer Data Information Set (HEDIS)
measures) assesses quality. Originally

Healthcare Reform: Why is it so difﬁcult? (cont.)

applied only to HMO plans, the NCQA
began in an era when the typical HMO
was a tightly organized system. The idea
was that by assessing function of the
HMO at the highest level they would get
an idea of the quality of care delivered to
members. The initial quality standards
were such things as pap smears, mammograms, prostate checks, cholesterol
tests, etc. The survey for HEDIS is
partly based on insurance claims and
partly based on medical record review.
NCQA certification goes beyond the
HEDIS measures to review the internal
functions of the HMO itself – especially
quality control and quality improvement
efforts, and attention to complaints from
members. Originally, this assessment
applied to HMO companies only; many
major insurers never qualified for consideration. So NCQA could tell us about
quality in the HMO industry, but no
comparison was available to anyone else.
Another problem is the assumption that
the health plan controls the performance
of the physicians. In some organizations
this was clearly the case, but in most
HMO arrangements, the physicians are
independent contractors and the level of
control by the HMO is minimal.
• HMO-specific regulations have been
passed by many states. Some prevent
HMO organizations from restricting
their physician and hospital selections.
Others protect providers from the actuarial risk imposed by accepting a capitation payment that puts more than their
own services at risk. Insurance regulators
are generally quite strict in limiting the
ability of an HMO to hold a member in
network to receive inferior care, especially when it is for a critical condition.
There is significant reason at this point
to question whether the original business
model for the HMO is any longer legal,
much less marketable. Since the “managed competition” proposal of President
Clinton was based on that classic HMO

•

•

•

•

business model, it seems clear that
resurrecting the Clinton proposal will
no longer be a viable solution to the
healthcare crisis.
The URAC6 accredits more than Utilization Review. It inspects and accredits
organizations for specific aspects of
doing business as fiscal intermediaries.
Activities accredited include utilization
management, case management, disease
management, customer service and
claims payment. URAC certifies company operations for quality based on a
review of the processes employed.
The Institute of Medicine (IOM)7 is a
US Department of Health and Human
Services-sponsored organization whose
commentaries on healthcare are now legend. The IOM has published on the sad
state of healthcare and on what must be
done to fix it. However, having a knowledgeable opinion is no guarantee that
anyone will follow your suggestions.
The Institute for Healthcare Improvement (IHI)8 is a private organization that
has been sponsoring quality improvement projects and activities for decades.
IHI finally “busted out” several years
ago with a series of concrete proposals
to improve hospital care and save patient lives. IHI challenged hospitals to
sign on. The well publicized campaign
aroused significant public interest and industry response. The IHI later estimated
that it had exceeded its own ambitious
program of saving 100,000 lives a year.
The IHI continues on an ambitious
pathway to improving the delivery of
healthcare services.
Dartmouth Atlas9 began sponsoring
research in the 1970s on “local area
variations” in healthcare delivery. They
noted that the rate at which certain surgical procedures were done varied from
community to community in patterns
that did not reflect any underlying
difference in demographics. They have
now documented huge differences in

hhealthcare
lh
i delivery,
d li
ff i
service
affecting
both cost and outcomes, from one
community to another. Recent followup studies after 20 years of publishing
data indicate that there have been few
changes in spite of this work being
widely published. There are two
messages here: first – that quality is
highly variable from community to
community and from disease to disease
in the same community; second – that
the precept that “if you just give doctors
the data they will change” is wrong.
• Network Contracting is a method
used by payers to select physicians,
hospitals and other providers based on
quality and/or cost. At the request of
physicians and patients, many states
have now passed “any willing provider”
laws which restrain the ability of the
payer to keep providers out of their
networks; the exclusive network is becoming a thing of the past. A contracted
network provides the payer with a
stable cost base – a fee schedule is specified with the contract so payments
do not fluctuate at the whim of the provider. Insurers take risk for the cost of
care based on a fixed income (premium)
over a prolonged period. A predictable
cost structure allows the insurer to
assure solvency with narrower projected
margins (lower premiums). Contracting
efforts seek not only predictable prices
but also low prices. An insurer can
go out of business in several ways.
One is by having unpredictable costs
that run up and result in bankruptcy.
Another is by paying providers too
much. High cost of care must be built
into the premium structure. When
the company’s premiums are higher
than the competition, no one will buy
their insurance.
• Utilization Management (UM) is another technique used to keep costs down
by limiting utilization. The idea behind
UM is to require that some procedures
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Cost-sharing techniques are used for several reasons.
One is to educate and sensitize the patient to the fact
that care costs money.
be subjected to review for medical appropriateness before they are covered
for payment. This is a hassle not only
for the provider but also for the company that has to manage the process.
For this reason, it is generally used in
a limited way only for services of particular interest. The result should be a
reduction in the unnecessary use of the
procedure without a reduction in the
necessary use. Clearly, it does not always
work out that way, but that is the goal.
A variation on preauthorization used
in pharmacy is called “step therapy.”
A perfect example of the appropriate
use of step therapy is ACE inhibitors,
ARBs and Tekturna. Overall, there is
no proven therapeutic advantage to the
use of ARBs or Tekturna compared to
ACEs. However, ACE inhibitors come
in many relatively inexpensive generic
varieties, while ARBs and Tekturna are
dominated by much more expensive
brand-name agents. A step therapy program would require that a patient try
an ACE first and progress to an ARB
only if the ACE is either ineffective or
not tolerated. The patient would progress to Tekturna only if the ARB were
ineffective or not tolerated. This should
not prevent any patient who needs an
ARB or Tekturna from having it, but it
will ensure that the marketplace does
not shift completely to Tekturna when
most patients would do well on an
ACE inhibitor.
• Case Management (CM) is another
“managed care” tool to improve the
cost and quality of care. The goal in
CM is to match the patient and the
patient’s particular needs with services
and providers that are covered and
can be facilitated by the payer. Sometimes this means moving people from
a nursing home environment they don’t
need into a home environment with
home care services – at less cost to
the payer and greater satisfaction for
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the patient. Sometimes it means making
arrangements for the patient to receive
what might otherwise not be a covered
service if that service mitigates other
costs. The application of CM is focused
and specific – and therefore expensive.
The results can be dramatic. For example,
we know that if a patient starts on treatment for Hepatitis C and drops out, it will
not only not have worked, but when the
patient starts again, that partial treatment
doesn’t even count toward what must be
taken in the second try. The role of the
case manager is to help the patient stay
on treatment by soliciting early confession of side effects, helping the patient to
cope with them and offering encouragement and a vision of the post-treatment
world. The plan saves money if the patient completes the course of treatment
the first time out, rather than after two
or three tries, and the patient benefits by
having had a better treatment with a better outcome.
• Disease Management (DM)8 is a care
management tool. It is based in the idea
that if we can identify people early in the
course of a chronic disease and teach
them to take good care of themselves,
they will stay healthier longer. This is
good for the patient and saves the plan
money. Claims screening is used to detect
people who are early in various chronic
diseases and people with more advanced
disease who can benefit from coaching in
self-management. There are good studies
showing a positive financial rate of return
in the first year in diabetes disease management programs, and in 1-3 years for
programs with congestive heart failure,
asthma and coronary artery disease.
• Member participation in payment reduces
plan cost by shifting cost to the patient.
It may also influence the amount and
choice of care received. Cost sharing
manifests as co-payments, deductibles
and coinsurance.
• Co-payment: a fixed payment made by

the patient based on a type of service
rendered, e.g.: the three-tier co-payment
system for prescription medications.
• Deductible: an amount the patient must
pay toward medical care before any service becomes eligible for coverage.
• Coinsurance: a proportional payment to
be made by the patient – typically 20% to
40% of the contracted price.
Cost-sharing techniques are used for
several reasons. One is to educate and sensitize the patient to the fact that care costs
money; if the patient has to pay, the patient
may think twice before seeking unnecessary
care. The second reason is that shifting more
low-end cost to the member lowers the cost
of the insurance product. Costs at the high
end are individually unpredictable and relatively rare so they can be spread widely in an
insured population (which is what insurance
is all about). Costs at the low end are highly
predictable, very densely distributed and
must be charged in premium to everyone; so
there is little consumer advantage in buying a
lower deductible policy because the increase
in premium will make up for the reduction in
deductible risk.
• Another reason why deductibles and
coinsurance are being used more in
prescription drug plans is that it seems
unreasonable for someone to be a
high-end drug user (like a user of growth hormone or a tnf inhibitor for rheumatoid arthritis), running up costs that
are in the top 5-10% of all members,
without having paid their deductible
on the way. One idea about cost sharing is
that by the time anyone reaches $10,000
in medical expenses, they should have
spent their $1000 out of pocket maximum. Without applying deductible and
coinsurance to expensive medications, a
patient could get to $40,000 per year in
medication costs and only have paid a few
office co-payments and 12 medication
co-payments (a total of less than $250 out
of pocket) during the whole year.
Each intervention discussed has a logic

Healthcare
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associated with it, and each works to some
extent. Yet all of these have been around for
over a decade, and the cost continues to go
up and quality is not substantially improving.

Why Is It So Difﬁcult?
This is a reasonable question, though
the answer should be obvious from the
long lists of complaints and remedies listed
above. There are too many problems. What
is our history? We simplify. We divide
the problems into neat categories and we
approach them one at a time. First we will
deal with getting everyone covered, then we
will deal with escalating cost, then we will
deal with quality issues. The problem is that

this doesn’t work. 10 If it had, cost containment and quality efforts would have made
much more difference than they have long
before now.
One commentator in the last decade11
has gone so far as to declare that the healthcare system is a non-system – implying that
it is a random hodge-podge of separate
pieces which do not effectively relate to
one another at any level. This is an interesting, if erroneous analysis. Healthcare
is a system. In fact, it fits the definition of
system as defined by systems theory rather
well. 12 It is a complex interaction among
elements which would appear to be quite
independent but which function together.

The system builds,
bu i lds, maintai
maintains
i ns and repairs
itself, as if a ppl
lan for its des
sigg n is built into
plan
design
the elements ooff the system.. E
Examples
xamples of a
system? Try the human body
dy as an example
– it is certainly self-creatingg (once syngamy
has occurred, all the rest off tthe
he world does
is provide physical and mental
ment
ntal nourishment – the body makes itself out of the
components offered). It is self-organizing
and self-repairing. But the human body is
too complex to make a good example from
which to create analogies.
Instead, let us talk about a school of
fish. Computer simulations have been done
(though I cannot give the references); it is
possible to program a large number of enti-
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The bottom line is that crises do not build good long term
solutions. I think we have a lot to lose if we do not act before
the crisis – and I suspect the crisis is not that far into the future.
ties to behave exactly as a school of fish
would. I imagine that three rules would
probably do the trick:
1. Get as close to the middle of the mass
of “fish” as you can.
2. Stay at least 2.5 centimeters from anything you encounter, including other
“fish” and immovable objects.
3. Swim at 2 kilometers per hour.
I suggest that if you pour 1000 entities with those instructions into a suitable volume of space, you will soon have
something that looks and behaves just like
a school of fish. And I think you can probably imagine that as well.
Systems Theory tells us that many
complex systems are sustained by relatively
simple rule sets just like the one above. Of
course, we are human beings and are much
more complex than fish; and healthcare
is a much more complex system than a
school of fish. But there are rules – rules
of behavior, relationship and motivation
– within each and every one of us, that
tend to keep the system going just as it is.
I don’t believe anyone knows exactly what
the rules are, but whenever I hear someone
talking about the “culture” at a particular
hospital or in a particular medical group,
I get suspicious that I am being treated to
some of the rules.
Systems Theory is also pretty clear
about what you have to do to change a
system. And it isn’t easy. Because, so long
as the underlying rules continue intact, the
system will tend to re-form itself again, as
closely as possible to what it was before,
regardless of what is done to it. Which is
why the progress of healthcare toward our
current mess has been so inexorable over
the last 60 years or so.

What Happens If We Ignore
Systems Theory?
If we continue to ignore the lessons of
Systems Theory, we continue on the path
we are already on. This path leads to higher
and higher expenditures for healthcare,
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an increasing population of uninsured
people, worsening quality, the disappearance
of the primary care physician (which will
further increase cost and reduce quality –
for which there is good evidence in the literature) and a worsening spiral of effects that
will build into a genuine crisis. At the moment of crisis, someone will step in to solve
the problem.
But who will that person be? Will they
know what they are doing? Will they condemn all hospitals, physician offices and
pharmacies and turn the whole system
into a much larger version of the Veterans’
Administration Health System (and make
practice outside of the system illegal)? One
is reminded of the Shakespearean character
(Dick the Butcher in Henry VI) who would
solve the world’s problems by “first we must
kill all the lawyers.”
The bottom line is that crises do not
build good long term solutions. I think we
have a lot to lose if we do not act before the
crisis – and I suspect the crisis is not that far
into the future.

How Do We Use Systems Theory?
I have two suggestions:
1. Reform will only be possible if we confront the large issues – cost, quality,
uniform care and uniform coverage – all
at once with the idea that our task is to
rebuild the system from the ground up.
Just trying to fix one aspect of the system
is certainly doomed to failure – or at least
to subversion. If we start to build a whole
new system – which may or may not look
like what we currently have – then we have
the opportunity to change working relationships that are currently dysfunctional,
to redesign work descriptions and roles,
and to make a framework within which the
behavior driving the current system is no
longer possible. One implication of this approach is the need to agree as a society on
what we would like our healthcare system
to be and to do for us. If we are not clear
about what we expect, it will be hard to

build a system that will be supported by
the society as a whole.
2. We must figure out what drives us –
what internal rules we follow that push
us to support such a dysfunctional
system, and we must find ways to sublimate those rules in some other way. I
don’t think we can change human nature, but there is evidence from other
countries that the healthcare system
does not have to be like ours. If one of
our rules is “make the most money we
can” then we need to figure out how to
make that rule drive high-quality,
high-efficiency care.
Frankly, I think it can be done.13 I
think we can tackle the whole list of
problems and arrange to solve them all.
The problem is that the solutions will not
make very many people ecstatically happy, and will make most people angry or
feel as though they have lost something
of value. Patients may have to give up
free choice of physician. Physicians may
have to give up some of their personal
income and/or some of their autonomy.
Plaintiff attorneys may have to give up
the ability to sue physicians. Hospitals
may have to give up some of their independence and autonomy. Exactly what
do I see coming? The future is too hazy
for that kind of prediction. However, if
we decide what is important about health
care – important enough to be willing to
give up something for it – then I think
we can preserve that.
For me, the thing that is most important about health care is that it is a set of
services provided to people by people.
And that the word “care” is in there on
purpose. I am convinced that the single
most powerful treatment tool available
for any human illness is the physicianpatient relationship. Wonders flow from
the love and caring of a good physician
for a patient, and from the caring that is
reciprocated. We are currently in danger
of losing that relationship in the midst

Healthcare Reform:
m: Why is it so difﬁcult? (cont.)
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of all the other things going on in health
care these days. I think it is worth fighting
to preserve.
I hope I am not alone.
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A Medical Director Looks at
Pharmacists and the
Prescription Drug Benefit
by Roger K Howe, MD, MMM

n the context of rapidly rising per capita
pharmaceutical cost and the resulting
increasing interest of payers in controlling that cost, we may be ready to start a
dialog between pharmacists and health
plan medical directors about our goals and
needs and how we can work better together.
In the past, prescription drugs have been
such a small proportion of the overall cost
of health care that many health plans just
didn’t care to pay attention. That is less and
less the case as the cost of medications rises
faster than the overall cost of healthcare.

I

A Quick Review of the History of the
Prescription Drug Beneﬁt
The place to start is with the history – how
we got here. The prominence of the Prescription Drug Benefit flows from the confluence
of several trends.
The first trend is managed care, starting
with the discontinuity of the HMO movement in the 1980s. The HMO made an abrupt
jump to a tightly controlled but all inclusive
style of coverage for health care. While many
aspects of the tight control are now gone, the
cost savings resulting from the tight control
have become a goal, driving many aspects of
the payer industry and the medical coverage
products on the market.
The second trend also has its legacy in
the HMO movement – for the first
time coverage included
prescription drugs as a
standard provision.

This was a recognition that a commitment
to advocating for optimal health must include a commitment to support the cost
of medications. This made payment available for high priced medications that most
people would not have bought on their own.
Both the current proliferation of medications and the escalation of their cost are
direct results. We now have medications at
great cost that produce dramatic improvements in people whose diseases were untreatable or poorly responsive in the past.
The cost of prescription drugs is now rising
faster than the overall cost of healthcare.
The third trend is the continued,
untamed increase in the overall cost of
health care.
As a result these trends, the health insurance industry is more and more forcefully
seeking ways to control the cost of the Prescription Drug Benefit.

What Constraints Limit Prescription
Drug Beneﬁt Plan Design?
Many constraints are placed on the
health plan in designing a Prescription Drug
Benefit. These constraints vary from strictly
contractual to legal and regulatory requirements. I will touch on a sample of them.
Legal and regulatory constraints start
with the state legislature and Congress,
where laws have been passed to require
health plans to cover certain medications
or classes of medications. In Arkansas, for
instance, a law was recently enacted requiring all pharmacy benefit plans to include
contraceptive medications. In addition,
benefit plans that are subject to state government authority require review by the
Department of Insurance (DOI) before they
can be marketed.
What the DOI approves is a contractual
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statement of benefits, which the law requires
us to deliver to each member. That contract
may be liberalized during the course of its
life (usually a year) but cannot be further restricted. The courts have held that where the
contract is ambiguous or silent, the doubt
will always rule in favor of the beneficiary.
As a result the contracts always contain a lot
of legal language attempting to foresee any
possible change during the year.
The most important constraint is that
the plan does not write just prescription
coverage – the coverage is for all medical
expenses. This means that the consideration
of the overall health expenditure effect of
the use of a medication is very important to
the plan. Clearly, for example, if a diabetic
member fails to take insulin and ends up in
the hospital emergency room twice a month,
that is a lot more expensive than paying for
the insulin. On the other hand, taking a
decongestant for a cold probably has no effect on other medical resource use.
These considerations are well expressed
in the quality and performance measures
that are used to judge health plans. The
HEDIS (Health Employer Data Information Set) includes a number that measures
the use of medications in the treatment of
members with medical conditions – sometimes in a positive way (use of beta blockers
after MI) and sometimes in a negative way
(non-use of antibiotics in viral URI). Many
plans are accredited by URAC and NCQA,
both of which look at pharmacy plan management and the measurement of the quality
of the performance of the plan in delivering
needed medications to members. Employers
may use HEDIS scores and the URAC or
NCQA accreditation of a plan as a significant decision-driver in choosing the plan
from which to buy coverage.

covered and which not? Ideally, one would
have detailed, well documented information
derived from double-blinded, placebocontrolled studies with cost-effectiveness
analyses to work from. These are rarely available. Instead, the medical director must work
from fragmentary information
Is the medication effective for its licensed
use? And how does its effectiveness compare
to other medications for the same indication?
Clearly, my health plan is not interested in
investing in medications that do not work.
Is the medication safe? What is the sideeffect profile? How do the side-effects compare to those of other medications in the
same class? Clearly, if a medication is no more
effective and causes many more side-effects, it
is less preferred.
How much does the medication cost? Let
there be no doubt: cost is important. But a
cheap medication that doesn’t work or causes
lots of problems is not to be preferred to a
more expensive one that works better with
fewer side-effects. On the other hand, if
the safety/effectiveness ratios are close, the
cheaper medication may be preferred, but the
more expensive one kept as a backup, either at
higher co-payment or after qualification under step therapy or preauthorization.
How likely is a medication to be abused, or
used for off label indications? And how well
documented is the appropriateness of such off
label treatment? More controls will be placed
on more expensive medications with greater
unsupported off-label use. Most commonly,
this will be preauthorization requirements.
Is there a magic formula? Not that I
am aware of. But no matter how creative
I might think to be, all coverage decisions
must be made in the context of the plan
description and the benefit structure as approved by the DOI.

What Criteria Will a Plan Use
to Determine the Prescription
Drug Beneﬁt?

What Are the Prescription Drug
Beneﬁt-Related Goals of the
Medical Director?

Understanding the constraints listed,
how does the Medical Director go about
planning for a formulary and making decisions about which medications should be

The basic goal is to get the right medications to the right people at the right cost and
have them compliant with treatment; and to
keep all other medications out of the coverage

and payment process. The expanded version
looks more like this:
1. To be in compliance with legal and regulatory requirements. Every health plan
has a small or large army of actuaries,
underwriters and attorneys who have an
intimate role in writing and revising the
coverage documents to be as accurate as
possible in reflecting the coverage the
company thinks it is providing.
2. To be sure our members are being prescribed the medications they need – such
as beta blockers after an MI, or ACE
inhibitors for congestive heart failure.
When there are identifiable indications
for a particular medication, we want our
members to get that medication because
it is cost-effective. We also are called to
account for the quality of care members
receive, by HEDIS scores, the NCQA
and URAC. Is the physician appropriately
identifying the treatment opportunity and
writing the prescription? We have quality
assurance programs involving physicians
and hospitals to improve the rate the
needed medication is prescribed.
3. To be sure our members are taking the
medications prescribed; once the medication is prescribed, the patient must fill
the prescription and take the medication.
We have case management and disease
management programs to reach out to
our members to be sure they understand
the importance of these medications, and
follow instructions. We are very serious
about being sure that appropriate interventions are not overlooked, and that our
members receive instruction and encouragement in self-care.
4. To minimize the acquisition cost for each
medication; we don’t want to pay more
than we need to for any medication. We
understand there is a cost to the pharmacy
for medication and that different medications have different costs. This task we
delegate to our PBM, whose job includes
knowing what the correct price is. The
more complex the prescription drug business gets, the more we need an expert to
help us with such knowledge. I recognize
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The trick is not to create too much of a barrier to medications
you want people to be taking while creating a barrier to the
more expensive alternatives to those medications.
a series of issues here, impinging on a
number of the other goals discussed herein. Those issues include: choice of formulary/preferred agents; use of generics as
against brand name drugs; the presence
or absence of rebates; differential pricing
between different NDC representations
of the same medication; mark-up by the
retail pharmacy; mark-up by the PBM.
5. To minimize or optimize prescription
processing costs, both from the pharmacy
and from the PBM. We rely on our PBM
to manage the transaction charge (filling
fee) paid to the pharmacy. If we believe
we will receive additional services from
the pharmacy – services that will save
the plan money or improve the quality of
care – we are not averse to increasing that
fee. We also pay a transaction cost to the
PBM. Currently, our PBM contract stipulates that this is the ONLY revenue to be
retained by the PBM, so the amount must
be enough to support the PBM business.
We have hired a Pharmacy Consultant to
assist us in being certain we are not overpaying our PBM.
6. To assure that our members are receiving
the most cost-effective alternative among
a number of medications. Part of the effort is to corral the prescribing habits of
the physician, and part is to encourage the
member and the pharmacist to select the
most cost-effective alternative among a
range of possible responses to the written
prescription. There are a number of approaches to this issue:
• Tiered co-payments, with the most costeffective being at the lowest tier and the
least cost-effective being at the highest
tier. This ought to drive utilization to
the lowest tier. In general, the lowest tier
co-payment is for generic medications,
the second is for “preferred brand name”
drugs and the third is for “non-preferred
brands.” The trick is not to create too
much of a barrier to medications you
want people to be taking while creating
a barrier to the more expensive alternatives to those medications. You may soon
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ered at tier 2 or 3 and some brand medications covered at tier 1. This is a move
to improve patient compliance.
• Quantity limits are imposed for a variety
of reasons, some of which apply here.
If the dose strengths of a long half-life
medication are priced so that a single
daily dose costs less than two doses of
half the strength, we are likely to put a
30 dose per month limit on the lower
strength to push people to the lower
cost single daily dose. We also impose
quantity limits in cases where over-use
of a drug is medically contraindicated (as
with the triptans for migraine) or where
the potential for abuse is high (like narcotics). These are quality, rather than
cost control issues, but restraining inappropriate use will also save medical cost.
• Step therapy edits are used when established, usually generic, medications for
a condition exist with new, much more
expensive branded medications. The idea
behind the step edit is that the patient
should try the older medication and fail
before going on to the newer medication. Criteria for failure may be difficult
to develop and enforce; we require that
the patient have filled a script for the
step one medication before being eligible
to fill a script for the step two medication. We put the less expensive ACE
inhibitors at step one and the more expensive ARBs at step two, for example.
• Preauthorization is used when a step edit
is not adequate. Two examples: Clinical justification is required for the more
expensive medication; The medication
subject to preauth is very expensive,
has very narrow indications and seems
likely to be used “off label.” Some of
the newer cancer chemotherapy agents
are good examples of this second kind
of issue. The medication is indicated for
one or two very specific cancer types but
it seems likely the oncologists will want
to use it for everything for which they
do not have excellent established regimens. Unrestricted use is expensive and
constitutes uncontrolled and unrecorded

experimentation – that is just plain
bad medicine.
• Specialty pharmacy restriction (which
may be accompanied by different
member cost participation rules) is applied primarily to high cost parenteral
medications, which may be supplied
either to the member for home use or to
the physician for office administration.
These drugs may be subjected to the
deductible and coinsurance rules that
apply to other services under the medical
benefit of the policy. This may dampen
enthusiasm for these medications when
indications are marginal, but it is really
an attempt to be sure the patients using
them are participating adequately in the
total cost of care. If a member with a
$1000 deductible and $2000 maximum
out of pocket policy runs up $20,000
in medical expenses, it is certain that
this person will have spent through the
deductible and past the out of pocket
maximum. If a member does this with a
prescription on a standard co-payment
tier, they may end the year with two or
three office visits and 12 co-payments
of $20 each – a total expenditure of less
than $300 for $20,000 of medicine. This
seems both unfair and unreasonable.
Placing expensive medications under the
deductible and coinsurance provisions of
the policy ensures that the patient with
this level of expense will bear the appropriate portion of the expense.
7. To be sure our members are following the
coverage rules; the member should pay
the appropriate co-payment cost for medication. There are several ways that a two
month supply can be represented to us
as a one month supply and result in only
a single co-payment rather than two. We
have to rely on the PBM and the pharmacist to act as checks on the physician and
the member in this regard.
8. To be sure our members are not being
overdosed. For example, patient may receive multiple medications containing acetaminophen that add to over 4 grams of
acetaminophen a day. We get reports from
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our PBM on drug utilization designed to
track misuse and overuse of medication.
I recently received a report of a member
who was charged by the same pharmacy
for 17 prescriptions in a one-month period. This list contained four narcotics,
three benzodiazepines, two sleepers and
three antidepressants. We called this patient’s physician, who denied writing any
of the 17 prescriptions. By the time we
discovered this by claims review, it was
months old. Our PBM helps us with this.
Clearly, safety of use is a quality issue, but
it is also a cost issue.
9. To be sure our members are not receiving medications that they do not use. We
are concerned that the member not fill
prescriptions for medications the member

does not, cannot or will not take. Avoidance of fraudulent prescription practices is
important; it is also important that we not
waste money on medications the member
no longer needs. Such issues can be detected by the plan or PBM by watching patterns
of drug use or by our disease management
nurses. An alert pharmacist may detect this
much sooner and more accurately through
knowing patients, physicians and prescribing styles.
10. To be sure our pharmacy and PBM partners are able to survive financially. Both
the PBM and the pharmacy are doing
something for our patients that we do not
and cannot do. When we enter contracts
with external agencies to do a portion
of the work that needs to be done for

service to our members, they become our
partners in the task. We need them to be
there doing their jobs in order for us to be
assured that the whole job is being done.
We very much appreciate a collaborative
attitude in this. Unwilling and uncooperative partners make work difficult; collaborative partners make work easy.

What Would the Medical Director
Like from the Pharmacist?
Some of the goals above are things that
our pharmacy partners are in a good position to help with. Currently, we are getting
no help from pharmacists. It is difficult and
time-consuming to do the job using secondary information, after the fact. Would we
be willing to pay more if we were assured
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If we want to change the system, we have to change what
we do, how we do business, how we interact with the
others in the business and with our clients, the patients.
that pharmacies were engaged in working
on those goals with us? Of course we would
– we are currently paying to have the work
done less well by others. Our current “transparent model” PBM contract ought to allow
us to be more involved in the contracting
efforts of our PBM.
As a health plan medical director, I have
very little direct contact with pharmacists, except the one who fills my personal prescriptions. I talk to a pharmacist at the PBM and
I have a pharmacist consultant to help me
make formulary decisions. All of the business transactions around filling prescriptions,
which is a very important part of the care my
members receive, are handled through the
PBM and I am dependent upon the information collected by the PBM (supplied by the
retail pharmacist) for my knowledge of the
medications my members are taking.
At the retail pharmacy, I imagine the
transaction looks something like this: the
PBM wants you to put information into
their system about the prescription you are
filling for Mrs. Jones – they would like her
member number, the NDC of the medication, the number of doses dispensed, and
your provider number. They probably also
ask other things, like the number of days
supply this prescription represents and the
DEA number of the prescribing physician.
You know that you can put any number that
is 30 or less in the days supply and the prescription will clear. The medication is not a
narcotic, so it doesn’t require that the physician have a DEA number, and you know
that you can enter your favorite “dummy”
DEA number and they will never complain.
So, you do what is easy – you supply a number of days and a DEA number and the prescription is approved – and you get paid.
At my end of the process, I rely on the
information you provided to know what is
going on. If you dispense 20 tablets of hydrocodone with 500 mg APAP in each and
record that as a 2 day supply, I read that as
5 grams of acetaminophen a day and alarm
bells go off because that is a toxic dose of
acetaminophen. If I decide to call up the
doctor to ask about the dosing of medication
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when a patient has had prescriptions for amitriptyline, fluoxetine, paroxetine and venlafaxine all filled within the last three weeks, I rely
on the DEA number you submitted to identify
which physician to call to discuss the prescriptions. Too often, I find that the prescription of
hydrocodone and APAP was written as “one or
two up to four times a day” and that the DEA
number given for the antidepressants either
doesn’t identify any doctor or identifies one who
did not write the prescription.
What would I like from the retail pharmacist? I would like complete and accurate
information. I would especially appreciate
an effort to monitor the appropriateness of
the prescriptions being filled by the patient. I
would appreciate an effort to assist in detecting
and thwarting fraudulent prescriptions. And I
would appreciate the retail pharmacist’s help in
keeping the cost of healthcare down by being
proactive in generic substitution, and perhaps
even in therapeutic substitution.

What Should the Health Plan be Doing?
In the last two years, the health plan I work
for has done a number of things to reduce prescription drug cost. We have insisted on getting
progressively better and better data from our
PBM so that we can track drugs prescribed.
We started notifying physicians involved when
prescriptions for acetaminophen-containing
compounds were delivering over 4 grams of
acetaminophen daily to any of our members
(this information is only as accurate as the
“days supply” from the retail pharmacist). We
are reducing costs with quantity limits on long
half-life medications. We have enhanced programs to ensure that target populations are not
only being prescribed, but are also filling and
taking key medications – such as beta blockers
for post-MI patients and ACE inhibitors for
diabetics with hypertension or nephropathy.
We have also met and conferred with our
state pharmacy organization and we have rejected a contract change suggested by our (previous)
PBM that would have hurt local pharmacies.
Where does all of this lead? The point is to
reduce the cost of care. That reduction does
not increase my salary or my CEO’s salary – it
allows us to reduce premiums. Why are we re-

ducing premiums? Because the single largest
healthcare problem in the USA right now is
the number of people who either cannot or
will not afford medical coverage. Every year
the costs go up and every year more people
are uninsured. Having people be uninsured
is not good for those people, but it is also
lost business for us. We clearly have a business reason to keep health insurance cost as
low as we can.

What Does the Future Hold?
We have choices – some easy choices and
some hard. If we continue the way we are
currently going, efforts to control pharmacy
cost will become more strenuous over time.
Health insurance premiums will continue to
go up and so will the number of uninsured
Americans. Sooner or later there will be
a crisis because the number of uninsured
people will be intolerably high and the
people will demand immediate action. Congress will respond with something that looks
like it might solve the problem, but which is
more likely to make the problem worse.
The crisis will become worse until some draconian solution is imposed that fixes both
the spiraling cost and the number of uninsured – and it is likely that none of us in the
healthcare business will like that solution.
What can we do to push for an outcome
we will like better? The first thing we must
do is recognize the inherent qualities of the
system discussed earlier in this magazine.
One characteristic of systems is that they are
all perfectly designed to get just the results
we are currently getting. The system is currently composed of us – all of the people
who provide and pay for and receive health
care services; the system is determined by
what we do and how we interact. If we want
to change the system, we have to change
what we do, how we do business, how we
interact with the others in the business and
with our clients, the patients.
One first change I have already suggested – we need to work on developing a
collaborative view of the other players. We
can work with (even if not for) physicians,
hospitals and insurance companies, recog-

A Medical Director Looks at Pharmacists and the Prescription Drug Beneﬁt (cont.)

nizing that each has a legitimate role and a
legitimate need to know and be in control of
its business, but that we each rely on each of
the others to do their work correctly. We can
also recognize that we have the ability to
help each of the others to do their job better, and if we do that, we increase the value
of the system of care of which we are all a
part. These are major and uncomfortable
changes, and one person changing will not
be enough, but the attitude change can only
happen one person at a time.
To the extent that we maintain an attitude of scarcity – believing that there is only
so much pie and we must defend our portion
from being eaten by others – we continue to
drive our present crisis-bound course.

To the extent that we can re-envision the
world as being a place of plenty – in which
the goal is to stop fraud, waste and abuse, to
guide proper utilization and efficiency-oriented care giving – we can also see that there are
plenty of resources to go around and to support us all.
Systems thinking, adopted by enough participants, will drive us to a healthcare system
characterized by high quality, dramatically
lower cost, universal coverage through a variety of mechanisms, and high levels of information, knowledge, wisdom and understanding shared among different types of providers.
An old Chinese proverb reminds us that
even the longest trip must begin with a single
step. We have a long way to go. Let us take the

first step now.
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Bringing Rx Beneﬁts In-House

Benefit or Not?
by Craig Stern, Pharm.D., MBA and Danielle Colayco, Pharm. D.

Goals and Objectives

A

t the end of this
article, the reader
will be able to:
1. Understand the difference between outsourcing and in-sourcing
pharmacy benefits
2. Identify the advantages
and limitations of
in-sourcing
3. Understand the
services provided
by pharmacy benefit
administrators

Introduction
If you provide a pharmacy benefit, how do
you manage it? How do
you ensure a value proposition that matches
your goals? Do you manage it internally,
do you outsource it, or do you break up the
management between multiple providers?
The history of double-digit trend in the cost
of the pharmacy benefit has lead employers,
payers, and others who provide pharmacy
benefits to their employees and members, to
re-think standard approaches to pharmacy
benefit management. A key question to ask
regarding double-digit cost trend is, who is
best suited to manage the benefit?
If an employer, union trust, or health
plan wishes to provide a pharmacy benefit
to their members, they must first define
the benefit. They must determine how to
provide the services included in the benefit
definition and then determine how they will
manage the benefit or provide oversight of
contractors downstream. Companies may
choose to:
• Outsource to a contractor e.g., pharmacy
benefit manager (PBM), third party
administrator (TPA), or health plan
30 CALIFORNIA PHARMACIST Summer 2008

• In-source all of the benefit in-house
• Provide a middle ground by outsourcing
selected services to a pharmacy benefit
administrator
This article will explore the options of
managing part, or all, of the benefit internally.

The Big Picture
Beyond pharmacy benefits is the broader
issue of the overall cost and value of healthcare benefits. Rising costs are the motivator,
but the larger question is what is the real
cost of a well-managed benefit? Although
pharmacy is a critical component of health
care, managing the benefit internally or
externally by a PBM is only one part of the
management challenge.
Some companies are addressing a broader
issue beyond pharmacy benefit management—controlling the overall healthcare
costs. Quad/Graphics, one of the largest
printing companies in the nation, retains
nearly its entire primary healthcare in-house.
In 2004, Quad spent $5,500 per employee

o healthcare, 30% less
on
tthan the average comppany in its home state
oof Wisconsin.1 Their
12,000
employees
1
have
h fewer hospital
admissions,
shorter
a
hospital
stays, and are
h
more
m compliant in taking
i their medications
than
the average Milt
waukee
employee. Quad
w
employs
its own primary
e
care
c physicians and maintains
its own pharmacy,
t
laboratory,
and rehabilital
tion
t center.
Quad’s emphasis on
preventative
care has
p
curbed
c
hospitalization
costs
significantly. While
c
Quad spends more on primary care than
most employers—$715 per employee in
2003 compared with the local average of
$375—they spent $1,540 per person on
hospitalizations, compared with $2,250 for
local employers. Physician bonuses are based
upon patient evaluations and outcomes,
rather than the number of patients seen.
Employees pay $5 per half-hour visit, allowing extra time to discuss disease prevention.
Other companies with in-house clinics,
including Perdue Farms, Sprint Corp., and
Pitney Bowes Inc., have experienced similar
results. Perdue employs its own specialists
and maintains a pharmacy that dispenses
primarily generic drugs. In 2004, Perdue’s
medical costs per employee rose only 1%.
In keeping with the in-house model, other
companies planning to start their clinics include Toyota Motor Corp’s North American
manufacturing division, Kohler Inc., and
Miller Brewing Co.
Not all employers can follow the Quad
and Perdue model. A company needs a large

number of employees concentrated in select
geographic areas to benefit financially. In
addition, a harmonious relationship must
exist between the employees and management. Workers need to trust that the clinic
will protect their privacy and prioritize
medical needs as opposed to cost savings.
Some companies are opening in-house
pharmacies, to address one of the most
rapidly rising components of the healthcare
cost equation—prescription drugs. Storagetek, a high-tech Colorado company, has
saved $110,000 a year for its 2,000 employees since it opened an on-site pharmacy in
2002.2 CHD Meridian Healthcare operates
the pharmacy and employs the pharmacists.
Storagetek pays the pharmacists’ salaries
and other overhead expenses, along with
a maintenance fee to CHD. CHD, in turn,
passes on 30% savings on bulk-purchased
drugs. To further control costs, the on-site
pharmacy encourages generic utilization
and tablet splitting of approved higher-dose
medications. Similarly, Mohegan Sun Casinos opened an in-house pharmacy managed
by DrugMax, Inc. to address two issues;
“Escalating healthcare costs and the long
term overall health of employees,” according to Ed Mercadante, Co-Chairman and
Chief Executive Officer of DrugMax.3
Decades ago employers implemented inhouse clinics to address on-the-job injuries
and ailments. Company-owned clinics
now provide full primary care and preventative services. Employers save money not
only by controlling direct healthcare expenses, but also by curbing absenteeism
and increasing productivity.

Retail Medical/Pharmacy Clinics –
An Alternative to Primary Care?
The introduction of ambulatory clinics associated with pharmacies offers an
alternative to access to physician services
and reduced cost for minor medical service
delivery. The Los Angeles Times reported
in 2006 that there are 150 of these clinics
nationally with thousands more planned
over the next few years. The Convenient
Care Association lists 950 clinics in the
US in 2008 with 500 more expected to be
opened by the end of the year. The clinics
appear in pharmacies, airports, shopping
and strip malls, and are looked upon as a
convenience offering in other high access

areas. They are staffed by nurse practitioners
(NPs) who treat common and relatively minor
conditions using protocols and software for
diagnosis. They have lists of primary care
physicians (PCPs) and specialists for referrals
and can send medical records to the patient’s
PCP. Physician supervision is regulated by
state laws. Twenty-two states do not require
physician oversight of NPs. California allows
one physician to supervise four NPs and two
physician assistants over the telephone. Texas
requires a physician to be present onsite 20%
of the time.
These clinics are built on a fee-for-service
model so there is currently a lack of integration into the overall healthcare benefit system.
Clinics are dependent on patients to provide
medical and medication histories as no medical records are available. Pharmacy chains
have embraced the concept as a win-win; the
clinics draw patients into the pharmacies, and
potentially lead to captive prescription volume. A review of some of the players in this
market space indicates a growing interest in
this consumer driven model.
• MinuteClinic, based in Minneapolis, was
founded in May of 2000 as an independent
company. The primary emphasis was on
the East and Midwest coast markets. In
July 2006, they were acquired by CVS. In
2006, there were 83 clinics in 10 states,
66 of which were in CVS/Pharmacy locations. The number of clinics rose to 533,
which serve 24 states as of the first half
of 2008. In addition other locations were
associated with Bartell Drug, Cub Foods,
and QFC.
• TakeCare is located in OR, KS, MO and
PA. In 2006, they expanded into Chicago
with 20 clinics. Walgreens opened 10
clinics within their Kansas City stores in
2006. As of 2008, clinics have also opened
in GA, KY, OH, CO, TX, NV, FL, WI,
TN, and AZ.
• RediClinic is located in AR, OK, NY
and TX. Clinics are inside of pharmacies associated with Wal-Mart, HEB and
Duane Reed stores. There are also clinics
associated with Walgreens pharmacies in
Atlanta, Chicago and Las Vegas. Healthy
Access has clinics in Wal-Mart stores in
AK and OK with planned expansion of
100 clinics by 2008.
There is growing interest in including
these clinics as participating providers. In

September of 2006 Aetna accepted reimbursement for services from RediClinics.
Health Partners, a Minnesota-based health
maintenance organization, and reviewed
the value of introducing MinuteClinics into
their provider networks. They analyzed
two years of MinuteClinic experience and
found a 25% decrease in overall medical
expenses as compared to patients who visit
physicians or urgent care clinics. Pharmacy
costs at the MinuteClinics were $3 more
per patient, but only 40% of patients received a prescription.
The clinic concept is controversial
among physicians. They have raised concerns about quality of care delivered by
nurse practitioners in the clinics, and conflicts of interest with the pharmacies leading to unnecessary prescribing. The American Medical Association released a report
in 2006 citing consumer worries about
quality. These concerns were mirrored by
the American Osteopathic Association and
the American Academy of Family Physicians. Yet, as of 2008 there have been no
malpractice claims.
The applicability of this model would
seem to have value in the consumerdirected benefit designs. It remains to be
seen if this mode of delivery and treatment
will grow and maintain its interest over the
long term.

Pharmacy Beneﬁts in Particular
– Outsource or In-source?
For those companies that must provide benefits requiring broad access in
multiple geographic areas, administration
of the pharmacy benefit requires a broad
network of pharmacies that manage large
volumes of prescriptions. Claims must
be adjudicated in compliance with benefits
and contracts, and reviewed for clinical
problems requiring interventions. As
the cost of drugs rises, the purchasing
decisions require review of all market
basket options and cost offsets. Market
basket options include outsourcing the
purchasing decision to PBM contracts
with retail pharmacies, mail service discounts compared to retail discounts, and
rebate offsets to cost. Another option is
to in-source these functions. If one chooses to in-source, what functions do you
in-source?
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Rebate contracting may be outsourced
for various reasons. Smaller plans with a
lower volume of claims may contract with
PBMs to negotiate higher discount rates
from manufacturers.6 Some larger organizations, such as Excellus, outsource their rebate
contracting to maintain an indirect relationship with manufacturers, ensuring that their
formulary decisions are based largely on
clinical guidelines rather than rebate contracting terms.

Why Outsource?
Companies who are not in the health
care business, and many health plans
that are in the business, tend to outsource
management functions to other companies with expertise in design and management of pharmacy benefits, e.g., PBMs,
third party administrators (TPAs) or
health plans. This serves as a benefit,
in that the company only has to work
with one contractor and disburse one
check. The contractor manages the pharmacy network, provides the necessary
technology, collects and pays the claims,
and provides the necessary clinical oversight. The competitive bidding process
allows for marking costs to the marketplace. On the other hand, the “drug value
proposition” must be separated from
cost and rebate issues, through impartial
review of medications in Pharmacy &
Therapeutics Committees (P&T), and
with benefit oversight by clinical pharmacists. This is often a concern for health
plans, which decide to manage the value
proposition internally.
For example, plans such as Blue
Shield of California choose to maintain
all clinical functions in-house, but outsource claims processing only to save
on the administrative costs associated
with technology and staffing.4 The
cost to administer claims processing is
between $0.15 to $0.25 per member
per month.5

Why In-source?
Many companies are concerned about the
perceived absence of management when pharmacy benefit cost trend continues in double
digits, and in excess of overall healthcare cost
trend. Media attention to the PBM industry
over lack of transparency in pricing and rebate collections, and the concern that PBM
decisions are not favorable to the client have
lead many companies to reconsider the PBM
outsourcing option. Of particular concern are
pharmacy spreads kept by the PBM as revenue, re-packaged mail service prescriptions
re-priced at higher prices than paid at retail,
and maximum allowable cost (MAC) price
lists for generics that are designed to provide
additional revenues for PBMs and higher
prices for their clients.
Companies that consider in-sourcing
usually in-source claims administration or
rebate collections. Some health plans choose
to in-source part of their pharmacy benefit
for greater flexibility and control, while they

Table 1: Companies that In-Source All of their Pharmacy Beneﬁt
Company
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may also outsource selected services to avoid
excessive administrative costs and to reap
the benefits of a larger claims volume.

Important Considerations Before
Deciding to In-source
A plan must consider a number of factors, before deciding whether to in-source
their pharmacy benefit for claims administration or rebate collections:
1. Plan Size
For in-sourcing claims administration
or other pharmacy benefit services in
general, the typical cutoff is 500,000 lives
covered, according to Greg Buscetto,
Vice President of Business Development
at ProCare Rx.
According to Bob Rase, Vice President
of InPharmative, Inc., a company that provides rebate administration services, most
plans need to cover at least 250,000 lives,
in order to benefit from contracting directly
with manufacturers. There are some exceptions, such as Physicians Plus, which has
only 100,000 lives covered. In general,
however, a plan needs a significant volume
of claims in order to contract favorably
with manufacturers.
2. Administrative Costs
From information technology (IT) to
staffing, the overhead expenses associated
with in-sourcing the pharmacy benefit can
be significant. A plan needs to weigh the
costs against the benefits of bringing each
service in-house.
For most plans, it is less costly to outsource the claims processing component
than to in-source it. Third-party administrators (TPAs) and other pharmacy benefit
administrators can provide the IT and the
staff for claims processing.
3. Business Intelligence
In order to ensure that their decision to
in-source will be profitable, a plan needs to
be armed with enough knowledge. Consultants are available to help them get started.
4. Corporate Support
Upper management needs to decide
whether in-sourcing the pharmacy benefit
will align with the company’s overall healthcare objectives.

Advantages of In-sourcing
A health plan may choose to in-source
all or part of their pharmacy benefit for
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a number of reasons, including flexibility
of plan design, greater control over costs,
transparency of rebate administration, and
greater overall control.
Aetna, with 8 million covered lives, retains all of its pharmacy benefit in-house.
According to Fred Laberge of corporate
public relations, in-sourcing the pharmacy
benefit “better aligns us with our customers’ objectives, eliminates sales conflicts
and marketplace confusion, and reduces
member disruption. It also should enable
us to capitalize on future shifts in the
PBM marketplace.”7

For over ten years, Blue Shield of California, with 2.2 million covered lives, has
retained most of its pharmacy benefit inhouse except for claims processing. Communications with Blue Shield have revealed a
number of advantages to in-sourcing, which
include greater control and management of
programs provided to members, complete
pricing transparency, and a customized formulary reflecting the clinical decisions of the
plan’s own P&T Committee. As a result of
the flexible formulary design, Blue Shield
is able to negotiate deeper discounts with
manufacturers by shifting the market share

toward selected medications. In addition,
because the plan is at risk for pharmacy
costs, it can contract aggressively with
the pharmacy network to manage generic
pricing. In-sourcing therefore, allows
greater control over both clinical and
financial decisions.
Keystone Mercy Health Plan, with
248,000 covered lives, in-sources nearly
all of its pharmacy benefit except for
claims processing. As a result, they have
saved over $22 million over a period of
two years. Mesfin Tegenu, Vice President
of Pharmacy Services, identifies a number
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*Sources of information in this table include websites of vendors and direct communication with HealthTrans, inPharmative, Inc., ProCare Rx, and SXC.
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of advantages of in-sourcing, including a
more customized formulary, direct communication with the pharmacy network,
direct contracting with manufacturers
to secure higher rebates ($2.60/claim vs.
$0.80/claim), the ability to merge medical
and pharmacy data, timely data to identify
trends and cost drivers, and identifying
specific disease management needs
for members.8
Physicians Plus Insurance Company,
with 100,000 covered lives, also insources all of its pharmacy benefit except
for claims processing. Communications
with Physicians Plus have identified
additional advantages to in-sourcing,
including the development of disease
management programs integrating the
pharmacy component, creative benefit design, and development of the plan’s own
pharmacy network.
Each plan must consider its own infrastructure and interests, when deciding
on which services to bring in-house. With
1.4 million covered lives, Excellus Health
Plans, Inc. in-sources all of its pharmacy
benefit except for rebate contracting and
mail order. Unlike many other health
plans that outsource the claims processing
component, Excellus has kept claims
processing in-house. Because medical
claims processing was already in-house,
Excellus decided to integrate the pharmacy claims into the existing infrastructure.
Communications with Excellus have
highlighted three major advantages of
in-sourcing: cost, control, and peace
of mind. In-sourcing reduces costs
through direct rebate negotiation and
elimination of administrative fees. The
plan also has more control over the pharmacy network, manufacturer contracts,
claims processing, and customer service.
Finally, in the wake of recent mergers
between PBMs, Excellus has chosen to
avoid the possible disruption that may
result from such acquisitions.

Limitations of In-sourcing
One major limitation of in-sourcing
is the large investment in information
technology and staffing. Functions such
as claims adjudication, clinical services,
call center administration, pharmacy
network contracting, and manufacturer
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contracting incur significant expenses
and workload. Staff would include administrative assistants, clinicians, attorneys, and
contracting experts. In addition,
the technology required to deliver claim
adjudication services amounts to significant
overhead costs.
Another drawback, specifically for smaller
plans, is that their size prevents them from
negotiating large manufacturer discounts or
establishing favorable contracts with pharmacies.10 As a result, it remains a challenge
for some plans to maintain their foothold in
the market.

Services Provided by Pharmacy
Beneﬁt Administrators
For those plans that choose to outsource
at least part of their pharmacy benefit,
administrative assistance is available from
pharmacy benefit administrators(PBAs) such
as Argus, HealthTrans, inPharmative Inc.,
ProCare Rx, SUNRx, SXC, and WebMD.
Some companies offer a wide range of
services, while others specialize in a few
selected services. Some examples of common
pharmacy benefit management services offered by PBAs are outlined in Table 3.

Beneﬁt or Not?
Bringing the prescription benefit in-house
places the clinical and financial decisionmaking in the hands of the health plan. The
plan has greater control over its programs,
flexibility over formulary design and pharmacy network contracting, greater bargaining power with manufacturers, timely data to
identify trends, and transparency with regard
to pricing. At the same time, the overhead
costs of in-sourcing certain services, such as
claims processing, may outweigh the benefits. It is up to the individual plan to decide
which programs would be the most costeffective to bring in-house.
Some companies are managing their
healthcare costs by bringing their entire
healthcare benefit in-house. On-site clinics,
which focus on primary care, have saved
substantial amounts by preventing hospitalizations and increasing productivity.
Companies share a common goal of
the need to control the rapid rise in healthcare expenses, whether they in-source the
entire healthcare benefit or only the pharmacy component. These are tough times,

requiring that tough decisions be made to
provide management and oversight of escalating costs, while prioritizing member
needs. Having greater control over the pharmacy benefit can add substantial savings
for both the company and its beneficiaries.
This is applicable, not only in terms of dollars saved, but also in terms of the quality of
healthcare provided.
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CLINICAL PRACTICE CAPSULE

Updates on Diabetes Care
by Allen Shek, Pharm. D., BCPS and Radford Henriques, 2008 Pharm. D. Candidate
ver 20 million
illi A
Americans
i
are liliving
i
with diabetes mellitus (DM), which is
estimated to be about 7% of the United States population. Nearly one third are
unaware they have this disease. The annual
increase in diabetes prevalence since 1990 has
been reported to be 5%. Type 2 DM accounts
for 90-95% of all diagnosed cases of diabetes.
In 2007, the total economic cost was estimated to be $174 billion. Of this, $116 billion
was due to direct medical expenditures. This
translates to one in every five healthcare
dollars is spent on patients with diabetes.

O

Hemoglobin A1c goals: Aim Low
The American Diabetes Association (ADA) recommends a hemoglobin
A1c (HbA1c) goal of < 7%. However,
the American College of Endocrinology
(ACE) and the American Association of
Clinical Endocrinologists (AACE) have
adopted HbA1c goals of < 6.5%, which reflects a closer match to the normal HbA1c
levels in patients without diabetes (generally 4 to 6%).
The NHLBI sponsored Action to
Control Cardiovascular Risk in Diabetes
(ACCORD) trial was designed to determine if intensive glycemic, blood pressure, and lipid control can reduce the risk
of major cardiovascular disease (CVD)
events in patients with especially high
risk of CVD. A total of 10,251 middleaged to elderly patients were randomized
to either intensive treatment with an
HbA1c goal of < 6% or standard glycemic
treatment with an HbA1c goal of < 7%.
The intensive treatment arm of the study
was stopped early after just four years
due to a higher degree of mortality that
was observed as opposed to the standard
treatment group (257 versus 203 deaths
respectively). This translates into a 20%
higher mortality rate than the standard
group. Until further data is available, it
seems prudent to follow the current
ADA recommendations.
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Newer Agents for Type 2 DM
The four newest agents on the market for
Type 2 DM are Pramlintide (Symlin®), Exenatide (Byetta®) and Sitagliptin (Januvia®),
and Insulin Detemir (Levemir®).
Pramlintide is an amylin mimetic agent
and acts by slowing gastric emptying, increasing satiety and suppressing postprandial plasma glucagon and hepatic glucose
output. Weight loss can be seen with the
use of pramlintide. It is approved for both
Type 1 and Type 2 DM. Common side effects include nausea, vomiting, anorexia and
headache. The biggest consultation point
when used in conjunction with insulin is the
risk for hypoglycemia. Therefore, decreasing
the insulin dose by 50% with the initiation
of pramlintide is recommended.
Exenatide belongs to a class called incretin mimetics and is the only agent in its
class at this time. Approved for Type 2 DM,
exenatide mimics that of glucagons-like
peptide 1 (GLP-1) which acts to stimulate
glucose-dependent insulin secretion. Like
pramlintide, exenatide also increases satiety
and slows gastric emptying, as well as producing some weight loss (average 5 lbs in 30
weeks). The most common adverse effects
include nausea, vomiting, and diarrhea. Mild
to moderate hypoglycemia can be seen when
used in combination with a sulfonylurea so a
dose reduction in the sulfonylurea should be
considered when initiating exenatide therapy.
Sitagliptin is a dipeptidyl peptidase – 4
(DPP4) inhibitor. DPP4 is a protease enzyme
that inactivates GLP-1, so by inhibiting it,
GLP-1 action is prolonged leading to increased insulin secretions, satiety and delayed
gastric emptying. Instead of adding exogenous GLP-1 to the body, this agent works by
decreasing the breakdown of the body’s natural GLP-1, prolonging both circulation and
action. Approved for Type 2 DM, sitagliptin’s
most common adverse effects include headache, nausea, and diarrhea. Neutral weight
effects are seen with this agent.
The newest insulin on the market is

I li Detemir.
Insulin
D
i Thi
This agent hhas an onset off
1 hour, reaching a maximum concentration
in 6-8 hours, lasting approximately 20 hours.
This gives this insulin the characteristic of
a relatively peakless profile. The duration of
this insulin is dose dependent where lower
doses reflect a duration similar to that of
NPH and higher doses show a similar duration as insulin glargine. However, when
given once daily, it may wear off before the
next dose. Studies have shown that insulin
detemir has the potential of decreasing
HbA1c to desired goals without increasing
the risk of either hypoglycemic episodes or
weight gain issues like NPH does.
Current Issues Surrounding
Thiazolidinediones (TZDs)
There is new information questioning
the safety of rosiglitazone with regard to
the risk of myocardial infarction (MI).
Although the data is not definitive and
compelling, the use of rosiglitazone has
been suggested to increase the risk of
MI by as high as 30-40%. Leading to a
black box warning, the two-fold increase
of risk of developing heart failure from
increased fluid retention has been confirmed with the use of either rosiglitazone
or pioglitazone. It is because of these issues,
the role TZDs as a secondary line therapy
is being questioned. Figure 1 outlines the
algorithm endorsed by the ADA and the
European Association for the Study of
Diabetes. Metformin should be used as first
line therapy unless contraindicated or intolerant. Being published before the concerns
on TZDs were raised and sitagliptin was
approved, the algorithm does not reflect the
caution on the role of TZDs as well as the
role of sitagliptin.
Key Recommendations from the 2008
ADA Standard of Care in DM
• The blood pressure (BP) goal is systolic
<130 mm Hg and diastolic <80 mm Hg.
 BP should be monitored at every routine

•



•

•
•


visit as well as home blood pressure
self monitoring.
For those patients with uncontrolled BP,
angiotensin converting enzyme – inhibitors (ACE-I) or angiotensin receptor
blockers (ARB) should be considered.
Lipid profile goals include LDL cholesterol
< 100 mg/dl, HDL cholesterol > 50 mg/
dl, triglycerides < 150 mg/dl.
 Statin therapy should be added to lifestyle
therapy for an uncontrolled lipid profile.
Aspirin therapy should be used as primary
and secondary prevention of CVD in
patients > 40 years of age as well as those
with additional risk factors.
Therapy should be 75-162 mg daily.
Therapy should be avoided in patients
under 30 years of age due to lack
of evidence.
Smoking cessation should be a routine part
of diabetes care.
Routine neuropathy exams including foot
exams should be done at every check up.
M icroalbuminuria screening and eye
exams should be done annually.

Conclusions
Pharmacists can play a significant role in
improving clinical outcomes and alleviating
the financial burden as a result of DM by ensuring that patients receive optimal therapy
and the necessary education on standard of
care and self-monitoring.
About the Author:
Allen Shek, Pharm. D., BCPS, is Associate Professor and Regional Coordinator at the Thomas J. Long
School of Pharmacy & Health Sciences, University
of the Pacific. Dr. Shek also serves as Director of
Pharmacy and Residency Director at Health Plan
of San Joaquin. Dr. Shek has nothing to disclose in
terms of speaker’s bureaus, significant stock holdings
or any biases.
Radford Henriques is a recent Pharm. D. graduate
of the Thomas J. Long School of Health Sciences at
University of the Pacific. At the time of this article,
Radford assisted Dr. Shek as a Pharmacy Resident
in a Clerkship at the San Joaquin General Hospital.
Currently, he is completing residency training at Kern
Medical Center in Bakersfield.

Errata
In the Spring 2008 issue of California Pharmacist, an error occurred in the production
of the clinical practice capsule article titled:

“Update on Carbapenems” written by
Helen S. Lee, Pharm. D., BCPS. We’d like
to call the reader’s attention to the following omissions and to provide an updated
version of the article on the CPhA website
at: www.cpha.com.
Additional pharmacologic data on imipenem and meropenem.
Data shows that when meropenem is
reconstituted in normal saline it is stable for
four hours at controlled room temperature
rather than two hours.
The name of the co-author, Lauri D.
Thrupp, MD
Readers who have questions may contact
Dr. Lee by email at: ansh@uci.edu
Reference

1. Clinical Practice Capsules: Update on Carbapenems. California Pharmacist Journal 2008;
Vol. LV, No.2: 38-40

Figure 1: Adapted Algorithm of
Treatment Approaches for Type 2 Diabetes
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CPhA Member Proﬁle: Kathy Hillblom

Energized by the Profession,
Empowering Patient Care
by Cathi Lord

self-proclaimed Central
Valley girl, Kathy Hillblom
has been a member of
CPhA since her days as a student pharmacist at the Thomas
J. Long School of Health Sciences at University of Pacific.
She grew up in Modesto,
California and has remained in
the Central Valley all of her life.
She has an active history with
the Association and is just the type of person that
CPhA is always looking to recruit into leadership.
She’s well-entrenched in her practice, well-connected with peers and intuitive enough to know
that membership in CPhA keeps her fingers on
the pulse of her profession. It’s a symbiotic
relationship. We need her and she needs us.

A

order to keep abreast of the issues and to
make informed decisions. Of equal importance, is the ability to remain connected with
other CPhA members, who have become
close friends over the years. “There’s something we just get about each other” she
says, “and I enjoy socializing with other
pharmacists at the meetings, without having
to talk shop. Basically the relationships I
have developed go behind the business aspect of the profession on a personal level.
You develop the friendships initially due
to common ground, but at some point the
relationship evolves to be more than just
discussing pharmacy issues and becomes
personal in addition to professional.
Above all, Kathy has her sights set on the future of the profession
and the role that CPhA has in shaping policy that will change the scope
of practice regulations for the entire profession. Having been a member
since her days as a student pharmacist, there’s no reason to walk away
now, with so much change on the horizon. Exciting change is about to
happen, and Kathy plans to be part of it.

Q

What compelled you to join CPhA?

Kathy practices as an Anticoagulation pharmacist for the Mercy
Healthcare system in Sacramento. She
spends her days counseling and educating patients to effectively manage their
Where are you from?
medications in order to better control
Modesto, CA
their condition. She loves her work and
the opportunity to have an empowering
How long have you been a member of CPhA?
effect on patients. More importantly, she
Since I graduated from college – approx. 30 years
has reached a place in her career where
she has earned the respect of her peers
Where did you attend pharmacy school?
and is, in turn, empowered to give the
TJL School of Health Sciences, School of Pharmacy
best possible care to patients as a result.
at University Of Pacific
It’s a win-win scenario and one that she
feels that all pharmacists are capable
CPhA Service Record
of achieving.
Insurance Committee
Kathy leverages her membership in
Region 2 Trustee
the association for many purposes. PriSpeaker of the House
marily, she relies on the detailed comAcademy of Employee Pharmacists Trustee
munications that CPhA provides in
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A

I was exposed to the Association
in college and attended Legislative Day in my second year. Back then,
the students weren’t active on the same
level as they are today and there wasn’t a
large number of student pharmacists in
attendance. However, the event left a big
impression on me and I felt it was important to continue professional affiliations
after graduation.
During my years at UOP, there was a
student version of APhA, but CPhA had
a quieter presence on campus. By attending the meetings, I ended up meeting
students from other Universities, many
practicing pharmacists and had a really
good time. It made me feel like there was
something important to those types of

professional relationships
that go beyond the workplace. As time went by, the
relationships I developed
with my colleagues from
CPhA became much more
than work or professional
relationships. They became
my friends, part of my inner circle. Now when we
get together, we talk first
about our families and
secondly about pharmacy
and CPhA. There’s an
underlying bond that has
developed over the years and you can’t get to that
point with your colleagues without forming a long-term relationship.
CPhA has been the conduit for that connection. Otherwise, we are
consumed by our work and family lives on a-day to-day basis and
it’s difficult to connect with people outside of work. If you stop and
think: who are the people that you are closest with and know your
families in the same way that your inner circle does? The answer for
me, is the members of CPhA who had become my friends.

Q

What other professional organizations are you a
member of?

A

The American Pharmacists Association, the Sacramento
Valley Pharmacists Association and the Pacific Pharmacy
Alumni Association.

Q
A

How has CPhA proven to be a good alliance for you?

I think it comes down to keeping up with the profession
by staying on top of the issues. It’s about meeting one-onone with other professionals and discussing the issues of the day.
I’ve also always been a big believer in live CE. In addition, I really
value the opportunity to know what’s happening with the students,
who are the leaders of tomorrow. Sure, you can read about their activities in Alumni publications, but you get so much more out of the
opportunity to connect directly with them through CPhA meetings.
Plus, I can see what’s happening at other schools of pharmacy in the
state too.
From day-to-day in the workplace, it’s easy to get tunnel vision
– and to lose sight of the big picture. The Association provides the

The Hillblom family: Doug, Kathy, Elizabeth and Kristin.

perspective of what’s happening with the profession globally, but also
focuses on the issues on a smaller scale in a way that allows me to
make informed decisions and to engage in their calls-to-actions when
necessary. When I have my fingers on the pulse of what’s happening,
I feel energized about my profession.

Q

What factors inﬂuenced your decision to go into the
profession of pharmacy?

A

My parents had good relationships with pharmacist in the area,
which made me aware of the pharmasists and all that they
could do. I realized there was more to their work than just counting pills. In school, I performed well in math and science, although
chemistry was not my favorite subject. Then, I had a neighbor suggest
that I take a look at pharmacy and suggested I go to UOP for a tour.
It was a fantastic tour and it triggered my thinking to pursue pharmacy further.

Q

What do you hope to accomplish as a pharmacist
today?

A

To continue to serve my patients and to grow in my role as a
practitioner to the point where I maintain the respect of my
peers, and my patients. Respect is very important to me and I approach my professional duties with a single goal in mind: to earn the
respect of both peers and patients for the work I do.
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Q

Q

What do you feel are the
important issues facing
pharmacy and how does
being a member in professional organizations make
a difference?

Where do you envision
yourself professionally
in the next 5-10 years?

A

Retired I hope! Although I still
plan to be involved in patient
care to some degree, but not too far
away from the type of environment I’m
involved in today. I’m a firm believer in
the idea that opportunities will open up
as long as you have perspective and the
connections to make them happen. I’m
open to what life has in store.

A

I do believe that one of the
most important issues facing
pharmacy is the recognition of
our value in the healthcare system
as a healthcare expert in the area
of medication therapy management.
With the rising cost of medications
and health care in general, I believe
that economics will force payers into
medication management services
beyond what currently exists for
Medicare Part D recipients. There
are other professions such as nursing
that are prepared to step in and perform this function. However, these
professions do not have the depth
of knowledge regarding medications
that graduating student pharmacists
possess. If we don’t continue to
promote pharmacists as educated,
prepared and capable of assuming
this role, then we will lose our opportunity to fulfill it. Pharmacists themselves need to be willing and available
in all practice settings to contribute
their expertise in the fulfillment
of medication therapy management
services and also willing to assume
the risk that accompanies that increased role. If we do not, I believe
we will lose control of the direction
that our profession goes in for the
long run. This is one of my greatest
fears. By being part of a professional
organization, pharmacists are helping support their profession both
in the legislative arena to protect
and expand the professional scope
of practice, as well preparing us for
those expanded roles by providing
resources to help strengthen and
maintain skills.
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Q

Have you had any experiences in your life that have
made a big enough of an impact
that it altered the course you
were traveling, or changed your
perspective completely?

From day-to-day in the
workplace, it’s easy to get
tunnel vision – and to lose
sight of the big picture.
The Association provides
the perspective of what’s
happening with the profession globally, but also
focuses on the issues on
a smaller scale in a way
that allows me to make
informed decisions and to
engage in their calls-toactions when necessary.

A

In a nutshell, becoming a parent. Once you decide to have a
family, your perspective and priorities
change and your decisions about your
professional or personal life are dete
mined by what might be the best
for everyone involved, not necessarily what you think might be best for
you as an individual. That most likely
does alter the course you are travelling,
although I may never know in what
manner .

Q

Can you share something
about your culture and the
environment in which you were
raised with our readers that
has helped you to be successful
in life?

A

I would say that my home environment shaped a lot of who I
am. My parents created a very supportive and nurturing environment for me,
taught me to set goals, believe in myself and instilled in me a strong work
ethic. I was taught to value family and
faith more than possessions.

BOARD MEMBER PROFILE

Working Towards a

Unified Profession
Edward
SSherman
R
Region
2 Trustee
P
Providing support
ffor the Central
Valley Pharmacists
Association, the
A
SSacramento Valley
Ph
A
Pharmacists
Association andd the San Joaquin
Pharmacists Association.
What are the critical issues facing
the pharmacy profession in your
opinion?
Unity. Above all, pharmacists need to
be united in order to confront many of
the issues facing pharmacy at the federal
state, and local level. The profession is too
fractionalized right now. We all have our
differences, but they need to be settled
internally. Publicly, we should have one
united message.
What is the single most important
way by which CPhA members can
affect positive change?
By being proactive in their local community, and taking an active role in the
profession. We all went to school and
worked hard to earn our professional status
as individuals. Once in practice, we need
to view our professional status from the
perspective of the whole. Whatever is good
for the profession will be good for all pharmacists. It’s important for members to keep
thinking on a professional level, and not
putting their personal economics first.
What have been some of the highlights of your term as a CPhA
Board of Trustee member?
This is my second term in office as a
Regional Trustee and I have also served for
one year on the Executive Committee as the
Trustee at Large. Being involved at the executive level gives me a perspective that other
members do not have. It then becomes my

Unity. Above all,
pharmacists need to
be united in order
to confront many of
the issues facing pharmacy at the federal
state, and local level.
We all have our
differences, but they
need to be settled
internally. Publicly,
we should have one
united message.
job to convey what goes on in those Executive Committee meetings to the members in
my region. I consider that a highlight.
Political agendas can turn people off,
which makes the job of a trustee more difficult. The goal is to reach beyond the 10%
of pharmacists who are interested in political
issues and bring the other 80-90% of working everyday pharmacists, technicians, and
students into the discussion surrounding
pharmacy from every angle. When that happens, unification within the profession will
be more attainable.
Describe one way in which you have
been instrumental in representing
your regional constituents.
I stay in close contact with them. I try to
get to every board meeting that I can. Both
of the locals in my jurisdiction do a lot. They
utilize their monies well, voice their opinions

regularly, and do a lot of outreach. Having a
University in our backyard gives our region
a great advantage in building unity within
the profession. It’s really essential that we
get students into the operations of CPhA
for the long-term, from their first day of
pharmacy school onward.
What ideas have you implemented to unite pharmacists in
your region?
We do a lot with California Society of
Healthcare Pharmacists socially. It helps to
breaks down barriers between practice settings and gets to the common denominator.
We all have the same problems with average
manufacturer price, budget cuts, and regulatory actions. If we could only combine
our voices more regularly, we’d have more
power to react positively.
What suggestion would you make
to CPhA members who want to have
their voices heard on the issues?
Speak up. Seek out your Board of
Trustee representative or your Local President and voice your concerns. Anyone who
takes the time to do that will get feedback
in return.
Closing thoughts?
“I feel I owe the profession for all the
years it has given to me. I have a good
family life, a profession I can always fall
back on as store owner, consultant, or sales
representative. My choices are endless, but
they all revolve around pharmacy. It is such
a massive industry with the potential to do
some pretty big stuff in the future. I want to
be part of the evolving professional scope
of practice.”
Board Member Stats:
CPhA member since 1963
Pharmacy Degree: UOP
Recent Award: Faculty Mentor of the
Year Award in April 2008
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BUS I N ES S MODE L

Medication Therapy
Management Model
Uptown Drug and Gift Shoppe
By Henry Ford Lee
Lee, 2010 Pharm
Pharm. D
D. Candidate
Medication Therapy
Management Pharmacy Model
critical opportunity exists for pharmacists to demonstrate their clinical
abilities to the public with Medication
Therapy Management (MTM) services.
MTM is an all-inclusive review of a patient’s
entire drug regimen and a mechanism by
which to connect with other health professionals in order to effectively manage the
disease state of individual patients. MTM
services are a key part of the new Medicare
Part D prescription drug benefit which
began on January 1, 2006. The following
is an overview of an MTM practice within
Uptown Drug and Gift Shoppe, an independent community pharmacy owned by Jerry
Shapiro. His pharmacy offers pharmacistmanaged MTM services reimbursed by
Medicare, along with conventional dispensing services. This model is just one type of
MTM service that pharmacists can participate in. Maggie Elyasnik, Pharm. D., is the
pharmacist in charge of the MTM program
and also supervises pharmacy students in
a fourth- year clerkship rotation emphasizing MTM cases. Dr. Elyasnik and the other
staff pharmacists share a common goal: to
improve therapeutic outcomes for their patients through the MTM services they offer.

A

Description of the Practice Model
The model is an independent pharmacy
located in the community setting. Other
than MTM services, this pharmacy is also
unique because pharmacists input and process prescriptions into the computer system.
Thus, they can intervene first if they see a
potential problem. Most importantly, they
also offer an annual MTM appointment
with a pharmacist for the Medicare beneficiaries that qualify. To qualify, patients need
to have ten or more active prescriptions
or four or more disease states. Currently,
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There have been many
patient testimonials,
and physicians have
praised the model because many drug-drug
interactions and drugdisease interactions
have been caught.
Community Health Plan (CommunityCareRX)
is the only Medicare insurance plan which reimburses community pharmacists operating an
MTM program that services eligible members.
In this model the patient can choose which
pharmacist they would like to see. All of the
pharmacists at Uptown Pharmacy are equally
well-known to the community. During the visit,
the pharmacist and the patient actively engage
in a review of all their medications and their
impact on the patient’s total healthcare regime,
which usually lasts around 30 minutes to an
hour in a private room or over the phone. The
pharmacist uses an online program called Mirixa that will provide and display each patient’s
case, store any updates or notes the pharmacist
may make for follow-up, provide clinical information, present and print drug lists and other
pertinent information in a more organized
fashion. This allows for better patient comprehension and monitoring and also serves as the
means for electronic billing of the MTM
services. Patients may also receive personalized educational packets and charts from other
clinical sources under the purview of the pharmacist. The pharmacist’s recommendations,
notes, updates, and other pertinent information are shared with each patient’s physician so

therapeutic outcomes are increased. Currently,
most of the patients receiving MTM services
are established with the pharmacy, but new
patients are readily accepted and often referred
from other pharmacies in the area.

Resource Requirements
Uptown Pharmacy has a few special additional resource requirements in addition to the
traditional needs of an independent pharmacy.
First, there’s extra paperwork to ensure proper
handling and registration of the patients and
for the pharmacy to ensure proper billing.
Second, the consultation room needs a computer with an internet connection. In addition,
the system may require more functionality and
clinical software to support the full range of
MTM consultations, compared to a standard
consultation room/area. The room must also
maintain a proper environment to facilitate
important clinical discussions on disease
management, medication usage, and to assure
the patient’s privacy. Third, although Mirixa
contains an online database of knowledge and
clinical tools, it is advantageous to have a wide
and comprehensive selection of other clinical/
drug resources available in each session.
The program also requires a well-staffed
pharmacy to maintain pharmacy operations
when an MTM pharmacist is engaged in a
consult. In addition, completion of a training program through Mirixa is vital. Finally,
MTM pharmacists will find it advantageous
to have a strong clinical background, excellent
drug knowledge, and good interpersonal skills
so that a patient or their physician will more
likely comply with any recommendations or
guidance offered.

Description of Successes Both
Anecdotal and Measurable
Since the start of this service more than
two years ago, Uptown Pharmacy has attracted more and more people into the program.

There have been many patient testimonials, and physicians have praised the model
because many drug-drug interactions and
drug-disease interactions have been caught,
while methods to reduce side-effects have
been utilized. There have also been testimonials from other healthcare professionals
who have asked where their patients obtained their complete medication lists and
other personalized educational material.
The team of MTM pharmacists have solved
patients’ medication problems, educated
and involved them in their own medication
management, and offered tools to improve
their lives.

program would approve additional appointments to monitor the patient’s outcomes.
Currently, due to the language of the drug
benefit plan, any health professional is able to
administer MTM, and thus the competition
to administer MTM services is a limitation to
pharmacists. It is unknown what will happen
with this limitation.
There is also the issue of communication
with patients who speak different languages.
Although the MTM pharmacists at Uptown
Pharmacy are proficient in many languages,
the ready-made personalized materials, such as
drug lists, are usually only available in English.

Legal or Regulatory Issues
Limitations of the Model or
Restrictions that Limit its Portability
The primary limitation of the MTM
program is the lack of insurance-approved
follow up with the patient. After the initial
consult, Medicare only allows for one
MTM consult per year. Much more patient
progress would be attainable if the Medicare

There are no major legal or regulatory issues MTM pharmacists must face that are
different than those faced with the traditional
practice of pharmacy.

Future Plans and Directions
The overall success of MTM depends on
the pharmacy profession embracing (including

individual pharmacists, pharmacy networks,
and pharmacy organizations and especially
students), the medical community, patients,
payer groups, and the federal government.
Student pharmacists are advised to get involved in MTM to increase their visibility
and awareness. The more that pharmacists
are seen as providing special services for
patients, public awareness will be raised,
and the more the profession will advance.
Major opportunities for future growth in
MTM are possible if more Medicare health
plans reimburse community pharmacists
for MTM services. Additional opportunities could be achieved if local physicians
would cooperate in establishing protocols
to allow the pharmacists to optimize medication regimens. The Uptown Pharmacy
MTM team has many patients with very
favorable impression of their consulting sessions. The hope is that eligible patients will
embrace their opportunity to speak to their
pharmacist and recognize them as their
medication expert.
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EBM RE VIEW

An Introduction to Systematic Reviews

The Lifeblood of
Medical Decision-Making
By Guest Editors: Sheri Ann Strite and Michael E. Stuart, MD, Delfini Group, LLC

his is our second editorial in
California Pharmacist about
evidence-based approaches to
evaluating the medical literature. Our
first editorial outlined how pharmacy
student writers for the California
Pharmacist Evidence-based Medicine
(EBM) reviews approach critical appraisal of primary studies. In this
editorial, we discuss secondary studies, which represent a “round-up” of
primary studies into an evidence synthesis to summarize what is known
about a healthcare issue to help inform medical decision-making.
First a reminder that EBM can
be defined as “a set of principles and
methods intended to ensure that — to
the greatest extent possible — medical decisions, guidelines, and other
types of policies are based on and
consistent with good evidence of effectiveness and benefit.”1 The reason
for basing decisions on good medical evidence is that evidence-based
decisions made by clinicians, patients
and others are more likely to result in
predictable outcomes than if decisions
are based on clinical experience or other
factors. Unfortunately, it is not widely
known that most of the published medical
literature and, thus, the evidence for effectiveness, is seriously flawed.
We consider the hallmarks of evidencebased practice to be these:
1) When seeking information on
a topic, a systematic search is conducted
for science and science-based information
using evidence-based searching and filtering techniques.
2) All sources of information to guide
medical decision-making are critically appraised, using science-based principles, for
validity and usefulness.

T

44 CALIFORNIA PHARMACIST Summer 2008

Reviews can be useful for
background reading, but
should not be relied upon
to inform medical decisionmaking as they may present misleading information
about efﬁcacy of interventions and can potentially
add signiﬁcantly to the
cost and quality problems
we face in health care —
and usually leaning toward
overuse of interventions.

3) Any conclusions drawn from the science
are carefully crafted to be as valid as possible.
4) Methods used and reporting are transparent so that the work can be evaluated for
quality, replicated and updated.
5) Clinical information sources are updated when significant new information becomes
available and such information is periodically
sought.

ABOUT SYSTEMATIC REVIEWS
What Is a Systematic Review?
A systematic review is a secondary study
— meaning it utilizes original research

(primary studies) to summarize
results of more than one study
in an attempt to establish a body
of scientific evidence to answer a
research question — and it does so
conforming to an established formal methodology. Meta-analyses
are a subtype of systematic reviews, the end product for which is
a statistically computed outcome,
either through combining study
results or pooling raw study data,
whereas a systematic review which
is not a meta-analysis may be qualitative or may aggregate outcomes
in a non-statistical way. If prepared
using formal methods for systematic reviews, a monograph or a
drug class review can be considered a type of systematic review.
The medical literature, however, is replete with another type
of secondary study which is called
a “review,” sometimes referred to
as an “overview” or a “narrative
review.” Reviews are problematic
because they lack some or all of
the necessary components of
systematic reviews; thereby, presenting
opportunities for bias. Reviews tend to
be written by “experts.” However, studies
have shown that in many specialty areas,
experts differ significantly in estimates of
benefit from various interventions, begging
the questions: who is actually expert, and
how can one tell?2, 3 Reviews can be useful
for background reading, but should not be
relied upon to inform medical decisionmaking as they may present misleading
information about efficacy of interventions
and can potentially add significantly to the
cost and quality problems we face in health
care — and usually leaning toward overuse
of interventions.

Table 1. Features of Quality Systematic Reviews
Item

Feature

Remarks

1

Research Question
0CKFDUJWFTPGUIFSFWJFXBSF
EFUFSNJOFEJOBEWBODFPGEPJOHUIF
SFWJFXBOEVUJMJ[FDMFBSMZTUBUFEBOE
DMJOJDBMMZNFBOJOHGVMRVFTUJPOT

A priori Questions
i*OBEWBODFwJTSFGFSSFEUPBTa priori4PVOETDJFOUJmDNFUIPEPMPHZGSFRVFOUMZSFRVJSFTUIBUDFSUBJOJUFNT
FH SFTFBSDIRVFTUJPO PVUDPNFTPGJOUFSFTU QPQVMBUJPOTGPSBOBMZTJT FUD BSFEFUFSNJOFEa priori CFDBVTF
TVDIBOBQQSPBDIIFMQTSFEVDFPQQPSUVOJUJFTGPSCJBTBOEUIFMJLFMJIPPEPGDIBODFmOEJOHT
Question Focus
*UJTJNQPSUBOUUPFWBMVBUFXIFUIFSUIFSFTFBSDIPCKFDUJWFXJMMDBQUVSFUIFSJHIUJOGPSNBUJPOGPSTVDI
DPOTJEFSBUJPOTBTQPQVMBUJPO DPOEJUJPO JOUFSWFOUJPOPSFYQPTVSFBOEJNQPSUBOUPVUDPNFT'PSJOUFSWFOUJPOT 
GPDVTNVTUCFDMJOJDBMMZNFBOJOHGVMXIFODPOTJEFSJOHFGmDBDZ
Clinically Meaningful Questions
$MJOJDBMMZNFBOJOHGVMRVFTUJPOTBSFUIPTFUIBUBEESFTTPVUDPNFTPGJNQPSUBODFUPQBUJFOUTTQFDJmDBMMZJOUIF
BSFBTPGNPSCJEJUZ NPSUBMJUZ TZNQUPNSFMJFG FNPUJPOBMBOEPSQIZTJDBMGVODUJPOJOHBOEPSIFBMUISFMBUFE
RVBMJUZPGMJGF

2

Study Selection
&YQMJDJU EPDVNFOUFEBOE
BQQSPQSJBUFTFMFDUJPODSJUFSJB
JODMVTJPOBOEPSFYDMVTJPO BSF
DIPTFOJOBEWBODFGPSJODMVEFE
TUVEJFTUIBUBSFTVGmDJFOUMZTJNJMBS
UPFBDIPUIFS IPNPHFOPVT 

A priori Criteria
4FMFDUJPODSJUFSJBNVTUCFEFUFSNJOFEa priori UPIFMQSFEVDFPQQPSUVOJUJFTGPSBCJBTFEBQQSPBDI
Criteria Transparency
"UBNJOJNVN DSJUFSJBTIPVMETQFDJGZTUVEZUZQF FH SBOEPNJ[FEDPOUSPMMFEUSJBM 3$5 DSPTTTFDUJPOBM DPIPSU 
FUD QPQVMBUJPO NFUIPET JOWFOUJPOTPSFYQPTVSFTBOEPVUDPNFT
Criteria for Study Type
4UVEZUZQFOFFETUPCFBQQSPQSJBUFUPUIFDMJOJDBMRVFTUJPO'PSFYBNQMF JGUIJTJTBRVFTUJPOPGUIFSBQZ 
TDSFFOJOHPSQSFWFOUJPOBOEPCTFSWBUJPOBMTUVEJFTBSFVTFEUPBOTXFSRVFTUJPOTPGFGmDBDZ %FMmOJTVHHFTUTOPU
VTJOHUIFSFWJFXCFDBVTFPGUIFIJHIQPUFOUJBMGPSCFJOHNJTMFECZUIFSFTVMUT 4FFTable 2GPSIFMQJONBUDIJOH
TUVEZUZQFTUPDMJOJDBMRVFTUJPOT
Criteria for Homogeneity
4VGmDJFOUMZTJNJMBSNFBOTTJNJMBSJONFUIPET QPQVMBUJPO JOUFSWFOUJPOPSFYQPTVSFTPSDIBSBDUFSJTUJDT GPMMPX
VQQFSJPE PVUDPNFT FUD
Criteria for Patient Population
*TUIFQPQVMBUJPOBQQSPQSJBUFGPSUIJTRVFTUJPO

3

Search
"DPNQSFIFOTJWFBOETZTUFNBUJD
TFBSDIJTFNQMPZFEUPJEFOUJGZBMM
WBMJEBOEDMJOJDBMMZVTFGVMTDJFOUJmD
JOGPSNBUJPOUIBUTIPVMECFJODMVEFE
JOUIFTVNNBSZPVUDPNFT

Search Strategy Considerations
$POTJEFSXIFUIFSUIFTFBSDITUSBUFHZBQQFBSTUPCFXFMMUIPVHIUPVUBOESFBTPOBCMFUPBOTXFSUIFSFTFBSDI
RVFTUJPO*TJUEPDVNFOUFE *TJUDPNQSFIFOTJWF :PVTIPVMECFBCMFUPSFQMJDBUFUIFTFBSDIXIJDIJTJNQPSUBOU
GPSZPVSBCJMJUZUPBTTFTTUIFRVBMJUZPGUIFTZTUFNBUJDSFWJFXBOEJNQPSUBOUGPSZPVSBCJMJUZUPVQEBUFJU
Strategy
/FFETUPJODMVEFTFBSDIUFSNT TPVSDFT mMUFSTVTFEBOEEBUFTDPWFSFE
/FFETUPJODMVEFBTFBSDIGSPNUIF/BUJPOBM-JCSBSZPG.FEJDJOF
5FYUCPPLTBSFHFOFSBMMZOPUDPOTJEFSFEUPIBWFSFMFWBOUTDJFOUJmDJOGPSNBUJPO*GUIFZBSFVTFE UIJTNBZCFBO
JOEJDBUPSPGBQPPSRVBMJUZTZTUFNBUJDSFWJFX



Critical Appraisal of
Included Studies
4UVEJFTDPOTJEFSFEGPSJODMVTJPOJO
UIFTZTUFNBUJDSFWJFXBSFDSJUJDBMMZ
BQQSBJTFEGPSWBMJEJUZBOEDMJOJDBM
VTFGVMOFTTVTJOHBTPVOEBOE
SJHPSPVTNFUIPEPMPHZ
0OMZWBMJEBOEDMJOJDBMMZVTFGVM
TUVEJFTBSFVUJMJ[FEGPSESBXJOH
DPODMVTJPOTPGFGmDBDZ

Critical Appraisal Quality Assessment
8IBUJTUIFRVBMJUZPGJODMVEFETUVEJFT
%JEUIFBVUIPSTVTFBOFYQMJDJUBOERVBMJUZNFUIPEGPSEFUFSNJOJOHWBMJEJUZPGJOEJWJEVBMTUVEJFT
*TUIFSFNPSFUIBOPOFBVUIPSBQQSBJTJOHUIFTUVEJFT 5IJTJTBTUSPOHQSFGFSFODFBTNVDIKVEHNFOUJTSFRVJSFE
JODSJUJDBMBQQSBJTBM"OE JGZFT IPXXFSFEJTBHSFFNFOUTSFTPMWFE
NOTE:5IF+BEBE4DBMFJTGSFRVFOUMZFNQMPZFECZSFWJFXFSTGPSEFUFSNJOJOHTUVEZRVBMJUZ5IF+BEBE4DBMFJT
SFGFSSFEUPBTBiWBMJEBUFEwTDPSJOHTZTUFNIPXFWFS JUJTnotBHPPENFBTVSFPGTUVEZRVBMJUZ*GUIF+BEBE4DBMF
JTVTFE JTUIFSFTPNFBTTVSBODFUIBUUIFSFWJFXFSTXFOUCFZPOEUIF+BEBE4DBMFDSJUFSJBUPDSJUJDBMMZFYBNJOFUIF
TUVEJFTTPUIBUPOMZWBMJEBOEDMJOJDBMMZVTFGVMTUVEJFTBSFVTFEUPESBXDPODMVTJPOTBCPVUFGmDBDZ GPSFYBNQMF
8FIJHIMZSFDPNNFOEUIBUZPVQFSGPSNBOBVEJUFWFOPGUIFNPTUiUSVTUFEwTPVSDFTPSPOFTXJUIUIFCFTU
SFQVUBUJPOTBTRVBMJUZWBSJFTXJEFMZ4FFUIFTFDUJPOSteps and Tips for Working with Secondary Studies
and Secondary Sources.
continued
Summer 2008 CALIFORNIA PHARMACIST 45

The Lifeblood of Medical Decision-Making (cont.)

Table 1. Features of Quality Systematic Reviews
Item

Feature

Remarks

Missing Data
3FBTPOBCMFDIPJDFTBSFNBEF
CZSFWJFXFSTGPSBEESFTTJOH
NJTTJOHEBUB

Missing Data Considerations
$POTJEFSIPXMPTTUPGPMMPXVQJTIBOEMFEBOEXIFUIFSJUEPOFBQQSPQSJBUFMZ-PTTFTPGBQQSPYJNBUFMZQFSDFOU
PSHSFBUFSDBOJNQBDUTUVEZPVUDPNFTJOTJHOJmDBOUXBZT
%JGGFSFOUJBMMPTTFTBSFBOPUIFSDPODFSOBOEHFOFSBMMZSFnFDUTPNFUIJOHEJGGFSFOUCFUXFFOUIFHSPVQTXIJDI
DPVMECFBOJOEJDBUPSPGBCJBT
3FWJFXFSTTIPVMENBLFBOBMZTJTDIPJDFTUIBUEPOPUHJWFBOBEWBOUBHFUPUIFJOUFSWFOUJPOVOEFSTUVEZ

Combinability of Studies &
Summarizing Results
2VBMJUZ BOEUSBOTQBSFOU NFUIPET
BSFFNQMPZFEGPSBOBMZ[JOHBOE
TVNNBSJ[JOHSFTVMUT

Combinability Assessment
*GSFTVMUTXFSFDPNCJOFE XFSFUIFBVUIPSTFYQMJDJUBCPVUIPXUIFZEJETPBOEEJEUIFZFNQMPZRVBMJUZNFUIPET 
'PSFYBNQMF8FSFBVUIPSTFYQMJDJUBCPVUIPXUIFZTVNNBSJ[FEUIFEBUBTVDIBTJOQFSDFOUBHFTPSSBUJPT %JE
BVUIPSTNBLFSFBTPOBCMFDIPJDFTGPSHSPVQJOHPSTUSBUJGZJOHPVUDPNFTPGJOUFSFTUVTJOHTVDIWBSJBCMFTBTBHF 
EVSBUJPOPGUSFBUNFOU EPTBHF FUD
%JENPSFUIBOPOFBVUIPSFYUSBDUBOEDPNCJOFEBUB 5IJTQSFDBVUJPOSFEVDFTUIFSJTLPGFSSPST

*GSFTVMUTBSFDPNCJOFE UIFZBSF
DPNCJOFEJOBSFBTPOBCMFBOE
BQQSPQSJBUFNBOOFS

Homo-/heterogeneity
*GSFTVMUTPGUIFTUVEJFTXFSFDPNCJOFE TVDIBTJOBNFUBBOBMZTFT EJEUIFBVUIPSTBQQMZUFTUTPGIPNPHFOF
JUZIFUFSPHFOFJUZUPBTTVSFUIBUUIFWBSJBUJPOCFUXFFOTUVEJFTJTEVFUPDIBODF JF QWBMVF TJNJMBSQPJOU
FTUJNBUFT PWFSMBQQJOHDPOmEFODFJOUFSWBMT FUD )PXFWFS UIJTUFTUJTTVTDFQUJCMFUPQSPCMFNTEFQFOEJOHVQPO
UIFOVNCFSPGUSJBMTDPNCJOFE*EFBMMZBUFTUGPSJODPOTJTUFODZJTSVOI2 TUBUJTUJDXIJDISFQPSUTQFSDFOUPGUPUBM
WBSJBUJPOEVFUPIFUFSPHFOFJUZJOTUFBEPGDIBODF<I2JTHPPE UPNPEFSBUF UPOPUHPPE>
'JYFEFGGFDUTNPEFMBTTVNFTFBDITUVEZBTUIFTBNFUSFBUNFOUFGGFDU3BOEPNFGGFDUTNPEFMBTTVNFTFGGFDUT
PGUSFBUNFOUWBSZBSPVOEBOPWFSBMMBWFSBHFUSFBUNFOUFGGFDU3BOEPNFGGFDUTNPEFMJTNPSFDPOTFSWBUJWFBOE
TIPVMECFVTFEGPSTUVEJFTXJUIHSFBUFSJODPOTJTUFODJFT
Weighting
*GXFJHIUJOHXBTFNQMPZFE XBTBSFBTPOBCMFBQQSPBDIUBLFO
8FJHIUJOHJTHFOFSBMMZVTFEUPGBWPSMBSHFSTUVEJFTPSIJHIFSRVBMJUZTUVEJFTBOESFEVDFQPUFOUJBMCJBTGSPN
TNBMMFSTUVEJFTPSUIPTFPGMPXFSRVBMJUZ#FBXBSF IPXFWFS UIBUMBSHFSTUVEJFTBSFOPUOFDFTTBSJMZIJHIFSRVBM
JUZTPCPUITJ[FBOERVBMJUZOFFEUPCFDPOTJEFSFE BOEXFJHIUJOHGSPNnBXFETUVEJFTDPVMEEJTUPSUSFTVMUT
$POTJEFSTFOTJUJWJUZBOBMZTFTXIFSFSFTVMUTPGIJHIFSRVBMJUZTUVEJFTBSFDPNQBSFEXJUIMPXFSRVBMJUZTUVEJFT

Author’s Discussion
3PCVTUEJTDVTTJPOJTQSPWJEFE
JODMVEJOHBOBTTFTTNFOUPG
MJNJUBUJPOTBOEXJUIDPODMVTJPOT
UIBUBSFTVQQPSUFECZUIFFWJEFODF

Discussion Considerations
4ZTUFNBUJDSFWJFXTDBOCFDPNQMFYBOEPGUFO TUVEJFTNBZWBSZJOLFZBSFBTTVDIBTQPQVMBUJPOT PVUDPNFT 
DPNQBSBUPST EPTJOH GPSNVMBUJPOT NFBTVSFNFOUJOTUSVNFOUT EVSBUJPOBOETPGPSUI"TTVDI BVUIPSTNJHIU
CFXFMMBEWJTFEUPIBWFQFSGPSNFENVMUJQMFTFOTJUJWJUZBOBMZTFT DPOTJEFSJOHiXIBUJGTw JF EPUIFSFTVMUTTUJMM
IPMEXIFOTNBMMFSTUVEJFTBSFSFNPWFE GPSEJGGFSFOUQPQVMBUJPOT FUD "OEUIFEJTDVTTJPOTIPVMEEFTDSJCFBOZ
TVDIUFTUJOH EFUBJMEJGGFSFODFTJOTUVEJFTBOEUIFJSJNQMJDBUJPOT EFTDSJCFTUVEZMJNJUBUJPOT BOETPGPSUI
Conclusions
4VSQSJTJOHMZ XFGSFRVFOUMZmOEJOPUIFSXJTFXFMMEPOFTZTUFNBUJDSFWJFXT BGBJMVSFUPESBXDPODMVTJPOTTVQQPSU
FECZFWJEFODF'PSFYBNQMF BSFWJFXNBZIBWFSFTVMUFEJOBZJFMEPGOPWBMJEJOGPSNBUJPOUPBOTXFSBDMJOJDBM
RVFTUJPOZFUUIFBVUIPSTQSFTFOUBOFGmDBDZDPODMVTJPO5IFTFSFWJFXTTIPVMECFDPOTJEFSFEUPCFVODFSUBJO
Safety
*UJTBDDFQUBCMFUPSFQPSUPOTBGFUZDPODFSOTIPXFWFS BVUIPSTTIPVMECFDBVUJPVTJOSFQSFTFOUJOHTBGFUZEBUBBT
TUSPOHFSUIBOJUJTJGJUJTCBTFEPOMPXRVBMJUZ3$5TPSPCTFSWBUJPOBMEBUB

Transparency
5IFQSPDFTTJTUSBOTQBSFOUBOE
JODMVEFTJOGPSNBUJPOBCPVUUIF
TQFDJmDTUVEJFTVUJMJ[FEJOUIFSFWJFX

Advantages of Systematic Reviews
A well-done systematic review can
be considered the lifeblood of medical
information because it provides a summary measure of outcomes based on the
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Accessibility & Replicability Potential
*TTVGmDJFOUEFUBJMQSPWJEFEUIBUFOBCMFTBUISPVHIRVBMJUZBTTFTTNFOUPGUIFSFWJFXBOETVDIUIBUUIFSFWJFX
DPVMECFSFQMJDBUFE 

scientific weight of valid and clinically useful studies. This is important, at the very
least, because results of a single study which
passes a critical appraisal screen could still
be due to chance or even fraud. Further,

systematic reviews may be able to answer
questions not answerable by small studies
because of power issues. Meaning a study
population can end up being too small to
show a statistically significant difference

The Lifeblood of Medical Decision-Making (cont.)

even if there is one. By pooling data from
multiple studies, a meta-analysis might reveal that there is a true difference since the
population may be sufficiently increased.
Systematic reviews are considered so important that they have been a recent focus
of the Institute of Medicine (IOM).4

to combine and analyze data from multiple
studies, consisting of the following features.

STEPS AND TIPS FOR WORKING
WITH SECONDARY STUDIES
Searching Tips

Disadvantages of
Systematic Reviews
Systematic reviews can be complex
to do and, often, greater complexity may
result in greater opportunities for error and
bias. Even well-done systematic reviews can
only be informative to the extent that solid
original studies are available and that there
are sufficient studies similar enough to each
other that they are combinable (the degree
of similarity between studies is referred to
as homogeneity). Frequently, studies may
vary in key areas such as populations, outcomes, comparators, dosing, formulations,
measurement instruments, duration and so
forth, which may render the studies different enough that they cannot be combined
to answer a clinical question.
Further, systematic review quality is
wholly dependent upon the inclusion of
valid and clinically useful studies. All too
frequently, critical appraisal is done poorly
or is not done at all — the result of which
is the inclusion of flawed studies which can
mislead. Estimates vary, but depending
upon the flaw, distortion of study results
may be as high as a relative 50 percent
difference or more in outcomes.5 Unfortunately, it is often difficult to tell if critical
appraisal has been done well. Some systematic reviewers rely solely on use of the Jadad
Scale6 which we and some other experts
think insufficient because it neglects many
important critical appraisal considerations.7
Others mention they perform critical appraisal, but do not provide sufficient information to judge the adequacy of their
approach. We advocate auditing the review
and provide guidance for doing so below.
Also, systematic reviews become out-ofdate with the inception of new research and
must be updated.

An efficient way to save time is to utilize
sources that are more likely to be of higher
quality, such as reviews from The Cochrane
Collaboration. Recommended sources can

be found at http://www.delfini.org/
delfiniWebSources.htm.
If these sources do not provide a review relevant to your question, search the
National Library of Medicine at www.
pubmed.gov. You can specify systematic
reviews by selecting the Limits tab and
selecting Systematic Reviews under Subsets. Meta-analyses appear to be included
in Systematic Review yields; however, you
can check this or limit your search solely
to meta-analyses using the Type of Article

What Characterizes a Quality
Systematic Review?
As we have stated, a well-done systematic review uses a formal methodology
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Table 2. Match Your Clinical Question to Study Design Type
4FFLPVUPSJHJOBMTUVEJFTPSTZTUFNBUJDSFWJFXTPGUIFTUVEZUZQFTCFMPXUPBQQSBJTFGPSWBMJEJUZBOEVTFGVMOFTT
Question Topic

Study Design Features

Study Type

5SFBUNFOU TDSFFOJOHPSQSFWFOUJPOo8IBUIBQQFOTXIFO
ZPVEPTPNFUIJOHUPTPNFPOF

&YQFSJNFOUo3BOEPNJ[FBQQSPQSJBUFMZBOEDPNQBSFHSPVQT

3$5

%JBHOPTJTo%PFTJUEPXIBUJUJTTVQQPTFEUPEPEPFTJU
JNQSPWFDBSF

/FFEEBUBUPDBMDVMBUFTFOTJUJWJUZTQFDJmDJUZQSFEJDUJWFWBMVFToJOEFQFO
EFOU CMJOEDPNQBSJTPOXJUIBiHPMETUBOEBSEw

3$5
$SPTTTFDUJPOBM

/BUVSBMIJTUPSZo8IBUIBQQFOTXIFOZPVGPMMPXOBUVSBM
DPVSTFPGBDPOEJUJPO

/PUBOFYQFSJNFOUoGPMMPXTXIBUBDUVBMMZIBQQFOTPWFSUJNF

Cohort

1SPHOPTJTo8IBUIBQQFOTXIFOZPVGPMMPXUIFOBUVSBM
DPVSTFPGBDPOEJUJPO

/PUBOFYQFSJNFOUoGPMMPXTXIBUBDUVBMMZIBQQFOTPWFSUJNF

Cohort

box under Limits. You can also pre-specify
these choices automatically by setting up
your own tabbed yield windows through
My NCBI which is accessible from the
PubMed homepage. A tool providing more
advice on searching is freely available at
http://www.delfini.org/delfiniTools.htm.

Critical Appraisal of the
Systematic Review
The next step is to critically appraise
the review to determine if it meets the
requirements for quality systematic reviews. Table 1 can serve as an appraisal
guide and checklist. There is also a free
tool available specifically designed for
critically appraising systematic reviews,
complete with sample quality answers
and problem answers, which is freely
available at http://www.delfini.org/
delfiniTools.htm.
Another efficiency is to determine if
someone else has already critically appraised the review. In PubMed, review
all published commentaries. Also, search
for the review in the free Database of
Abstracts of Reviews of Effects (DARE)
at http://www.york.ac.uk/inst/crd/crddatabases.htm. DARE identifies potential
systematic reviews and assesses them for
methodological quality against a set of inclusion criteria and summarizes the results.
If DARE finds significant problems with a
review, be forewarned that their language
is subtle. If they state, “Use with caution,”
the review should probably not be used to
address questions of efficacy.
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Quality Issues

We would like to
emphasize the need
for a checklist or
tool to be used
by all health professionals when
“reading” studies.
A checklist helps to
guide the process
and serves as an
important reminder
about critical study
elements that are
otherwise not
addressed in the
article (if not addressed, they become an automatic
threat to validity).

Quality of any source — even those
with the best potential or reputation for
quality — is variable. Here are our most
conservative suggestions for working with
any source:
• The secondary study or source needs
to be critically appraised using a
tool appropriate for that purpose
— PLUS the science used by the
secondary study or source needs to
be evaluated for validity and clinical
usefulness.
• It is highly recommended that users review the methods used by the authors
of the secondary study or source for
critical appraisal considerations.
• Jadad scoring is insufficient to be
relied upon, and conclusions from
such systematic reviews should not
be used unless reviewers demonstrate
strong critical appraisal skills which
they have applied as discerned through
study discussion, and the review passes
an audit.
• The most conservative approach is to
review all studies considered to be of
quality — and compare your outcomes
to that of the review.
• A less conservative approach is to audit a sampling of included studies.

How to Audit a Secondary Source
• Of the included studies, critically appraise one or more original studies
identified as high quality and one or
two of the lowest quality.

The Lifeblood of Medical Decision-Making (cont.)

• If these pass, it is probably reasonable
to assume that the rest of the studies
are of sufficient validity and clinical
usefulness.
• A review that does not pass a critical
appraisal review might still be usable as
a foundation if the search strategy and
criteria for excluded studies is sound.
• If yes, critically appraise all studies
selected for inclusion, discarding
any not meeting a rigorous critical appraisal screen for validity and clinical
usefulness.

Grading the Systematic Review
Just as we assign a grade to a primary
study or to individual study conclusions,
we also assign a grade to systematic reviews
and/or their conclusions. Table 3 provides
information about the Delfini Grading
Scale. More information on evidence grading can be found in the Delfini Evidence
Grading, Wording Conclusions & Results

Table Tool at http://www.delfini.org/
delfiniTools.htm.

FINAL ADVICE &
RECOMMENDATIONS

addressed, then become an automatic threat
to validity). It may seem reasonable to carry
a short checklist in your head; however,
while helpful to have such a heuristic, we
have found that threats to validity are often
missed when a written checklist is not
used. If utilized to document threats,
a checklist can also facilitate evidence
grading since this is easiest to accomplish
when looking at a summary list of study
concerns. Help in performing critical appraisals, tools and advice for performing
every phase of evidence- and value-based
clinical improvements is freely available at
www.delfini.org.

We would like to again emphasize the
need for a checklist or tool to be used by
all health professionals when “reading” studies. A checklist helps to guide the process
and serves as an important reminder about
critical study elements that are otherwise
not addressed in the article (and, if not

References
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Jan-Feb;24(1):9-17.
2. Eddy DM. Evidence-Based Medicine:
A Unified Approach. Health Affairs 24 no.1
(2005):9-17. PMID: 15647211

Updating the Review
Also, be reminded that systematic reviews
become out-of-date with the inception of new
research. To be informed, readers need to perform a search and critical appraisal of
relevant studies published after the search
date (not the publication date) of the systematic review.
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Table 3. Delﬁni Validity & Usability Grading Scale for Summarizing the Evidence for Interventions
(SBEFPG6TBCJMJUZ

4USFOHUIPG&WJEFODF"EWJDF
(SBEFTDBOCFBQQMJFEUPJOEJWJEVBMTUVEJFT UPDPODMVTJPOTXJUIJOTUVEJFT BCPEZPGFWJEFODFPSUPTFDPOEBSZTPVSDFTTVDIBTHVJEFMJOFTPS
DMJOJDBMSFDPNNFOEBUJPOT(FOFSBMBEWJDFJTQSPWJEFECFMPX

(SBEF"
6TFGVM

5IFFWJEFODFJTTUSPOHBOEBQQFBSTTVGmDJFOUUPVTFJONBLJOHIFBMUIDBSFEFDJTJPOToJUJTCPUIWBMJEBOEVTFGVM FH NFFUTTUBOEBSETGPS
DMJOJDBMTJHOJmDBODF TVGmDJFOUNBHOJUVEFPGFGGFDUTJ[F QIZTJDJBOBOEQBUJFOUBDDFQUBCJMJUZ FUD
"EWJDF4UVEJFTBDIJFWJOHUIJTHSBEFTIPVMECFPVUTUBOEJOHJOEFTJHO FYFDVUJPOBOESFQPSUJOHXJUIVTFGVMJOGPSNBUJPOUPBJEDMJOJDBMEFDJ
TJPONBLJOH FOBCMJOHSFBTPOBCMFDFSUJUVEFJOESBXJOHDPODMVTJPOT
'PSBCPEZPGFWJEFODF
4FWFSBMXFMMEFTJHOFEBOEDPOEVDUFETUVEJFTUIBUDPOTJTUFOUMZTIPXTJNJMBSSFTVMUT
'PSUIFSBQZ TDSFFOJOH QSFWFOUJPOBOEEJBHOPTUJDTUVEJFT3$5T*OTPNFDBTFTBTJOHMF MBSHFXFMMEFTJHOFEBOEDPOEVDUFE3$5NBZCFTVG
mDJFOUIPXFWFS XJUIPVUDPOmSNBUJPOGSPNPUIFSTUVEJFTSFTVMUTDPVMECFEVFUPDIBODF VOEFUFDUFETJHOJmDBOUCJBTFT GSBVE FUD*OTVDI
JOTUBODFUIFTUVEZNJHIUSFDFJWFB(SBEF" CVUUIF4USFOHUIPGUIF&WJEFODFTIPVMEJODMVEFBDBVUJPOBSZOPUF
'PSOBUVSBMIJTUPSZBOEQSPHOPTJT$PIPSUTUVEJFT

(SBEF#
1PTTJCMZ6TFGVM

5IFFWJEFODFBQQFBSTQPUFOUJBMMZTUSPOHBOEJTQSPCBCMZTVGmDJFOUUPVTFJONBLJOHIFBMUIDBSFEFDJTJPOTTPNFUISFBUTUPWBMJEJUZ
were identiﬁed
"EWJDF4UVEJFTBDIJFWJOHUIJTHSBEFTIPVMECFPGIJHIRVBMJUZJOEFTJHO FYFDVUJPOBOESFQPSUJOHXJUIOPOMFUIBMUISFBUTUPWBMJEJUZBOEXJUI
TVGmDJFOUMZVTFGVMJOGPSNBUJPOUPBJEDMJOJDBMEFDJTJPONBLJOH FOBCMJOHSFBTPOBCMFDFSUJUVEFJOESBXJOHDPODMVTJPOT
'PSBCPEZPGFWJEFODF
5IFFWJEFODFJTTUSPOHFOPVHIUPDPODMVEFUIBUUIFSFTVMUTBSFQSPCBCMZWBMJEBOEVTFGVM TFFBCPWF IPXFWFS TUVEZSFTVMUTGSPNNVMUJQMF
TUVEJFTBSFJODPOTJTUFOUPSUIFTUVEJFTNBZIBWFTPNF CVUOPUMFUIBM UISFBUTUPWBMJEJUZ
'PSUIFSBQZ TDSFFOJOH QSFWFOUJPOBOEEJBHOPTUJDTUVEJFT3$5T*OTPNFDBTFTBTJOHMF MBSHFXFMMEFTJHOFEBOEDPOEVDUFE3$5NBZCFTVG
mDJFOUIPXFWFS XJUIPVUDPOmSNBUJPOGSPNPUIFSTUVEJFTSFTVMUTDPVMECFEVFUPDIBODF VOEFUFDUFETJHOJmDBOUCJBTFT GSBVE FUD*OTVDI
JOTUBODFUIFTUVEZNJHIUSFDFJWFB(SBEF" CVUUIF4USFOHUIPGUIF&WJEFODFTIPVMEJODMVEFBDBVUJPOBSZOPUF
"MTPGPSEJBHOPTJT WBMJETUVEJFTBTTFTTJOHUFTUBDDVSBDZGPSEFUFDUJOHBDPOEJUJPOXIFOUIFSFJTFWJEFODFPGFGGFDUJWFOFTTGSPNWBMJE BQQMJ
DBCMF3$5T
'PSOBUVSBMIJTUPSZBOEQSPHOPTJT$PIPSUTUVEJFT

(SBEF#6
1PTTJCMFUPVODFSUBJO
usefulness

5IFFWJEFODFNJHIUCFTVGmDJFOUUPVTFJONBLJOHIFBMUIDBSFEFDJTJPOTIPXFWFS UIFSFSFNBJOTTVGmDJFOUVODFSUBJOUZUIBUUIFFWJEFODF
DBOOPUGVMMZSFBDIB(SBEF#BOEUIFVODFSUBJOUZJTOPUHSFBUFOPVHIUPGVMMZXBSSBOUB(SBEF6
4UVEZRVBMJUZJTTVDIUIBUJUBQQFBSTMJLFMZUIBUUIFFWJEFODFJTTVGmDJFOUUPVTFJONBLJOHIFBMUIDBSFEFDJTJPOTIPXFWFS UIFSFBSFTPNF
TUVEZJTTVFTUIBUSBJTFDPOUJOVFEVODFSUBJOUZ)FBMUIDBSFEFDJTJPONBLFSTTIPVMECFGVMMZJOGPSNFEPGUIFFWJEFODFRVBMJUZ

(SBEF6
6ODFSUBJOWBMJEJUZBOE
or usefulness

5IFSFJTTVGmDJFOUVODFSUBJOUZUIBUDBVUJPOJTVSHFESFHBSEJOHJUTVTFJONBLJOHIFBMUIDBSFEFDJTJPOT
6ODFSUBJO7BMJEJUZ5IJTNBZCFEVFUPVODFSUBJOWBMJEJUZEVFUPNFUIPEPMPHZ FOPVHIUISFBUTUPWBMJEJUZUPSBJTFDPODFSOoPVSTVHHFTUJPO
XPVMECFUPOPUVTFTVDIBTUVEZJONPTUDJSDVNTUBODFT PSNBZCFEVFUPDPOnJDUJOHSFTVMUT
6ODFSUBJO6TFGVMOFTT0SUIJTNBZCFEVFUPVODFSUBJOBQQMJDBCJMJUZEVFUPSFTVMUT HPPENFUIPEPMPHZ CVURVFTUJPOTEVFUPFGGFDUTJ[F 
BQQMJDBCJMJUZPGSFTVMUTXIFOSFMBUJOHUPCJPMPHJDNBSLFST PSPUIFSJTTVFT 5IFTFMBUUFSTUVEJFTNBZCFVTFGVMBOETIPVMECFWJFXFEJOUIF
DPOUFYUPGUIFXFJHIUPGUIFFWJEFODF
6ODFSUBJO7BMJEJUZBOE6TFGVMOFTT5IJTJTBDPNCJOBUJPOPGUIFBCPWF
6ODFSUBJOUZPG"VUIPS*GUIFBVUIPSIBTSFBDIFEBDPODMVTJPOUIBUUIFmOEJOHTBSFVODFSUBJO EPJOHBDSJUJDBMBQQSBJTBMJTVOMJLFMZUPSFTVMU
JOBEJGGFSFOUDPODMVTJPO5IFFWJEFODFMFBWFTVTVODFSUBJOSFHBSEMFTTPGXIFUIFSUIFTUVEZJTWBMJEPSOPU$SJUJDBMBQQSBJTBMJTBUUIFEJTDSF
UJPOPGUIFSFWJFXFS
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EBM RE VIEW

CATIE Trial Review of
Phases 1 and 2
By Jennifer Ericksen, Pharm. D. Candidate 2008, Sheri A. Strite,
Michael E. Stuart, MD and Craig Stern, Pharm. D., MBA
Introduction
he CATIE (Clinical Antipsychotic
Trials of Intervention Effectiveness)
program was conducted in order to
evaluate the effectiveness of antipsychotic
drugs in typical settings and populations.
This trial promised a “real world” approach,
differing from previous industry-sponsored
antipsychotic trials which typically have
strict entry and exclusion criteria, are
conducted at only a of couple sites, and
narrowly focus on comparing 1 or 2 drugs
with placebo. CATIE’s design consisted
of three main phases. This review will
focus on the first two phases of the
CATIE trial.
• Phase 1: Phase 1 was a double blind
randomized clinical trial comparing
treatment with the second-generation
antipsychotics (olanzapine, quetiapine,
risperidone, ziprasidone) to perphenazine, a mid-potency first generation antipsychotic.
• Phase 2: If a patient discontinued the
phase 1 medication and wished to continue with the trial, enrollment in one of
two phase 2 pathways was an option: (1)
Randomization to open-label clozapine
or a double-blinded second generation
drug that was not assigned in phase 1;
or (2) Double-blinded randomization to
ziprasidone or another second generation
drug that was not assigned in phase 1.
The primary outcome measure was discontinuation of treatment for any cause,
selected due to the frequency of stopping or
changing antipsychotic medication in the
clinical setting. Secondary outcome measures included specific reasons for discontinuation such as inefficacy or intolerability
due to side effects.
The purpose of this evidence-based
evaluation of CATIE’s first 2 phases is to

T

52 CALIFORNIA PHARMACIST Summer 2008

determine if the results are a valid and useful
addition to a healthcare provider’s resources
when treating schizophrenia.

Summary of Author’s Results
and Conclusions:
Phase 1:
• The authors concluded that olanzapine
was the most effective in terms of the rates
of discontinuation; however, it was also
associated with the greater weight gain
and increases in measures of glucose and
lipid metabolism.
• They also concluded that the efficacy
of the conventional antipsychotic perphenazine appeared similar to that of
the atypical antipsychotics.
Phase 2:
• For the phase-2 efficacy pathway, the
authors concluded that in the group of patients who had just discontinued a course of
treatment with a newer atypical antipsychotic, treatment with clozapine was significantly more effective than switching to another
of the newer atypical antipsychotics.
• It was determined that the results of
phase-2 were consistent with previous studies finding clozapine more effective than
conventional antipsychotics.
• The authors of the phase 2 tolerability
arm concluded that olanzapine and risperidone were more effective than quetiapine
and ziprasidone as reflected by longer
time until discontinuation for any reason.
It was also concluded that olanzapine
was the most effective medication for
those patients who discontinued their
previous treatment due to inefficacy, although not for those who discontinued
due to intolerability.
• Their original hypothesis that ziprasidone
would be most effective was not confirmed.

Reviewer’s Conclusion:
The CATIE trial was meant to be a
realistic and practical approach toward the
evaluation of antipsychotics in the treatment
of schizophrenia. In contrast with previously
conducted industry-sponsored clinical trials,
the CATIE trial incorporated a large number of subjects in numerous clinical settings
and followed them for an extended duration
of time. In addition, rather than focusing on
one or two drugs as compared to placebo,
these trials evaluated all available atypical
antipsychotics and one first generation drug.
In order to be as “real world” as possible, the
trial enrolled patients with stable co-morbid
disease, substance-use disorders, and those
taking concomitant non-antipsychoticrelated medication. While such an approach
is supposed to increase the external validity of the study by making the results more
applicable to the general population of
schizophrenic patients, it may also decrease
internal validity. Confounding factors have
the potential to influence outcomes so that
the results cannot necessarily be attributed
to the drugs under study. However, keeping
these factors in mind, one must acknowledge
that the CATIE trial was meant to evaluate the effectiveness of antipsychotic medications; in other words, whether or not a drug
works under the usual conditions of care.
Usual conditions of care unavoidably include
such confounding factors as concomitant
medications and co-morbid conditions. It
is evident that the CATIE study was flawed
in a number of ways as presented in this review; however, it is a trial that takes a novel
approach toward evaluation of antipsychotic
effectiveness in a more representative population than has previously been studied.
While the aforementioned threats to internal
validity of the study are important to keep in
mind, CATIE results may be useful in that

Element

Criteria

Comments

THREAT

Study Design
Assessment

*TUIFEFTJHOBQQSPQSJBUFUP
UIFSFTFBSDIRVFTUJPO 

1IBTFTBOE XJUIUIFFYDFQUJPOPGUIPTFQBUJFOUT
BTTJHOFEUPDMP[BQJOF XFSFEPVCMFCMJOEFESBOEPN
J[FEDPOUSPMUSJBMTEFTJHOFEUPBTTFTTEJGGFSFODFTJO
FGGFDUJWFOFTTCFUXFFOBOUJQTZDIPUJDT$MP[BQJOFXBT
PQFOMBCFMEVFUPDPNQMFYJUJFTJOWPMWJOHXFFLMZCMPPE
ESBXJOHGPSIFNBUPMPHJDBMNPOJUPSJOH

THREAT:0QFOMBCFMUSJBMTDBOMFBEUPBTJHOJmDBOU
CJBTBOENJTSFQSFTFOUBUJPOPGPVUDPNFTNFBTVSFE

1FSQIFOB[JOFXBTUIFPOMZmSTUHFOFSBUJPOBOUJQTZ
DIPUJDVTFEGPSDPNQBSJTPOXJUIUIFTFDPOEHFOFSB
UJPOESVHT DIPTFOCFDBVTFPGJUTMPXFSQPUFODZBOE
EFDSFBTFESJTLPGFYUSBQZSBNJEBMTJEFFGGFDUTBOE
TFEBUJPO5IJTQSFTFOUTBQSPCMFNEVFUPUIFUSFNFO
EPVTWBSJBCJMJUZJOFGmDBDZBOEUPMFSBCJMJUZXJUIJOUIF
mSTUHFOFSBUJPOBOUJQTZDIPUJDDMBTT

THREAT:6TFPGBmSTUHFOFSBUJPOBOUJQTZDIPUJD
UIBUJTOPUSFQSFTFOUBUJWFPGUIFDMBTTNBZMFBEUPJO
BQQSPQSJBUFBQQMJDBUJPOPGSFTVMUTUPUIFFOUJSFDMBTT
4QFDJmDBMMZ UIFQFSQIFOB[JOFSFTVMUTNBZOPUBQQMZ
UPUIFFOUJSFDMBTT

5IFQSJNBSZFOEQPJOUPGBMMDBVTFUSFBUNFOUEJT
DPOUJOVBUJPOXBTDIPTFOCFDBVTFJUJTBEJTUJODU
NFBTVSFUIBUSFnFDUTCPUIFGmDBDZBOETJEFFGGFDUT
%JTDPOUJOVBUJPOPGNFEJDBUJPOJTBNBKPSQSPCMFNJO
UIFUSFBUNFOUPGTDIJ[PQISFOJBBOEUIFBVUIPSTEF
DJEFEUIBUUIFFGGFDUJWFOFTTPGUIFSBQZXPVMECFCFTU
NFBTVSFECZBOPVUDPNFUIBUFODPNQBTTFTBWBSJFUZ
PGDBVTBMGBDUPST*UXBTEFUFSNJOFEUPCFBDMJOJDBMMZ
NFBOJOHGVMPVUDPNFUIBUSFnFDUTUIFJOQVUPGCPUI
UIFQBUJFOUBOEUIFDMJOJDJBO

THREAT:"NBKPSQSPCMFNXJUIUIJTPVUDPNFJTJUT
JOBCJMJUZUPQJOQPJOUUIFTQFDJmDDBVTFPGUSFBUNFOU
EJTDPOUJOVBUJPO4FDPOEBSZFOEQPJOUTEPJODMVEF
TQFDJmDDBVTFTIPXFWFS BOBMZTFTPGUIFTFPVUDPNFT
XFSFDPOTJEFSFEEFTDSJQUJWFJOOBUVSFBOEMBDLFEUIF
TUBUJTUJDBMQPXFSVTFEGPSQSJNBSZPVUDPNFBOBMZTJT

5IFBVUIPSTNFOUJPOFEUIBUUIF'%"BQQSPWFEEPT
BHFSFHJNFOTGPSRVFUJBQJOFBOE[JQSBTJEPOFNBZCF
TVCPQUJNBM*OBEEJUJPO UIFSFDPNNFOEFEEPTFPG
NHQFSEBZGPSSJTQFSJEPOFXBTDIPTFOUPEFDSFBTF
UIFSJTLGPSFYUSBQZSBNJEBMTZNQUPNTIPXFWFS UIJT
EPTBHFNBZOPUCFPQUJNBM8IJMFUIFEPTFTVTFEJO
UIFTUVEZXFSFPOBWFSBHFIJHIFSUIBOUIPTFVTFE
JOUIFDPNNVOJUZTFUUJOH TVDIEJGGFSFODFTJOEPTF
PQUJNJ[BUJPONBZDPOGPVOEPVUDPNFT

THREAT:4VCPQUJNBMEPTJOHGPSRVFUJBQJOF [JQSB
TJEPOF BOESJTQFSJEPOFNBZIBWFSFTVMUFEJOCFUUFS
PVUDPNFTGPSPMBO[BQJOFXIJDIXBTNPSFPQUJNBMMZ
EPTFE5IJTJTBIJHIMZTJHOJmDBOUUISFBUTJODFB 
UIFQVSQPTFPGUIJTTUVEZJTUPDPNQBSFBHFOUT
UIVT UIFEFDLJTQPUFOUJBMMZTUBDLFEJOGBWPSPGPOF
BHFOUBOEC BEPTJOHEJGGFSFOUJBMDPVMEFBTJMZIBWF
BOFGGFDUPODPOUJOVBUJPOBOEEJTDPOUJOVBUJPO
FBDIPGXIJDIJTBQPUFOUJBMMZTFQBSBUFRVFTUJPO%JT
DPOUJOVBUJPOXBTUIFQSJNBSZPVUDPNFJOUIJTTUVEZ
BOEJGNPSFDPNQBSBCMFEPTFTPGTUVEZESVHTXFSF
VTFEJUJTRVJUFQPTTJCMFUIBUUIFTUVEZPVUDPNFTXPVME
IBWFEJGGFSFE

#SPBEJODMVTJPOBOEGFXFYDMVTJPODSJUFSJBXFSF
VTFEJOPSEFSUPNBLFUIFSFTVMUTPGUIFUSJBMiHFO
FSBMJ[BCMFwBOESFQSFTFOUBUJWFPGUIFCSPBEHSPVQPG
DISPOJDTDIJ[PQISFOJBQBUJFOUT4FFQFSGPSNBODF
CJBTGPSTQFDJmDT

THREAT:8IJMFUIFTBNQMFPGQBUJFOUTJOUIF$"5
*&USJBMNBZCFNPSFSFQSFTFOUBUJWFPGUIFSFBMXPSME 
UIFSFJTUIFSJTLUIBUDFSUBJOCBTFMJOFDIBSBDUFSJTUJDT 
TVDIBTTUBCMFDPNPSCJEEJTFBTFPSTVCTUBODFVTF
VQPOFOSPMMNFOU NBZDPOGPVOESFTVMUT

Internal
Validity
Assessment

$BOCJBT DPOGPVOEJOHPS
DIBODFFYQMBJOUIFTUVEZ
SFTVMUT
.JHIUUIFSFCFBOPUIFSGBD
UPSBTTPDJBUFEXJUIUIFTUVEZ
WBSJBCMFUIBUNBZBDDPVOUGPS
the conclusion instead of
UIFWBSJBCMFVOEFSTUVEZ
JFDPOGPVOEFST

continued

they challenge the current mode of thinking
that atypical antipsychotics are the primary
therapy for psychoses. However, given that
perphenazine was the only conventional
drug used in the study, it does not follow
that all other conventional antipsychotics will be as effective. Other studies will
have to be performed in order to measure
these other agents in a similar manner. In

addition to challenging the current mode
of thinking, CATIE also provides us more
information with regard to the adverse effect
profiles of the individual agents. This may be
useful when weighing the risks and benefits
of antipsychotic therapy. While the authors of
this review disagree about the usefulness of
the results of this study, the CATIE trial has
created a dialog that tests the current mode of

thinking regarding antipsychotics. However,
as with many other psychological conditions,
we are still in the dark as to which therapy
is “best” for schizophrenic patients. The
CATIE study has shed some light for us, if
only illuminating the sign on the door.
Overall Grade: B-U = Possible to uncertain usefulness (J. Erickson, Pharm. D.)
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CATIE Trial Review of Phases 1 and 2 (cont.)

Element

Criteria

Comments

THREAT

Selection Bias

"SFHSPVQTUSVMZSBOEPN
J[FE DPODFBMNFOUPGBM
MPDBUJPOTUSBUFHJFT TJNJMBS
HSPVQDIBSBDUFSJTUJDT 
BWPJETQPUFOUJBMGPSBOZPOF
BGGFDUJOHBTTJHONFOUUP
TUVEZBSN FUD 

$"5*&TVCKFDUTXFSFPSJHJOBMMZSBOEPNJ[FE
UPQIBTFUSFBUNFOUHSPVQTBOEUIFO
SFSBOEPNJ[FEVQPOFOUSBODFUPQIBTF

THREAT/PEFUBJMTPGSBOEPNJ[BUJPOBSF
QSPWJEFE#BTFMJOFDIBSBDUFSJTUJDT IPXFWFS TFFN
CBMBODFECFUXFFOHSPVQTGPSEFNPHSBQIJDTBOE
EJTFBTFEJNFOTJPOT XIJDIJTTVHHFTUJWFPGTVD
DFTTGVMSBOEPNJ[BUJPO)PXFWFS OPUCFJOHBCMFUP
FWBMVBUFSBOEPNJ[BUJPONFUIPETJTPGDPODFSO

'PSQIBTFPG$"5*& TVCKFDUTIBEOPDIPJDFBT
UPXIJDIESVHUIFZXFSFBTTJHOFE)PXFWFS TVC
jects wereBMMPXFEUPDIPPTFXIJDITUVEZBSNPG
QIBTFUIFZXJTIFEUPFOUFS DMP[BQJOFwFGmDBDZw
PS[JQSBTJEPOFwUPMFSBCJMJUZw *OBEEJUJPO FOSPMM
NFOUJOUIFDMP[BQJOFBSNXBTSFMBUJWFMZMPXXJUI
BUPUBMPGPOMZQBUJFOUT 4FFBTTFTTNFOUCJBT
GPSFGGFDUTPGTNBMMTBNQMFTJ[FT
5IFCSPBEJODMVTJPOBOEOBSSPXFYDMVTJPODSJUF
SJBPGUIF$"5*&USJBMBMMPXFEGPSFOSPMMNFOUPG
TVCKFDUTXJUINFEJDBMDPNPSCJEJUJFTJOBEEJUJPO
UPUIPTFQBUJFOUTXJUITVCTUBODFVTFEJTPSEFST
BOEDPODPNJUBOUNFEJDBUJPOT PUIFSBOUJQTZDIPU
JDTXFSFOPUBMMPXFE "EKVTUNFOUTGPSUIFTFGBD
UPSTXFSFOPUNFOUJPOFE OPSXFSFUIFZTUSBUJmFE
GPSBUCBTFMJOFSBOEPNJ[BUJPO

THREAT6ODMFBSJGDPODFBMNFOUPGBMMPDB
UJPOXBTDBSSJFEPVUJOPSEFSUPQSFTFSWFUSVF
SBOEPNJ[BUJPOBOENJOJNJ[FEJSFDUJPOPGQBS
UJDJQBOUTJOUPBQBSUJDVMBSHSPVQ

1BUJFOUTSFDFJWJOH[JQSBTJEPOFPSPUIFSTFDPOE
HFOFSBUJPOESVHJOQIBTFXFSFMJNJUFEUPUIPTF
SFSBOEPNJ[FEBGUFSOPUDIPPTJOHUPUBLFPQFO
MBCFMDMP[BQJOF

THREAT3FSBOEPNJ[BUJPOBGUFSJOJUJBM
SBOEPNJ[BUJPOBOEMPTTPGTVCKFDUTNBZDSFBUFB
TFMFDUJPOCJBT

Performance
Bias

)BTEPVCMFCMJOEJOHCFFO
TVDDFTTGVMMZFNQMPZFE 
"SFUIFSFBOZPUIFSQFS
GPSNBODFCJBTFTTVDI
BTEJGGFSFODFTCFUXFFO
HSPVQT FYDFQUGPSXIBUJT
VOEFSTUVEZ

THREAT5SFBUNFOUBMMPDBUJPOCBTFEPO
QSFGFSFODFTPSQBUJFOUDIPJDFDBOCJBTSFTVMUT
JOGBWPSPGPOFESVHPWFSBOPUIFS'PSFYBNQMF 
UIPTFQBUJFOUTXIPDIPTFDMP[BQJOFNBZIBWFIBE
QSFDPODFJWFEJEFBTBCPVUJUTFGmDBDZBOEPSTJEF
FGGFDUT XIJDINBZIBWFMFEUIFNUPDPOUJOVF
UBLJOHUIFESVHGPSBMPOHFSQFSJPEPGUJNF

THREAT"TNFOUJPOFEBCPWF UIFDMP[BQJOF
TVCKFDUTPGUIJTTUVEZXFSF/05EPVCMFCMJOEFE
-BDLPGCMJOEJOHDBOTJHOJmDBOUMZEJTUPSUTUVEZ
SFTVMUT
&GGPSUTXFSFVOEFSUBLFOUPJODSFBTFNFEJDBUJPO
BEIFSFODFUISPVHIFEVDBUJPO DPVOTFMJOH FUD
8IJMFUIFTFTFSWJDFTNBZIBWFCFFOPGGFSFEUPBMM
TVCKFDUT UIFZNBZOPUIBWFCFFOVTFECZBMM

THREAT1SPUFDUJWFDPODPNJUBOUNFEJDBUJPO
VTFBOEDPJOUFSWFOUJPOTXFSFOPUBEKVTUFEGPS
BOEUIFSFGPSFIBEUIFQPUFOUJBMUPBGGFDUPVU
DPNFT
THREAT: 8IJMFUIFBVUIPSTSFQPSUFGGPSUTUP
JODSFBTFBEIFSFODFBOEEFTDSJCFNFUIPETUP
FWBMVBUFBEIFSFODF UIFSFJTOPBDUVBMSFQPSUJOH
PGBEIFSFODF5IJTDBOSFTVMUJOCJBTPWFSBMMBOE
BEJGGFSFODFCFUXFFOHSPVQT

Attrition Bias

THREAT:4JHOJmDBOUMPTTPGEBUBQPJOUTXIJDI
JTMJLFMZUPBGGFDUSFQPSUFESFTVMUTTFF"TTFTT
NFOU#JBTCFMPX

"SFUIFSFBOZNJTTJOH
EBUBQPJOUT

continued

Guest Editors’ Opinion & Comments: Overall Grade: U = Uncertain
validity and clinical usefulness.
The CATIE Trial is a highly complex trial that has created controversy.
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Critical appraisal requires judgment, and so
reasonable reviewers may come to different
conclusions on possibly any study — this
is even more expected with a clinical trial
as complicated as this. Firstly, the outcome
measure of “time-to-discontinuation” is a

novel one, which, thoughtfully was designed to address efficacy, effectiveness,
safety and tolerability issues. However, in
that it is novel — and in that drug dosing was not comparable — has generated
controversy. For example, can we really

CATIE Trial Review of Phases 1 and 2 (cont.)

Element

Criteria

Comments

THREAT

Assessment
Bias

"SFBTTFTTPSTCMJOEFE 
8IBUJTUIFMJLFMJIPPEPG
mOEJOHTEVFUPDIBODF 
*TUIFSFTUBUJTUJDBMTJH
OJmDBODF %PDPOmEFODF
JOUFSWBMTTVQQPSUDPODMV
TJPOT *OUFOUJPOUPUSFBU
BOBMZTJT .PEFMJOH

'PSUIPTFQBUJFOUTSFDFJWJOHDMP[BQJOF JOWFTUJHB
UPSTXFSFOPUCMJOEFE

THREAT"TTFTTNFOUPGPVUDPNFTXJUIDMP
[BQJOFUSFBUNFOUNBZIBWFCFFOCJBTFEBTB
SFTVMUPGQSFDPODFJWFEPQJOJPOTBCPVUDMP[BQJOF
THREAT/PDPOmEFODFJOUFSWBMTQSPWJEFE

3BOEPNJ[FEQBUJFOUTXIPSFDFJWFEBUMFBTUPOF
EPTFPGTUVEZNFEJDBUJPONBEFVQUIFiJOUFOUJPO
UPUSFBU *55 QPQVMBUJPOw)PXFWFS *55SFRVJSFT
UIBUBMMQBUJFOUTXIPBSFSBOEPNJ[FECFJODMVEFE
JOUIFBOBMZTJT5IFBVUIPSTTUBUFUIBUXFSFFY
DMVEFEGSPNUIFBOBMZTJTXIJDIJTBOVNCFSUIBU
JTOPUMJLFMZUPQSPEVDFTJHOJmDBOUCJBT.PEJmFE 
JOUFOUJPOUPUSFBU SFQPSUFEBT*55CZBVUIPST XBT
FNQMPZFEGPSQSJNBSZBOBMZTFTPGCPUIQSJNBSZ
BOETFDPOEBSZFGGFDUJWFOFTTPVUDPNFT XJUIUIF
PCKFDUJWFPGEFUFSNJOJOHJGUIFBUZQJDBMUSFBUNFOUT
NBJOUBJOFEQBUJFOUTPOPSJHJOBMUIFSBQZGPSBMPO
HFSQFSJPEUIBOUIFDPOWFOUJPOBMUIFSBQZ*OGBDU 
UIFBVUIPSTBDUVBMMZVTFE,BQMBO.FJFSTVSWJWBM
DVSWFTUPFTUJNBUFUIFUJNFUPUIFEJTDPOUJOVBUJPO
PGUIFUSFBUNFOU4VSWJWBMDVSWFTBSFBOFTUJNBUJPO
NFUIPEPSNPEFMJOXIJDIQBUJFOUTBSF
SFNPWFEXIFOBTUVEZPVUDPNFPDDVSTPSXIFO
UIFTVCKFDUTBSFDFOTPSFE JFSFNPWFE GSPNUIF
EFOPNJOBUPSBUWBSJPVTQPJOUTJOUIFTUVEZ.JTT
JOHEBUBJTSFQMBDFEVTJOHEBUBGSPNQBUJFOUTXIP
SFNBJOJOUIFTUVEZBOENBZCFEJGGFSFOUGSPN
DFOTPSFEQBUJFOUT$FOTPSFEQBUJFOUTNBZOPUCF
JODMVEFEJOUIFPGFYDMVEFEQBUJFOUTNFOUJPOFE
BCPWF'JOBMMZXJUIPVULOPXJOHUIFBTTVNQUJPOT
VTFEJOUIFGPSNBUJPOPGUIFDVSWFTBOEXJUIPVU
NPSFJOGPSNBUJPOBCPVUUIFDFOTPSJOH JUJTOPU
QPTTJCMFUPFWBMVBUFIPXMJLFMZUIFNPEFMNBZIBWF
BQQSPYJNBUFEBMJLFMZUSVUI

THREAT&YDMVEJOHUIFmSTUPGQBUJFOUT
FOSPMMFEJOQIBTF[JQSBTJEPOFQBUIXBZJOUSP
EVDFTBTTFTTNFOUCJBTBOEEFDSFBTFTUIFWBMJEJUZ
PGUIFJOUFOUJPOUPUSFBUBOBMZTJT
THREAT*OTVGmDJFOUJOGPSNBUJPOUPFWBMVBUF
TVSWJWBMDVSWFTVTFEGPSSFTVMUTSFQPSUJOH4VSWJW
BMDVSWFT EFQFOEJOHVQPOBTTVNQUJPOTVTFEJO
UIFNPEFM NBZEJTUPSUSFTVMUTCZNPSFUIBOB
SFMBUJWF

*UJTBMTPJNQPSUBOUUPOPUFUIBUBQQSPYJNBUFMZ
PGQBUJFOUTXIPEJTDPOUJOVFEUIFJSQIBTF
TUVEZNFEJDBUJPOEJEOPUDPOUJOVFPOUPQIBTF
5IFTFQBUJFOUTXFSFOPUHJWFOBOZTUVEZNFEJDB
UJPOBOEXFSFGPMMPXFEOBUVSBMJTUJDBMMZPOUIF
USFBUNFOUPGUIFJSDIPJDF XIJDIDPVMEJODMVEFOP
USFBUNFOUBUBMM5IFTFTVCKFDUTXFSFJODMVEFEJO
UIFJOUFOUJPOUPUSFBUBOBMZTFT

THREAT*ODMVEJOHTVDIBMBSHFOVNCFSPG
QBUJFOUTXIPDPNQMFUFMZEJTDPOUJOVFEUIFTUVEZ
JOUIFBOBMZTJTPGQSJNBSZBOETFDPOEBSZFG
GFDUJWFOFTTPVUDPNFTQSFTFOUTBTFSJPVTUISFBU
UPUIFWBMJEJUZPGSFTVMUT5IJTHSPVQPGQBUJFOUT
DPVMEIBWFCFFOUBLJOHBOZOVNCFSPGBOUJQTZ
DIPUJDNFEJDBUJPOTPWFSXIJDIUIFJOWFTUJHBUPST
IBEOPDPOUSPM JOUSPEVDJOHTJHOJmDBOUBTTFTT
NFOUCJBTJOUPUIF$"5*&TUVEZ

"VUIPSTVTFE,BQMBO.FJFS ,. DVSWFTUP
NFBTVSFUIFQSJNBSZPVUDPNFNFBTVSF UJNF
UPEJTDPOUJOVBUJPOPGUSFBUNFOUJOUIJTNPOUI
TUVEZ 1 3FTVMUTEJTDPOUJOVBUJPO
GPSPMBO[BQJOF GPSQFSQIFOB[JOF [JQ
SB[JEPOF SJTQFSJEPOF RVFUJBQJOF

THREAT3FQPSUFESFTVMUTNBZCFNJTMFBEJOH
CFDBVTFUIFTUVEZIBTTJHOJmDBOUUISFBUTUPWBMJE
JUZ XIJDIDBOEJTUPSUTUVEZSFTVMUT

Usefulness
Assessment

*TUIFSFBDMJOJDBMMZTJH
OJmDBOUBSFBBOETVGmDJFOU
CFOFmUTJ[F 

5IFUJNFTUPEJTDPOUJOVBUJPOCFDBVTFPGJOUPMFSBCMF
TJEFFGGFDUTXFSFTJNJMBSBNPOHUIFHSPVQT CVUUIF
SBUFTEJGGFSFE 1 PMBO[BQJOFXBTBTTPDJBUFE
XJUINPSFEJTDPOUJOVBUJPOGPSXFJHIUHBJOPSNFUB
CPMJDFGGFDUT BOEQFSQIFOB[JOFXBTBTTPDJBUFEXJUI
NPSFEJTDPOUJOVBUJPOGPSFYUSBQZSBNJEBMFGGFDUT
continued
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CATIE Trial Review of Phases 1 and 2 (cont.)

Element

Criteria

Comments

THREAT

External
Validity

)PXMJLFMZBSFSFTFBSDI
SFTVMUTUPCFSFBMJ[FEJO
UIFSFBMXPSME

5IF$"5*&TUVEZXBTNFBOUUPCFSFQSFTFOUBUJWF
PGUIFSFBMXPSME5IJTXBTUPCFBDDPNQMJTIFE
UISPVHISFDSVJUNFOUPGQBUJFOUTVTJOHCSPBEJO
DMVTJPODSJUFSJB JFZFBSTPGBHF BEFRVBUF
EFDJTJPOBMDBQBDJUZ %4.*7EJBHOPTJT FUD BOE
GFXFYDMVTJPODSJUFSJB JFPUIFSDPHOJUJWFEJTPS
EFST mSTUFQJTPEFTDIJ[PQISFOJB IJTUPSZPGUSFBU
NFOUGBJMVSF USFBUNFOUSFTJTUBODFXJUIQSFWJPVT
DMP[BQJOFBENJOJTUSBUJPO FUD 

THREAT8IJMFUIFHPBMXBTUPIBWFBTUVEZ
QPQVMBUJPOUIBUXBTIJHIMZSFQSFTFOUBUJWFPGUIF
SFBMXPSME UIJTHPBMXBTOPUGVMMZSFBMJ[FE'PS
FYBNQMF UIFSFRVJSFNFOUGPSBEFRVBUFEFDJTJPO
BMDBQBDJUZNBZIBWFDSFBUFEBTUVEZQPQVMBUJPO
XJUIBIJHIFSJOUFMMJHFODFMFWFMUIBOUIFHFOFSBM
QPQVMBUJPO5IJTIJHIFSDPHOJUJWFBCJMJUZNBZ
IBWFJODSFBTFENFEJDBUJPOBEIFSFODFBOEDPO
UJOVBUJPO UIVTJOnVFODJOHUIFQSJNBSZPVUDPNF
NFBTVSF*OBEEJUJPO FYDMVEJOHQBUJFOUTXJUIB
IJTUPSZPGUSFBUNFOUGBJMVSFPSSFTJTUBODFXJUI
QSJPSDMP[BQJOFVTFXPVMEDSFBUFBQPQVMBUJPO
UIBUXBTMFTTTFWFSFJOJMMOFTTUIBOUIFHFOFSBM
QPQVMBUJPO5IFTFGBDUPSTDSFBUFBTJHOJmDBOU
UISFBUUPUIFFYUFSOBMWBMJEJUZPGUIFTUVEZ NBL
JOHJUNPSFEJGmDVMUUPESBXDPODMVTJPOTBCPVU
UIFBQQMJDBCJMJUZPGSFTVMUTUPUIFHFOFSBMTDIJ[P
QISFOJDQPQVMBUJPO
*UJTBMTPJNQPSUBOUUPSFBMJ[FUIBUWBSJPVTUISFBUT
UPUIFJOUFSOBMWBMJEJUZPGUIF$"5*&TUVEZIBWF
UIFJNQBDUPGJOEJSFDUMZEFDSFBTJOHJUTFYUFSOBM
WBMJEJUZ0OFDBOOPUDPOmEFOUMZBQQMZUIFSFTVMUT
PGBTUVEZXJUITJHOJmDBOUUISFBUTUPJOUFSOBM
WBMJEJUZUPUIFQPQVMBUJPOBUMBSHF

conclude that discontinuation is due
solely to the drug interventions (vs other
aspects of care), especially when blinding is not complete? Second, dosing that
is not comparable is not necessarily a
problem in itself provided that the study
is valid and that any conclusions drawn
are highly transparent. It is not fair to
claim that time-to-discontinuation for
olanzapine, per se, was longer when
the dosing was higher for olanzapine
than the other agents. Provided the
study is considered to be sufficiently
valid to make any claims, those claims
should be constructed to be complete
with dosing, formulation and administration information, so as not to
mislead readers.
So is this study valid? Given the
above, plus an open-label design for
Phase 2, use of Kaplan-Meier curves
with insufficient reporting, along
with a myriad of other problems or
lack of details to enable evaluation, we
are left uncertain about any conclusions
that can be drawn with reasonable comfort. Our bottom line is that we do not
feel that this study would be of use in
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guiding us clinically in treating patients
when considering efficacy or effectiveness.
If this were the only study on this topic,
we would be advising patients that there
was not sufficient scientific information
to discern the preference of one agent
over another.
And what do we think of our differing
viewpoints? We think that reviews and
discussions of this nature are incredibly
important. All too often clinicians, pharmacists, nurses and other healthcare professionals read studies uncritically. The insightful
comments in Ms. Ericksen’s review, along
with other reviewers’ and our own comments
contribute to engagement in a conversation
about the evidence upon which we base
important decisions. We consider critical
appraisal to be a “team sport” that invites
discussion and reflection and continual discovery, insights and learnings. Ultimately
what we consider to be the bottom-line
is how we allow ourselves to be guided toward different clinical decisions and what
information gets communicated to other
healthcare providers and patients. Reviews
such as this contribute importantly to
that guidance.
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U N I V E R S IT Y N E WS

CAMPUS REPORTS
Western University of
Health Sciences
By Frances Aguilar,
Board of Trustees ASP Representative
he past few months for the APhA-ASP
chapter of Western University was full
of community events and achievements. The excellent ideas of the chapter
leaders and the energy of its pharmacy
students were reflected in the various projects completed. Our SPIN coordinator,
Jessica Le, took initiative to organize a
“Legislative Awareness Night” in order
to prepare students for Legislative Day in
Sacramento. This free venue included dinner and exceptional speakers such a Victor
Law and Theresa Andrews. The discussions
held that night allowed students to better
understand the critical issues that face pharmacists. Attending Legislative Awareness
Night was an excellent preparation for us
to represent our profession and gave us the
confidence to speak directly to our legislators in Sacramento. Doing so on Legislative
Day was a great way for the voice of our
chapter to be heard!
Another speaker series that Western
University hosted was the annual career
roundtable held in March. Students and
faculty members participated in discussions
with pharmacists, each representing a certain field within the profession of pharmacy.
Some of the speakers included Dr. Dan
Kudo who serves as a medical science liaison with Astra Zeneca, Dr. Richard Chong
who is a home healthcare specialist, and Dr.
Romic Eskandarian who is a clinical coordinator at Glendale Adventist. The roundtable
introduces students to career opportunities
in pharmacy they may never have heard of
and inspires students to explore the many
other job options that a PharmD degree
grants them.
Involvement in health fairs is always a
staple of our chapter activities. A few examples include providing free blood glucose
screenings, blood pressure readings and
BMI measurements at the Long Beach Diabetes Expo and the Black History Month
Community Fair in Pomona. Supervalu-
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WesternU Legislative Night, left to right: Mayor of Pomona, Norma J. Torres, Jeff Goad, Theresa
Andrews, Victor Law, Sevana Ghazarian (ASP President) and Phuong Nguyen.

Savon Pharmacy requested student assistance
at their booth in the popular Long Beach
Diabetes Expo to help with these screenings.
At this free public event, they were able to
reach a large population of patients who otherwise would not receive medical care.
All our hard work is paying off! The
Western University APhA-ASP chapter
earned the 2006-2007 Chapter Achievement
Award-Most Improved Chapter at the Annual Meeting in San Diego. We accomplished
this by refining the opportunities we have
and adding new ones throughout the year.
Our dynamic President, Sevana Ghazarian,
with the help of her chapter leaders, will assure that the chapter will continue to engage
Western University students in an abundant
and diverse array of pharmacy events. Another example of national acknowledgement
for our service projects is the induction of
Western University to the President’s Higher
Education Community Service Honor Roll.
This is the highest federal recognition a
school can obtain for its community outreach. Joint sponsors for this award are the
Corporation for National and Community
Service and the Department of Education,
USA Freedom Corps, and the President’s
Council on Service and Civic Participation.
Whether it be an APhA-ASP activity or not,
the ultimate goal Western University wants
us to attain is to become good contributors

to society and leaders in whichever path we
choose after graduation.

Thomas J. Long School
of Health Sciences at
University of Paciﬁc
By Angela Mack,
Board of Trustee ASP Representative
acific is dedicated to increasing
student interest and involvement
in issues affecting pharmacy. The
impending 10% state budget cuts are potentially devastating for our profession. Many
of our patients may not be able to receive
the care they are accustomed to and deserve. In order to get students involved
in this topic, the Legislative Committee
hosted an informational rally and letterwriting campaign in May. Students also
partnered with CPhA and local associations to translate patient petitions and fact
sheets into different languages to distribute
throughout the community. By taking part
in these events, students hope to facilitate
change by educating the community and
legislators on the importance of the care
we provide.
To increase student involvement in
the state-wide budget cuts discussion, the

P
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Representatives from the Paciﬁc organizations that made the letter-writing
campaign a success: Legislative committee, AMCP,CSHP-Paciﬁc, NCPA, ASP, KY, LKS, PDC, and RPP.

Legislative Committee worked with several on-campus organizations to host a
letter-writing campaign. A rally was held,
complete with music, food, and prizes, to
promote student participation. The Legislative Committee was overwhelmed with
the amount of student involvement and
the number of letters received. Pacific’s
student pharmacists wrote over a thousand
letters encouraging legislators to recognize
the devastating impact the budget cuts
will have on pharmacy and the patients we
serve. Pacific hopes this effort will not go
un-noticed by our legislators. We encourage other members of the pharmacy community to continue to band together to
facilitate change.
Patient petitions and fact sheets were
used to alert patients to the severity of
these budget cuts to their health care, as
well as to inform California legislators of
the concerns of their constituents. Patients
in all settings will be impacted by the
budget cuts, and many may not be able
to receive the care they need. Students
have made the petitions available at health
screenings, and have received a positive response from patients. In order to be certain
that patients are aware of the effects of the
budget cuts, students also distributed the
petitions to local pharmacists to pass out in
their pharmacies.
As future pharmacists, we want to make
sure our patients will have access to quality
health care. The budget cuts will impact
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the way we practice. Pacific students
encourage and challenge pharmacists and
student pharmacists to educate their
patients on the severity of the budget cuts
and take action. By working together and
uniting as a profession, we hope to demonstrate the value of pharmacy to make sure
we will be able to continue to provide superior patient care.

University of
Southern California
By Sheena Patel,
Board of Trustee ASP Representative
he 2007-2008 academic year has finally
come to an end for the USC School
of Pharmacy! The members of American Pharmacy Student Alliance (APSA) had
much to celebrate about this past semester
and we are now looking forward to a productive summer.
The efforts of our ASP Chapter’s members were well-recognized during the APhA
Annual meeting in San Diego this past
March. Our Chapter took home regional
awards for Operation Diabetes and Heartburn Awareness and the national award for
Operation Immunization. We also won the
PSSC Project CHANCE Award and grant
for our school’s work in local safety-net
clinics under the SHARE 340b program.
We would like to recognize the Directors
of Operation Diabetes (Tapasya Desai and

T

Margie Patel), the Director of Heartburn
Awareness (Christine Tran), the Directors
of Operation Immunization (Dong Dao
and Nik Ferrerella), and the Director of
SHARE Program (Kelly Chang) for their
leadership and commitment to patient care
in our community. Lastly, our very own
Chapter President, Brandi Chock, won
APhA’s coveted National Student Leadership Award!
In early April, we held our annual
CPhA-APO Night & Wine Tasting event
on campus. Students had the opportunity
to network with members from CPhA’s
Academy of Pharmacy Owners while
simultaneously learning about the art of
tasting wine from CPhA past-President,
Brian Komoto. Also in April, nine of our
members attended CPhA Legislative Day
in Sacramento. The ability to interact with
legislators and their aides to discuss critical issues for our profession, including the
10% budget cuts, was a powerful experience for our students. In response to learning about the 10% budget cuts, some students decided to participate in a statewide
film contest sponsored by the California
Democratic Party in May. The contest was
designed to allow California residents to
create a 30-second commercial to promote
awareness about the impact of the 10%
budget cuts in California. As student pharmacists who opposed the 10% budget cuts
due to its impact on the profession, students Marshal Abdullah, Greg Hung, and
Bonnie Hui, along with film editor, Dolce
Wang, created a film submission to the
contest. Their film made it into the final
round of competition, as mentioned in the
CPhA CEO message and the results will be
announced soon.
Later in April, more than a dozen of
our students attended the 3rd Annual
CPhA Student and New Practitioner Summit in San Diego. The workshops were
informative and our students had a great
time meeting fellow students from other
pharmacy schools during the various social
events. We would like to thank USC’s
student representatives on the steering

committee, Jason Quan, Joyce Choi, Greg
Hung, Phuong Ho, and Khanh Nguyen, for
the time and dedication they contributed to
help make this year’s Summit a success!
We wrapped up the year with elections of
the new officers for the 2008-2009 academic-year. Our new co-Presidents, Bonnie Hui
(APhA/CPhA) and Paulin Heng (ASHP/
CSHP) will be leading a board of 39 officers
towards another successful year! Both old
and new officers celebrated the end of the
year reminiscing about the past year’s accomplishments over a delectable buffet at our
annual banquet at Twin Palms in Pasadena.
At this time, I would like to introduce
Jan Riego as our newly elected CPhA Board
of Trustees Representative for USC. As
the outgoing Board of Trustees Representative, I would like to thank CPhA and USC

APhA Annual: USC proudly takes home regional and national awards for Heartburn Awareness, Project
CHANCE, Operation Diabetes, and Operation Immunization. From left to right: Dr. Michael Z. Wincor,
Brandi Chock, Kelly Chang,Tapasya Desai, Margie Patel, Nik Ferrarela, Dong Dao, Dr. William C. Gong.

for providing me with this rewarding opportunity over the past year. CPhA has never
failed to believe that student pharmacists can
make a difference in the future of the profes-

sion. It has been a pleasure representing
USC on the Board of Trustees and I look
forward to continuing as an active member
of the association!
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FREE CONSULTATION
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Arbitrator, L.A. Superior Court
Pharmacy Board,Criminal
Defense, Medi-Cal, DEA, etc.
Statewide Practice
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Academy of Attorneys for Healthcare
Professional, Former Law Professor
and Administrative Law Judge.
Reasonable Fees
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A Professional Law Corporation
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Woodland Hills, CA 91367
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UC Davis Health System is an integrated, academic health
system encompassing UC Davis School of Medicine, the
577-bed acute-care hospital and clinical services of UC
Davis Medical Center, the 800-member physician group
known as UC Davis Medical Group, and the proposed Betty
Irene Moore School of Nursing.
Our employees have the distinction of being part of one of the
most prestigious institutions in the world. Our employment
packages and career opportunities also rank among the
very best in the nation. In many instances, we offer beneﬁts,
services and opportunities that others can not match.
Currently, the health system’s Pharmacy Department has two
full time Outpatient Pharmacy Supervisor positions available.
One position is responsible for the daily operations of a new
outpatient clinic pharmacy at the Placer Center for Health
located in Lincoln, CA. The second position is responsible
for the daily operations of the Cancer Center pharmacy in
Sacramento, CA. Duties include managing the day-to-day
operations of the pharmacy, customer service and patient
care, and supervision of an oncology infusion pharmacy. Also
serves as the “pharmacist in charge.”
Qualiﬁed candidates must possess a valid California
pharmacy license with experience supervising and working
in a busy outpatient pharmacy environment. Demonstrated
experience supervising pharmacists, technicians and other
support staff. Candidates must also possess working
knowledge of third party insurance billing and state and
federal pharmacy regulations. Experience in IV therapy and
oncology is highly desirable.
For additional information and to apply, visit our website at

www.ucdmc.ucdavis.edu/hr
Equal Opportunity Employer
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