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In the aftermath of an inspirational Outlook meeting, this issue of 
California Pharmacist is fi lled with opportunity.  Not only for the possi-
bility of what pharmacists can achieve when they work together as one 

body to advance the profession, but also for the ability of pharmacists to 
enhance lives through the practice of compounding, for seniors to get the 
best care possible under Medicare Part D, for local associations to excel, 
and for CPhA members to receive CE through the journal once again.

The practice of Compounding is a good example of an area of phar-
macy that has tremendous potential to benefi t patients and advance the 
role of the pharmacist as a medication expert. California Pharmacist exam-
ines the practice as both an art and a science. We start off with a historical 
perspective of the practice, researched and written by Lisa Johnson. Next, 
we examine the direct application of the science as it relates to hormone 
replacement therapy, which is so common today. Which is better for the 
individual patient?  Progesterone in it’s “natural” form, or synthetic pro-
gestins? Dr. Jeff Barris, and student pharmacist, Danmy Loi share their 
fi ndings.  Our presentation of compounding would not be complete with-
out the discussion of regulatory issues, which are so closely monitored and 
on the cusp of change at both the state and federal level.  We are fortunate 
to have an article by Dennis Ming, Pharm. D., and also an Inspector with 
the California State Board of Pharmacy, which draws the line between 
compounding and manufacturing as defi ned by law. The article is a must-
read for pharmacists who currently compound or are interested in learning 
more. Ensuring patient safety is perhaps the highest priority in the practice 
of compounding. Russ Odegard, MBA, puts his 25 years of experience 
in the health sciences industry to work for us in delivering an article that 
details the quality assurance, validation and verifi cation processes that are 
a critical part of creating customized medications.  Our thanks to Marie 
Cottman, Pharm. D., who provided guidance as our Guest Editor.

In our CPhA member profi le, you will have a chance to get to know 
more about Tim Cutler, Pharm. D., who as a young member of the Associ-
ation, affected positive change.  Currently practicing with Catholic Health-
care West, Dr. Cutler also teaches at the University of San Francisco, 
where he has become part of a team of educators rolling out the “Partners 
in D” program in California, which is dedicated to helping senior citizens 
get the most out of their Medicare Part D prescription coverage plans, in 
an effort to improve adherence to medication regimens and patient well-
ness.  Read more about the work of the program, which is headed up by 
UCSF Professors, Helene Levens Lipton, and Dr. Dr. Marilyn Stebbins.

The inspiration continues with a profi le of the San Diego County Phar-
macists Association. We take a look inside this award winning local to see 
what they are doing right and what keeps their members engaged.  It is our 
hope that readers fi nd motivation of their own to engage, more actively, 
with their own locals.  Whether large or small, local associations are the 
heart and soul of CPhA and we are dedicated to helping you grow.

Finally, continuing education is the journal is back! Your voices have 
been heard and now answered. This issue provides CE on the very timely 
topic of HPV. 

Happy Reading,
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Member Benefits

“Being active in your professional 
association is a very important step in 
maintaining our position in the health-
care community. CPhA not only defends 
our position but constantly works to 
expand our roles.” 
– Bob Graul

“I’ve had the opportunity to interact with 
the “best of the best” of our professional 
society. It’s not an obligation, but a 
privilege to be an active member of CPhA!” 
– Gary Thomas

The California Pharmacists Association advocates the role of phar-
macists as essential to quality healthcare, leveraging their status 
as the medication experts on the team. When you align yourself 

with the powerful voice and prestige of CPhA, you protect your li-
cense, your profession and your future.  

Your membership provides you with many benefi ts including:
• Aggressive legislative lobbying for pharmacy issues
•  Instant Access to industry resources, NEW nationwide 

Career Center, legislative updates, and student services at 
www.cpha.com

•  Leadership opportunities at the local, state and regional 
levels

•  Industry news online, weekly CEO message and legislative 
updates, plus our quarterly journal, California Pharmacist

•  Reduced rates on Insurance Services for all pharmacy 
professionals. The only pharmacist-specifi c insurance policies in 
the state approved by the California Board of Pharmacy

•   Free professional liability insurance for student 
pharmacists 

•  Discounted registration fees for conferences and other 
professional programs including:

• Outlook Annual Meeting - February,
• Student Pharmacist and New Practitioner Summit  - April

• California Pharmacist Association Legislative Day - April
• Synergy Conference – November

 ACPE and CAPE Accredited CE programs that keep you on 
top of your profession. 
• NEW- CAPE CE Articles in California Pharmacist
• Online at www.cpha.com and www.pharmacyfoundation.org.
•  Live programs at local association meetings and CPhA’s Annual 

Meeting and Education Faire – Outlook
• Savings for purchases through the CPhA Bookstore
• Access to professional pharmacy legal assistance and advice
•  Social and networking events and activities
•  Discounted Pharmacy Technician Training through 

PassAssured – a comprehensive training CD for Pharmacy 
Technicians taking the PTCB Exam. If an eligible registered 
user of PassAssured Training Program does not pass their fi rst 
PTCB exam, PassAssured will pay the registration fee for the 
second exam.

• Free subscription to Pharmacist e-Link
•  Free e-mail forwarding service for life through 

mypharmacist.com.

Get the resources and support you need to succeed 
in the dynamic healthcare market. Join today by 
calling (916) 779-1400, ext. 340 or by logging onto 
www.cpha.com/Membership.

To begin your membership today, call Anna Hindman at 
(916) 779-1400 Ext. 340 or log on to: www.cpha.com/AM/Template.
cfm?Section=Membership to fi ll out a membership application online.
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2007 – A Year of 
New Beginnings

With Lynn Rolston
CPhA Chief Executive Offi cer

CPhA started out this year with many 
changes.  We closed PPN, sorted 
through and thinned out several de-

cades of storage boxes, streamlined several 
important processes, instituted a number of 
new member benefi ts and moved ourselves 
more solidly into the internet age.  We 
have said goodbye to some old friends and 
welcomed in a few great new talents to our 
staff.  Financials are sound, membership is 
up and we forge new alliances every day, in 
pursuit of our goal to promote the value of 
pharmacists in healthcare.

We have signifi cantly streamlined many 
processes internally and fi nalized some 
longtime initiatives that had served their 
purpose, but now create a drain on As-
sociation resources. We have worked hard 
to create a strong and solid foundation on 
which to build the Association into a force 
to be reckoned with in California.

This year begins a new two-year cycle 
in the Legislature. Several thousand bills 
were introduced that will now go through 
the vetting process as they work through 
committees and hearings, get amended or 
combined elsewhere and ultimately pass 
into law, fail or get carried over into 2008.  
So far, CPhA is watching more than 80 
bills and about 35 of them are a part of the 
healthcare reform movement initiated by 
the Governor.  Others deal with issues like 
medication errors, Rx labeling changes, 
drug disposal/ take back programs, com-
pounding and technicians- just to name a 
few.  A number of professions are seeking 
scope of practice expansions and we are 
looking to do the same in the right context 
this session.

Change is defi nitely upon the profession.  
We need to be vigilant and careful, but we 
should also be energized and optimistic.  
With change there is opportunity – to 

grow, to expand, and to fi x the things that get 
in our way of providing the best professional 
services we can.  This is a great time to begin a 
new journey and CPhA is ready to get moving.  
A new dream and a bright future await.  

Lynn Rolston can be reached at 
lrolston@cpha.com

The First 100 Days 
By Gerry Mazzucca
2007 CPhA President

Refl ecting on my fi rst days in offi ce, I 
am encouraged by the progress the 
Association is making.  We are work-

ing on member benefi ts, responding to issues 
brought up at Outlook, engaging the media on 
a broader scale, and preparing for important 
CPhA events.

Outlook
This year, Outlook was VERY WELL 

attended, and members seemed to make the 
most of the opportunity to get CE credits, 
participate in the House of Delegates policy-
making process, and to celebrate the achieve-
ments of the profession over the last year. 
We’ve received very positive feedback from 
members who commented on how CPhA 
seems to be moving in a good direction, were 
impressed with the fi nancial solvency of the 
organization, and pleased with the quality of 
the CE programs that were offered. In addi-
tion, they had a great time participating in 
the multitude of social activities. Outlook 
provides members with a unique networking 
opportunity each year, and members took full 
advantage to catch up with friends, and make 
new connections.

Membership Growth
The Association is growing the member-

ship as a result of solid programs and fi nancial 
stability. To capitalize on the current momen-
tum, the CPhA Board of Trustees will become 
involved in calling current members to encour-
age them to renew. It’s one of the fi rst steps 
CPhA is taking to get the Regional Trustees 
more involved with their local member base. 

We expect another boost from the efforts 
of the membership committee, chaired by 
President-Elect Paul Lofholm, who will be 
working with California chain drug store 
organizations to develop a program which 
would encourage employee-pharmacists to 
join CPhA. We’ll let you know how that 
progresses in future issues of the journal.

Focus on the Local Associations
CPhA’s commitment to the local as-

sociations continues with monthly calls 
to the Presidents. The groundwork is 
being laid to provide the necessary opera-
tional support, local website development, 
and other effi cient communication tools. 
By helping to build strong locals, we build 
a stronger State Association. If your local 
could use additional support, please con-
tact Theresa Andrews, tandrews@cpha.com
or (916) 337-8877 to learn more about what 
services CPhA has to offer.

As I look forward into the second quar-
ter of the year, CPhA will be busy planning 
events including: Synergy, Outlook 2008 
in Sacramento, California Legislative Day, 
and the Student Pharmacist and New Prac-
titioner Summit in San Diego, April 27-29. 
We will use these events, and the input we 
received at Outlook and Synergy to continue 
our momentum in the legislative arena and 
to build member benefi ts that keep the As-
sociation growing strong.

Jerry Mazzucca can be reached at: 
jmazzucca@prodigy.net.

FROM THE CEO

At the Helm

CPhA is looking for inspired 
ideas to share with the readers of 
California Pharmacist. Who are 
your heroes, your mentors, and 
people in the profession of phar-
macy who you want to mimic? 
Share a brief paragraph of who 
the person is and what they do 
in their day to day practice, or 
in the lifestyle they lead that has 
captivated your attention. We’ll 
print a few each quarter.
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With the central theme for Outlook 
set as: Where Pharmacy Celebrates, 
the CPhA Annual Meeting and the 

Pharmacy Foundation of California’s Educa-
tion Faire kicked into a celebratory mood 
very quickly. The meeting was very well at-
tended, with over 1,100 people in attendance, 
over 30 hours of continuing education 
courses were offered, general sessions were 
packed, the House of Delegates sessions 
were lively, and the social events the frosting 
on the cake. The feedback from the meeting 
has been abundant and the CPhA staff is 
already at work on the meeting for next year.

Outlook started on Thursday with a 
bright and early AmerisourceBergen/Good 
Neighbor Pharmacy golf tournament. We 
had a record number of golfers this year 
– 60! The winning threesome was from 
McKesson. The day continued with CE 
courses and the Opening Session of the 
House of Delegates later that afternoon. We 
had a record high number of delegates this 
year and some very interesting policy issues 
on the table. Virginia Herold, Executive Of-
fi cer of the California State Board of Phar-
macy, was our House of Delegates keynote 
speaker. We followed the Opening Session 
with a packed poolside President’s Recep-
tion, generously sponsored by McKesson. A 
good time was had by all. It was an outstand-
ing fi rst day at Outlook.

Friday morning started off with the 
Pharmacy Foundation of California Awards 
& Appreciation Breakfast, generously spon-
sored by Pfi zer. Some of the winners in-
cluded Ed Escalante, Vice President of Sales 
for McKesson, who was named Outstanding 
Corporate Partner of the Year, Lucy Saldaòa, 
a Pharmacist Consultant for CMS, was 
named Outstanding Organization Partner of 
the Year. Robin Corelli, Associate Professor 
of Clinical Pharmacy, UCSF, was given the 
Michelotti Public Health Prize for her work 
with tobacco cessation programs and other 
critical public health initiatives. 

The general session began the Annual 
CPhA Awards presentation and honored the 
PFC awards recipients as well. Taking home 

the highest honor the Association has to offer, 
Paul Lofholm, Pharm. D., FACA., FACVP, 
received the Pharmacist of the Year Award 
for 2007. Peter Caldwell, Pharm. D., received 
the 2007 Bowl of Hygeia Award. Jason Kim, 
Pharm. D., was selected as the Distinguished 
New Practitioner of the Year. Two members 
were chosen for the 2007 Innovative Pharma-
cist Award: John Cronin, Pharm. D., J.D., and 
Robert Graul, Pharm. D. The 2007 Pharmacy 
Technician of the Year Award was given to 
Dan Wills of Grandpa’s Pharmacy in Placer-
ville, CA. David Truong, from USC, received 
the 2007 Pharmacy Student of the Year Award. 
Additional awards were given for inductees 
into the California Pharmacy Hall of Fame. 
The year’s recipients include: Bernard Bubman, 
Charles Green, Earl Mindell, and Jody Stewart. 
Finally, the California Pharmacists Associa-
tion is comprised of many local pharmacists 
associations throughout all regions of the state. 
The CPhA Chapter of Excellence Awards went 
to the San Diego County Pharmacists Associa-
tion and the San Mateo County Pharmacists 
Association.   Congratulations to each and 
every one of the winners. Their hard work and 
dedication to the profession is greatly appreci-
ated and provides inspiration for others to 
achieve the same heights. Special thanks are 
 in order for the Awards Committee led by 
Chairman, Mike Pavlovich, who did a wonder-
ful job with the awards this year. The awards 
were followed by our keynote speaker, John 

Gans, CEO of the American Pharmacists 
Association. John gave an amazing and in-
spiring talk about the future of community 
pharmacy. His presentation is on videotape 
and posted on the CPhA website.

The grand opening of the exhibit hall was 
quite a show, with a procession of drummers 
leading attendees into the exhibit hall. Our 
thanks to all our fi ne corporate partners and 
exhibitors for the wonderful job they did in 
making the exhibit hall a welcoming place of 
learning and commerce. It was an outstand-
ing session enjoyed by all. On Friday evening, 
the Pharmacy Foundation of California held 
California held its Wine Tasting & Silent 
Auction event, where over $12,000 was raised 
for the Pharmacy Museum. Wine Tasting 
& Silent Auction event, where it raised over 
$12,000 for the Pharmacy Museum.

Saturday’s activities began with rabble-
rousing among the many schools of phar-
macy as alumni breakfasts for USC, UCSF, 
UOP, Western and Touro Universities met 
to celebrate their accomplishments and enjoy 
a time of camaraderie. The exhibit hall was 
open for a second day, with attendees going 
back and forth between their CE courses 
making time to meet and greet exhibitors. 
The CPhA and Pharmacy Foundation booth 
was quite a lively place, with a magician on 
hand to entertain and a “wheel of fortune” 
present to spin for prizes on the spot. CPh-
PAC also held its annual meeting with As-
sembly Member, Mike Eng as the keynote 
speaker. The CPh-PAC raised over $23,000 
during the Outlook conference this year. 
Thank you to everyone who contributed. 

During the afternoon the Quiz Bowl 
generated a great deal of enthusiasm, as the 
schools of pharmacy tested their knowledge 
in a head to head competition. A great time 
was had by all. The winning school at this 
year’s Quiz Bowl was the Thomas J. Long 
School of Pharmacy at the University of 
the Pacifi c. Evening activities included 
the APO Dinner and Expo, a student recep-
tion hosted by CVS/pharmacy, a poolside 
student reception, and the greatly anticipated 
AmerisourceBergen (ABC) 70’s Disco Party. 

by Cathi Lord
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CPhA Pharmacists Take Top Honors

The ceremony honoring this year’s group of Outlook award recipients took place on Friday 
morning and was a fi tting start to the fi rst full-day of activities. The honorees and are well 

known for their lifelong support, innovative contributions, leadership and mentorship to the 
profession and the community.

T
known for their lifelong support, innovative contributions, leadership and mentorship to the 
profession and the community.

Top row, left to right: San Diego County Pharmacists Association, Chapter of Excellence, Earl Mindell, Hall of Fame. 2nd row: Charlie Green, Hall of Fame, 
Jody Stewart, Hall of Fame, Peter Caldwell, Bowl of Hygeia, Bernard Bubman, Hall of Fame. 3rd row: Jason Kim, Distinguished New Practitioner, Mike 
Pavlovich with David Truong, Pharmacy Student of the Year, Dan  Wills, Pharmacy Technician of the Year. 4th row: Bob Graul, Innovative Pharmacist of
the Year, San Mateo County Pharmacists Association, Chapter of Excellence, John Cronin, Innovative Pharmacist of the Year.

Paul Lofholm, Pharmacist of the 
Year receives his award from 
CPhA President, Jerry Mazzucca.
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Five ABC employees did a great imitation 
of the Village People. One of the highlights 
was their rendition of YMCA. Many at-
tendees got into the spirit of the 1970’s 
theme for which we have posted some fun 
pictures on the CPhA website. Click on the 
icon labeled Outlook Pics to see more. Our 
special thanks to Mike Quick and Marie 
McNutt from AmerisourceBergen for their 
continued support of CPhA and community 
pharmacy in California.

The fi nal day of Outlook commenced 
with the Annual William R. Bacon Memo-
rial Breakfast, which included an enthusias-
tic group and several guest speakers. Sunday 
had many outstanding CE programs as well 
as the Closing Session of the CPhA House 
of Delegates. Many important policy is-
sues were decided and several others were 
referred back to the Committee for further 
consideration during the coming year. The 
fi nal policy changes are also presented in 
this issue of the Journal and can also be 
found on the CPhA website.

CPhA hopes that all our readers will be 
able to join us next year in Sacramento for 
another fantastic Outlook, to be from in 
place of the word of February 7-10, 2008 
in Sacramento..

The Pharmacy Foundation of 
California’s Education Faire 
Helps Make Outlook 2007 

a Huge Success

During four beautiful February days in 
Palm Springs, the Pharmacy Foundation 
of California (PFC) offered 30 continuing 
education courses and an 8-hour Pharmacy 
Based Immunization Training Program. 
An almost record number of Outlook at-
tendees had an opportunity to earn up to 
23.5 hours of continuing education over the 
entire conference. CE classes brought back 
by popular demand included “New Drugs” 
presented by Daniel Hussar, PhD and 
“Recent Developments in Pharmacy Law” 
presented by Richard Abood, RPh, JD. Hot 
topic programs presented this year included 
“The Value of Pharmacists in Disaster Pre-
paredness,” “HPV: Disease & Prevention,” 
“Medicare Part D and MTM: Development, 
Implementation & Effectiveness,” and 
“Personalized Health Care – Genomics.” 
PFC would like to thank its Educational 

Top Row (l-r): Drummers lead the way to the Grand Opening of the Exhibit Hall, pharmacy students 
enjoy the Quiz Bowl. Second Row (l-r): 1.  UOP Alumni: James Murray, David Bao, Nancy DeGuire, 
Alan Wong; Annette Todaro-Smith and Eugene Elkin.. 3rd Row (l-r): “Disco” Mike. Members of the IPA: 
Jack Vasoya, Indravadan Patel, Manoj Gandhy, Dilip Mistry, Micki Singh, Pratish Mistry. 4th Row (l-r): 
USCF student pharmacists at the Wine Tasting & Auction: Matt Browne, Blake Bartlett, Curt Allday and 
Kristin Lunghi. Patti Kumbera congratualtes Mike Plenski, from QS1 on his winning bid  at the Auction.
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Advisory Committee which did a fantastic 
job of selecting a great mix of topics that al-
lowed attendees to choose courses that were 
relevant to them and their practice. 

There’s Much More to PFC than 
Outlook CE

During Outlook 2007, The Pharmacy 
Foundation held its 2nd Annual Awards & 
Appreciation Breakfast to honor individuals 
and companies that have supported the Foun-
dation and its mission over the past year. 
Corporate sponsors, private donors, volun-
teers and committee members were recog-
nized for their support. The Pharmacy Foun-
dation bestowed awards to very deserving 
individuals (pictured above). 

Supporting the Robert C. Johnson Schol-
arship fund was the Pharmacy Foundation’s 
Annual Golf Tournament, held this year at 
the beautiful Cimarron Golf Resort. This 
marked the fourth time PFC held the golf 
tournament, and a record 56 golfers came out 
to network with colleagues and play golf in a 
relaxed and enjoyable atmosphere. The gener-
ous contributions of the golfers helped raise 
approximately $6,000, which will help ensure 
that PFC is able to provide future scholar-

ships to three California pharmacy 
students who demonstrate outstand-
ing leadership and scholastic achieve-
ment. PFC would also like to provide 

a special thank you to all of the sponsors who 
helped make the golf tournament possible.
Title Sponsor

Good Neighbor Pharmacy
Beverage Cart Sponsor

US Nutrition/Nature’s Bounty-Sundown
Tee Sponsors

Rx relief
Owens-Illinois
Tenderfeet Shoes Diabetic Footwear
Golden State Overnight
US Nutrition/ Nature’s Bounty-Sundown
Finally, there were two other fantastic 

events organized by PFC’s Museum Com-
mittee, which raised money for the Donald F. 
Salvatori California Pharmacy Museum. This 
year more than 35 people collectively donated 
almost $3,000 to attend the Coinsurer Wine 
Tasting event, and an additional $ 4,000 was 
raised through donations by the more than 
115 individuals who attended the general wine-
tasting and silent auction event. 

The great success of Outlook 2007 was 
due in large part to all the attendees and the 
generous sponsors. If you missed Outlook ’07, 
mark your calendar now to be sure you don’t 
miss Outlook ’08 in Sacramento February 7-10. 
We’ll see you there!

2007 House of Delegates

The 2007 House of Delegates sessions 
were well attended this year. Given the num-
ber of policy items slated for review and the 
number of new policy items brought forth for 
consideration, the 2007 HOD process was a 
success.  Thanks to the efforts of the policy 
committees and reference committees, as well 
as CPhA staff, the list of policies approved by 
the HOD is noteworthy.  A summary of the 
policy items that were discussed on the fl oor 
of the House is below.

The following individuals were elected 
to serve as delegates to the American Phar-
macists Association (APhA) and the Na-
tional Community Pharmacists Association 
(NCPA).  
APhA Delegates:

Elizabeth Johnson
Paul Lofholm
Jerry Mazzucca
Chris Woo
George Yasutake
Gary Basrai
Nancy DeGuire
Paul Drogichen
Steve Gray
Kathy Hillblom
Ron Keil
Helen Park
Chet Yee

OUTLOOK RECAP

Left to Right: Outstanding Corporate Partner of the Year, Ed Escalante, McKesson; Jane Boggess 
Memorial Award/Outstanding Organizational Partner of the Year: Lucy Saldaña, PharmD, 
Centers for Medicare & Medicaid Services; Michelotti Public Health Prize: Robin Corelli, 
PharmD- University of California, San Francisco School of Pharmacy; California Statewide Patient 
Counseling Competition Winner: Emmanuelle Mirsakov, University of Southern California; 
Robert C. Johnson Student Leader Scholarship Winners: Danielle Colayco, University of 
Southern California, Stephanie Gershgol, University of California, San Diego and, Anna Mayfi eld, 
University of the Pacifi c.
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Glenn Yokoyama
 NCPA Delegates:

John Cronin
Don Floriddia
Jesse Martinez
Ed Sherman
Chet Yee
The gavel was passed from Speaker 

Helen Park to Phil Banks as the newly 
installed Speaker of the House, while Eric 
Gupta was elected as Speaker-Elect for 
2007-2008. The CPhA House of Delegates 
showed up in force including the following 
delegations along with  the number of del-
egates in attendance to vote on policies:
Alameda County Pharmaceutical 
   Association (4)
Butte-Lassen Pharmacists Association (2)
Central Coast Counties Pharmaceutical 
   Association (2)
Central Los Angeles Pharmacists 
   Association (2)
Central Valley Pharmacists Association (2)
Contra Costa Pharmaceutical Association (4)
Fresno-Madera County Pharmaceutical 

   Association (4)
Hollywood-Wilshire Pharmacists 
   Association (7)
Humboldt-Del Norte Pharmaceutical 
   Association (2)
Imperial County Pharmaceutical 
   Association (2)
Inland Empire Pharmacists 
   Association (6)
Kern County Pharmaceutical Association (3)
Long Beach Pharmacists (2)
Marin County Pharmacists Association (2) 
Napa Valley Pharmacy Association (2)
Orange County Pharmacists Association (9)
Palm Springs-Coachella Valley Pharmacists 
   Association (2)
Pharmacists Society of San Francisco (6)
Redwood Empire Pharmacists Association (2)
Sacramento Valley Pharmacists 
   Association (10)
San Diego County Pharmacists Association (6)
Pharmacists Professional Society of the 
San Fernando Valley (7)
San Gabriel Valley Pharmacists Association (9)
San Joaquin Pharmacists Association (7)

San Mateo County Pharmacists Association 
(4)
Santa Barbara Pharmacists Association (2)
Santa Clara County Pharmacists 
   Association (3)
Shasta-Cascade Pharmacists Association (2)
South Bay Pharmacists Association (3)
Southeast Los Angeles Pharmacists 
   Association (2)
Tri-County Pharmacists Association (2)
Tulare-Kings Pharmacists Association (2)
Ventura County Pharmaceutical 
   Association (2)
Loma Linda (3)
UCSD (2) 
UCSF (6)
UOP (14)
USC (7)
Western University (6)
Touro University (2)
CA Society of Health-System Pharmacists (2)
California Employee Pharmacists 
Association (2)
Academy of Employee Pharmacists (6)
Academy of Hospital Pharmacists (3)
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Academy of Long Term Care (2)
Academy of Managed Care (1)
Academy of Pharmacy Owners (6)
Academy of Pharmacy Specialties (4)
Academy of Pharmacy Technicians (2)
Board of Trustees (28)
Past Presidents (32)
Past Speakers (23)

HOD Policies

Adopted as Amended & Adopted 
Policies 
07-01 Pharmacy Technicians

The California Pharmacists Association 
supports the following:

1. The pharmacist shall retain those func-
tions involving judgmental decisions, and 
accept full responsibility for the direct super-
vision and activities of technical or clerical 
functions, which are performed by pharmacy 
technicians.

2. Minimal qualifi cations for registration as 
a pharmacy technician shall include: gradua-
tion from an accredited pharmacy technician 
training program that meets Board of Phar-
macy standards, or certifi cation by a certifying 
body approved by the Board of Pharmacy. All 
candidates for registration as a pharmacy tech-
nician must show verifi able pharmacy practice 
experience and competency.

3. All pharmacy technicians, regardless of 
practice setting, must be registered with the 
California Board of Pharmacy.

4. When the health and welfare of the pa-
tient can be enhanced by utilizing pharmacy 
technicians, they should be utilized.

5. The standard ratio of pharmacist to tech-
nician shall not exceed 1:2. Should a “Pharma-
cist-in-Charge” desire to use more pharmacy 
technicians than this ratio, the pharmacy must 
have a pharmacy services plan approved by the 
California State Board of Pharmacy.

6. Individuals convicted of crimes which 
suggest a predisposition to committing il-
legal acts involving drugs or which, due to 
the nature or severity of the offense, subject 
the individual to pressure which could lead to 
drug-related crimes shall be denied access to 
prescription drugs as pharmacy technicians. 
However, evidence of rehabilitation shall be 
considered a mitigating factor.
 07-01  Pharmacist Accessibility to Electronic 

Medical Records
CPhA supports the use of Electronic 

Medical Records (EMRs) to enhance patient 

care. EMRs should allow all health care 
providers to access information necessary 
to provide optimal patient care, while 
assuring suffi cient safeguards for Protect-
ed Health Information.
07-02  Defi nition of Pharmaceutical Care/Cognitive 

Services
The California Pharmacists Association sup-

ports the practice of pharmaceutical care (direct 
patient care services), that seeks to achieve 
optimal therapeutic outcomes for patients and 
improves their quality of life. Pharmaceutical 
care is a service that may or may not occur in 
conjunction with the provision of a medication 
or device. Collaborative efforts of an inter-dis-
ciplinary patient care team are important to the 
provision of meaningful pharmaceutical care. 
07-03  Legal Requirements Addressing Prescription 

Legibility
The California Pharmacists Association sup-

ports the requirement that prescription orders 
be clear and legible regardless of format.

The California Pharmacists Association op-
poses any requirements that pharmacies assume 
the fi nancial burden associated with electronic 
data exchange.
07-04  Scope of Practice

The California Pharmacists Association 
supports legislation to allow pharmacists to 
prescribe under protocol, order laboratory tests, 
utilize point-of-care lab devices, perform veni-
punctures and other procedures.
07-05  Mandatory Certifi cation in Basic Life 

Support for Initial Licensure
The California Pharmacists Association

supports basic life support (BLS) certifi cation 
for all pharmacists. CPhA encourages pharma-
cists to maintain their certifi cation and to seek 
additional training in fi rst aid and advanced 
life support. 

07-06  Initiation of Patient Consultation
The California Pharmacists Association sup-

ports pharmacist-initiated consultation for all 
new prescriptions except those for residents of 
licensed health facilities. Consultation shall also 
be provided, when warranted, in the profes-
sional judgment of the pharmacist.
07-07  Prescription Sampling

The California Pharmacists Association 
supports pharmacist involvement in any 
medication-sampling programs.
07-08  Third Party Coverage of Treatment With Inves-

tigational New Drugs and Unlabeled Uses of 
Approved Drugs

The California Pharmacists Association 
supports policy that prescription drug programs 

shall provide coverage for the off-label use of 
approved drugs.

Adopted Items of New Business
07-09  Protection of Consumers from Acetaminophen 

Hepatotoxicity
The California Pharmacists Associa-

tion supports an education and awareness 
campaign on the dangers of acetaminophen 
induced hepatotoxicity. 
07-10  Reduction of Medication Errors

The California Pharmacists Association 
supports the implementation of methods to 
reduce medication errors in all pharmacy prac-
tice settings by coordinating educational inter-
actions and improving partnerships bet-ween 
patients and their health care providers.

Retained & Renumbered Policies
07-12  Notifi cation of Potential Abuse of Medications
07-13  Sales Taxation of Medical Supplies and 

Durable Medical Equipment
07-14  Third Party Procedures
07-15  Provision of Pharmaceutical Services 

Utilizing Technolog y
07-16  Continuing Education Requirement
07-17  Tobacco and Alcoholic Beverages
07-18  Standardized Drug Identifi cation System
07-19  Medication Use in Schools
07-20  Cultural Diversity
07-21  Pharmacy Internship Program Review
07-22  Public Health Education
07-23  Signs in Pharmacies
07-24  Product Recalls
07-25  Tablet Splitting
07-26  Needle and Syringe Exchange Programs
07-27  Health Facility - Defi nition
07-28  Pharmacist as a Health Care 

Provider/Pharmacy as a Profession
07-29  Third Party Reimbursement Negotiations
07-30  Third Party – Optional Co-Payment and 

Mandated Services
07-31  Pharmacy Manpower
07-32  Medication Error Reporting
07-33  Product Returns to Manufacturers
07-34  Pharmaceutical Services – Hours of Operation
07-35  Extended Professional Roles
07-36  Prescriber Dispensing for Profi t
07-37  Prescriber Authority
07-38  Extemporaneous Compounding of Medications
07-39  Compounding
07-40  Board of Pharmacy Jurisdiction
07-41  Contract Reform
07-42  Pharmacy Clerks
07-43  Price Updates in Third Party Programs
07-44  AIDS Education – Cooperative Efforts

OUTLOOK RECAP
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07-45  Public Health Education – AIDS
07-46  Prescriber Dispensing – Pharmacist-Prescriber 

Dispensing
07-47  Naming of Drug Products
07-48  Professional Rehabilitation
07-49  Drug Utilization Review (DUR)
07-50  Veterinary Pharmacy – Veterinary 

Medications
07-51  Poison Control Centers – 

Pharmacist Involvement
07-52  Depiction of Pharmacists In 

Commercial Advertising
07-53  Educational Funding and Exhibit Income
07-54  Uniform Standards for Accreditation and 

Acceptance of Credits
07-55  Disposal of Used Syringes
07-56  Quality Pharmaceutical Service in 

Managed Care
07-57  Twenty-Four Hour Pharmacy Coverage
07-58  General Standards – Staffi ng
07-59  General Standards – Facilities and Equipment
07-60  Health Facilities Standards – 

Facility Committees

07-61  Health Facilities Standards –
In-Service Training

07-62  Therapeutic Alternates
07-63  Legal Disposal of Outdated 

Unreturnable Medications
07-64  Arbitrary Limits on Prescriptions Per Patient
07-65  Third Party Exemption
07-66  Third Party Payers Assurance 

of Compensation
07-67  Drug Diversion and Unfair Competition
07-68  Board of Pharmacy – Requirements for 

Pharmacist Appointees
07-69  Board of Pharmacy – Requirements for 

Election of Offi cers
07-70  Pharmacy Law Revision
07-71  Medi-Cal Reimbursement – 

Defi nition of General Public
07-72  Third Party Programs – Coverage of 

DESI Drugs
07-73  Board of Pharmacy – Pharmacy

Inspections
07-74  Prescriber Dispensing Requirements
07-75  Prescriber Dispensing – Non-Pharmacist 

Dispensing
07-76  Pharmacy Licensing Categories
07-77  Advanced Training in Practice Specialties
07-78  Expansion of Pharmacists’ 

Prescriptive Authority
07-79  Pharmaceutical Care
07-80  Pharmacist Classifi cation
07-81  Prescriptive Authority for Pharmacists

Repealed Policies
Professional Degree in Pharmacy (01-38)
State Board of Pharmacy Exam (01-35)

Referred Policies
Required Components of Healthcare 
    Financing and Delivery Systems 

(New Business)
Mail Order Pharmacy Standards (06-07)
Sustainability (New Business)
Medicinal Use of Marijuana (New Business)
Personalized Medicine (New Business)
Professional Trade Association Guild 
   (New Business)
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In a continuing 
effort to provide 
you with high 

quality products to 
help meet your fi nan-
cial needs, the Cali-
fornia Pharmacists 
Association is happy 
to announce that be-
ginning May 1, 2007, 
MetLife, a leader 
in providing group 
life insurance, is 
offering enhanced 
Group Universal 
Life (GUL) insurance 
coverage.

As a result, you will 
benefi t from the following MetLife plan 
highlights:

•  Opportunity to contribute to a tax-de-
ferred cash fund that builds cash value

• Expanded choice of coverage options
•  Will Preparation Service for members 

who enroll *
 Unlike Term Life which is designed to 

meet your short-term insurance needs, GUL 
provides long-term life insurance coverage 
even after retirement. GUL insurance gives 
you the opportunity to build cash value if 
you elect to contribute money to a cash fund 
that will earn interest on a tax-deferred basis. 

The Cash Fund allows you to contribute 
funds and earn a competitive rate of inter-
est on a tax-deferred basis. As your Cash 
Fund grows, you may withdraw some or all 
of your cash – for any reason. There is no 
penalty for withdrawals and no tax due until 
total withdrawals exceed premiums paid. 
Or, you may save it for use in retirement or 
to increase your death benefi t.

Now is the perfect time to re-evaluate 
your insurance needs. Applying for coverage 

is easier than ever. Beginning May 1, 2007, log 
onto MetLife’s MyBenefi ts website at www.
metlife.com/mybenefi ts to help you quickly 
estimate your life insurance needs. Once 
you’ve determined how much life insurance 
coverage you need, you can apply conveniently 
online or make changes to your existing cov-
erage and cash fund contributions. 

During the May 1, 2007 through May 25, 
2007 special enrollment period, CPhA mem-
bers, their spouses and children will have the 
opportunity to apply for coverage by answer-
ing only fi ve simple medical questions. If you 

are able to answer 
“no” to all of the 
questions, you will 
not have to provide 
a complete state-
ment of health. If 
you are currently 
enrolled in the 
GUL plan, you will 
have the oppor-
tunity to increase 
your coverage up 
to a maximum of 
$1,000,000. If you 
apply during this 
special enrollment 
period, and MetLife 

approves your appli-
cation, your coverage will 

become effective July 1, 2007.
In addition, members who enroll in 

Group Universal Life will have access to 
Will Preparation Service at no additional 
cost.* Through this service, you may consult 
with an experienced attorney who will 
complete a Will for you and your spouse 
without charge.

Look for further information in upcom-
ing issues of “California Pharmacist” and 
for materials to arrive at your home. You 
may also call Marsh Affi nity Group Services 
at 888-926-CPhA for answers to your 
questions.

* Will Preparation is offered by Hyatt Legal 
Plans, Inc., Cleveland, Ohio. In certain states 
legal services benefi ts are provided through 
insurance coverage underwritten by Metro-
politan Property and Casualty Insurance 
Company and Affi liates, Warwick, Rhode 
Island. Will Preparation is currently unavail-
able for New York-based associations and is 
not approved for Texas-based asssociations or 
Texas residents.

INSURANCE

Group Universal Life – 
Open Enrollment Begins May 1st!

are able to answer 
“no” to all of the 
questions, you will 
not have to provide 
a complete state-
ment of health. If 
you are currently 
enrolled in the 
GUL plan, you will 
have the oppor-
tunity to increase 
your coverage up 
to a maximum of 
$1,000,000. If you 
apply during this 
special enrollment 
period, and MetLife 

approves your appli-

Now is the perfect time 
to re-evaluate your insur-
ance needs. Applying 
for coverage is easier 
than ever. 
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The Situation Changes
In the last few years, several federal and 

state agencies identifi ed and reported on the 
discrepancy between drug costs reimbursed 
by government-funded programs and actual 
drug costs paid by pharmacies. These reports, 
while generally accurate, tended to focus on 
the worst examples of the problem and ignore 
the underpayment of dispensing fees, when 
compared to the actual cost of dispensing a 
prescription. The result is that pharmacies 
have been faced with the negative perception 
associated with claims in these reports of 
“markups on drugs as high as 3000%” while 
at the same time having to face the potentially 
catastrophic impact on pharmacy viability if 
the cost discrepancy problem is fi xed. 

In 2004, the State of California dealt with 
the issue as part of the State Budget discus-
sions that year. The result was a revision of 
the reimbursement schedule for Medi-Cal 
prescriptions to reduce payments signifi cantly 
for drug costs and simultaneously increase 
the dispensing fee by 60%. Despite this 
adjustment, the underlying payment system 
remained intact, and the new dispensing fee 
- $7.25 per prescription – was still below rec-
ognized costs pharmacies incurred to dispense 
a prescription.

The problem for pharmacies escalated as a 
result of the federal Defi cit Reduction Act of 
2005 (DRA). In that legislation, Congress de-
cided to change the method for calculating the 
Federal Upper Limits (FULs) for multi-source 
generic drugs. FULs had been based on the 
lowest published AWP for the affected drugs. 
The DRA made two changes that affected the 
FULs: 1) it changed the basis for the FULs 
to the lowest AMP for the affected drugs and 
2) it expanded the criteria for subjecting ge-
neric drugs to a FUL. The net result of these 
changes will be that reimbursements for ge-
neric drugs in Medicaid programs (Medi-Cal 
in California) will be drastically reduced. Of 

from manufacturers were in decline. Pricing 
between wholesalers and pharmacies began 
to shift from discounted AWP to a method 
that used Wholesale Acquisition Cost (WAC) 
plus a percentage markup that was based on 
volume or other factors. The effect of this 
change was to shift pharmacy acquisition 
costs into a system that was different from the 
one used for third party reimbursements. 

Throughout the 1980’s and 1990’s, pharma-
cies and third party payers, including Medi-
Cal and Pharmacy Benefi t Managers (PBMs), 
played a kind of game as pharmacies tried to 
maximize their profi ts and payers tried to im-
pose new contract terms that restricted what 
they paid for medications. PBMs, other third 
party administrators and government agen-
cies were all aware that part of a pharmacy’s 
profi ts came from “the spread” – the differ-
ence between what the pharmacy actually paid 
for the drug and the amount that the payer 
reimbursed. For brand name drugs, the spread 
was relatively small; for generic drugs, which 
cost the pharmacy little but were reimbursed 
at AWP, the spread was much larger. Even-
tually, payers began to place limits on how 
much they would pay for generic drugs. These 
“Maximum Allowable Costs” (MACs) includ-
ed a set developed by the federal government, 
the “Federal Upper Limits” (FULs).

During this time, dispensing fees for phar-
macies remained fl at or decreased and fell far 
behind the actual cost to the pharmacy to dis-
pense prescriptions. As drug costs increased, 
profi ts derived by pharmacies became more 
dependent on the amount of “the spread.” 
The issue escalated in recent years when the 
calculation of AWP changed to create a wider 
spread between published AWP fi gures and 
actual pharmacy costs. As a result, pharmacies 
today typically are invoiced for both brand 
and generic drugs at prices that are below 
WAC – and third party plans are reimbursing 
drug costs at levels that are lower than ever. 

Pharmacists have been hearing and 
reading a lot about AMP – Average 
Manufacturer Price – and steps being 

taken to move away from AWP – Average 
Wholesale Price – as a basis for reimburse-
ment for drug costs. This change is obvi-
ously of great signifi cance to owners of retail 
pharmacies – both chain and independent 
– because of the impact it will have on phar-
macy revenue and profi tability, but it should 
also concern employee pharmacists in all 
settings because of the impact those revenue 
cuts will have on the environment in which 
they practice. This article will provide an 
overview of AWP, AMP, why reimburse-
ment has moved from one to the other, and 
how it is expected to impact pharmacists. 

The Evolution of AWP
Historically, pharmacies set their own 

prices for retail prescription drug sales. The 
advent of third party prescription drug cov-
erage in the mid-1960’s saw the rise of the 
“drug cost plus a dispensing fee” trend, and 
the need for a standard for drug cost that 
was recognized as fair and accurate. To deal 
with this need, the idea of AWP was born. 
AWP – “average wholesale price” – was 
exactly that. It was determined by surveying 
wholesale prices nationwide and arriving at 
an average. Just what individual pharmacies 
paid for drugs was not widely known, but 
most pharmacies at that time were invoiced 
at AWP and received a discount for making 
payments promptly. Eventually, wholesal-
ers began to incorporate the discount into 
the invoiced price – a “discounted AWP” 
system.

By the 1980’s, third party plans had 
become more commonplace and contracts 
with those plans generally included reim-
bursement for drug costs based on AWP. 
Drug wholesalers were becoming more 
competitive and pharmacy purchases directly 

POLITICAL AGENDA

By John Cronin, Pharm. D., J.D.

Going from AWP to AMP 
How it Happened and Why All 

Pharmacists Should Care



 

for a way to practice the profession and make 
a living. Employee pharmacists are in a dif-
ferent situation: current law does not allow a 
pharmacy to operate without a pharmacist, so 
cuts may come from other staff – technicians, 
clerks or relief pharmacists – or in some other 
form, such as an increased reliance on automa-
tion or a reduction in hours of operation. At 
some point there may be sufficient pressure 
to reduce pharmacist wages or, alternatively, 
increase the role of lower cost personnel and 
reduce the need for pharmacist involvement in 
the dispensing process. All of these possible 
changes will have a major impact on pharma-
cists and all will be focused on the more cost-
efficient use of resources to maintain profit-
able pharmacy operations. 

Significant pressures to cut overhead and 
labor costs already exist, and pharmacists have 
been experiencing the consequences in their 
work environment for some time. The shift 
to AMP will make the situation more difficult 
unless dispensing fees increase to offset the 
anticipated cuts in reimbursement for drug 
costs. As noted above, the Medi-Cal dispens-
ing fee will be considered as part of this year’s 
State Budget process. Based on past experi-
ence, pharmacists will need to be very much 
involved in the political process to convince 
the Legislature that an increase in the dis-
pensing fee of the size justified by the Grant 
Thornton and/or Myers & Stauffer studies is 
necessary to protect public health and safety 
and maintain consumer access to pharmacy 
services. 

If you’ve been waiting for the right issue  
to become involved in the political process, 
this is it. Without a major effort, pharmacists 
are likely to be faced with a substantial cut  
in pharmacy revenues, a marginal increase  
in dispensing fees and an economic mandate 
for change in the dispensing role for the  
profession.

Disclaimer
The views expressed in this article are not 

necessarily a reflection of CPhA views and or 
policies.

will be included in the May Revision to the 
proposed State Budget. The State has engaged 
Myers & Stauffer to conduct a survey of phar-
macies to determine pharmacy acquisition 
costs and the cost of dispensing. In addition, a 
national survey, conducted by Grant Thornton 
and sponsored by the National Community 
Pharmacists Association and the National As-
sociation of Chain Drug Stores, found that the 
average pharmacy cost of dispensing in Cali-
fornia is $13.08 per prescription. The results of 
these two studies are expected to bear heavily 
on the political process involved in legislating a 
fair dispensing fee for the Medi-Cal Program. 

Why Should Pharmacists Care? 
Regardless of the setting in which you 

practice, inpatient or outpatient, closed door 
or retail, chain or independent, the continued 
existence of the pharmacy depends on its abil-
ity to make a profit. Making a profit is simple: if 
revenues exceed costs, you make a profit. 

The shift from AWP to AMP reduces 
revenues, which, in turn, reduces profits. The 
Governor’s proposed State Budget estimates 
that the change to AMP-based FULs will 
result in drug cost savings to Medi-Cal in the 
area of $90 million in the coming fiscal year, 
all of which comes from reduced payments to 
pharmacies. Further, the move to AMP-based 
reimbursement is expected to eventually extend 
beyond the Medi-Cal program and be adopted 
by commercial drug plans, further reducing 
pharmacy revenues. If revenues fall below ac-
tual acquisition costs for the drugs dispensed, 
it’s impossible to have a profit and the phar-
macy has little choice but to go out of business. 
If revenues are above drug costs but don’t cover 
the overhead and labor costs to fill the prescrip-
tion, the pharmacy operation must cut those 
costs to stay profitable. 

After the cost of the drugs, the largest cost 
in a pharmacy is for labor, and the largest labor 
cost typically is the pharmacist’s wage. Owner-
pharmacists could probably absorb a cut in 
their own salaries if it meant keeping their 
business alive, but at some point, it makes more 
sense to close the doors and look elsewhere 

equal importance is that the DRA did noth-
ing to change the dispensing fees, which are 
established by the individual states for their 
Medicaid programs.

The DRA changes require a change in 
how AMP is defined. A detailed discussion of 
that issue is beyond the scope of this article, 
but there are two key points that will help 
explain the problem raised by this change. 
First, AMP was established in the 1990’s 
as one component used in determining the 
rebates paid to government programs under 
the federal “best price” provisions. In short, 
the lower the AMP is, the smaller the amount 
of the rebate. Using it as well as a standard 
for reimbursement results in some significant 
conflicts between pharmaceutical manufac-
turers – who want lower rebate obligations 
– and pharmacies – who want higher reim-
bursements. Second, based on the definition 
of AMP as proposed by the Centers for Medi-
care and Medicaid Services (CMS), the result-
ing FULs in many, if not most, cases will be 
at levels that are below the actual acquisition 
costs available to retail pharmacies. 

The new definition of AMP will not be 
finalized until late spring of this year. The 
comment period on the proposed rule to re-
define AMP ended in late February and it is 
hoped that the comments and political efforts 
made by the pharmacy industry will result in 
changes in the final rule that will alleviate the 
impact on retail pharmacies. 

Regardless of how AMP is defined, the 
changes in the DRA will result in pharmacy 
reimbursement for generic drug costs that 
are much closer to actual pharmacy acquisi-
tion costs. Without a corresponding upward 
adjustment to dispensing fees, pharmacies are 
facing significant reductions in revenues and 
profits. Although CMS has encouraged states 
to examine the adequacy of their current dis-
pensing fees, the decision to increase the dis-
pensing fee requires action by the individual 
states. In California, changing the dispensing 
fee requires legislative action. 

The Schwarzenegger Administration has 
indicated that a change in the dispensing fee 
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CPhA and the one to turn to when pharmacy 
issues and regulations are discussed. Her 
agenda to inform and educate legislators, es-
pecially the newest members, is very well set. 
To strengthen the PAC’s legislative connection 
with members, Walter and Brian will be visit-
ing with local associations in their respective 
regions. They will listen to members concerns 
about the issues, talk about how a political ac-
tion committee works, and discuss the lasting 
value of the CPh-PAC. The goal is to educate 
and recruit members who are willing to con-
tribute to the PAC on an on-going basis, and 
who understand how their contributions work. 
The fi nancial goal for the year will again be 
$150,000. That amount was determined by 
Peter Kellison two years ago as a target amount 
required to make a signifi cant impact in Cali-
fornia. In 2006, PAC donations reached close 
to $125,000, so the 2007 goal is well within 
reach. Donations for the year were given a 
good boost at Outlook, with $23,000 collected. 
To track the fundraising efforts of the CPh-
PAC, visit the CPhA website at www.cpha.com. 
Click on the Government Affairs tab to fi nd 
the CPh-PAC.. Click on the Government Af-
fairs tab, and look for the PAC button. You will 
fi nd a thermometer graph tracking donations 
all year-long. 

As we launch a new year of fundraising 
efforts for the CPh-Political Action 
Committee, we’d like to express deep 

gratitude to Bob Graul for his efforts in 
leading the PAC to record levels of contri-
butions and new member recruitment in 
2006. Bob effectively raised the bar on what 
CPhA is capable of doing, and we plan to 
capitalize on the momentum that his leader-
ship began. We wish Bob the best of luck 
in his new role as a Board member for the 
State Board of Pharmacy. 

Leadership Change
Brian Komoto and Walter Cathey have 

agreed to lead the CPh-PAC over the next 
year, as Co-Chairmen. At the PAC meeting 
during Outlook, it was decided that it would 
take more than one person to continue to 
build the success of the PAC on par with 
Bob Graul’s accomplishments. Walter Cathey 
will represent the CPh-PAC in the Southern 
California area, and Brian Komoto will rep-
resent the PAC in Northern California. 

2007 Goals
Visibility is at the forefront of our goals 

for the PAC this year. We want to increase 
our visibility with both the legislators and 
CPhA members. Kathy Lynch will take the 
lead in working with legislators; to inform 
and educate them about pharmacy-related 
issues. As the registered lobbyist for CPhA, 
Kathy will be recognized as the “face” of 

"CPh-PAC gives us the means 

to educate legislators about our 

issues."  Rich Kane, PharmD, CPhA Member

2007 CPh-PAC Contributors  (As of February 2007)

Kathy Hillblom
Thomas Hoey
Brenda Johnson
Deborah Johnson
Jason Kim
Brian Komoto
Russell Alan Mapes
Bonnie Matson
Sylvia Moore
Gordon Nagata
Victor Ng
Michael Pavlovich

Gordon Peterson
Bernard Reavlin
Paul Rohrer
Lynn Rolston
Merilyn Ross
Robert Scheidtmann
Donald Schneider
Elliott Seideman
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POLITICAL ACTION COMMITTEE

California Pharmacists Legislative Day
For the second year in a row, California 

Pharmacists Legislative Day was a huge suc-
cess. CPhA members showed up in force 
and made their voices heard about pharmacy 
issues. Many legislators visited with CPhA 
members, one-on-one, adding signifi cant 
impact to the importance of pharmacy is-
sues in the health care forum, and further 
adding lasting value to this once a year op-
portunity for members. If you were unable 
to attend this year, we’d like to encourage 
you to attend Legislative Day next year so 
that you can have the same type of one-on-
one impact with your district legislator. 

Going Forward
The legislative agenda this year for 

pharmacy is very big. That is why having a 
PAC is so important. It exposes pharmacy 
issues directly to the legislators who vote 
on legislative and regulatory issues that 
impact your future. Some of the big ticket 
items on the legislative docket this year 
include: AMP, universal health care, and 
compounding regulations. To learn more 
about the CPh-PAC, contact Theresa An-
drews at: tandrews@cpha.com. She can 
connect you directly with Brian Komoto 
or Walter Cathey to schedule a visit with 
your association. As always, more informa-
tion is available on the CPhA website: 
www.cpha.com under the Government 
Affairs tab.
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Release of Medication Errors Panel re-
port represents a signifi cant achieve-
ment in the Pharmacy Foundation’s 

efforts to increase awareness about a signifi -
cant but largely unrecognized public health 
problem.

On March 6, 2007, during National 
Patient Safety Awareness week, a ground-
breaking report on medication errors was 
released by an expert panel whose work was 
supported by the Pharmacy Foundation of 
California.

The Panel was the result of a 2005 Senate 
Concurrent Resolution that was authored 
by Senator Jackie Speier and sponsored by 
the California Pharmacists Association. The 
resolution (SCR 49) called for the creation 
of an expert panel to study the causes of 
medication errors in the outpatient setting 
and to recommend changes to the healthcare 
system that would reduce errors associated 
with prescription and over-the-counter med-
ication use. Before the Panel could begin its 
work however, one signifi cant barrier had 
to be overcome – the fact that there were no 
resources appropriated by the resolution to 
support the Panel’s activities.

Recognizing the potential for the Panel’s 
work to create a better understanding of 
the kinds of problems that pharmacists are 
trained to prevent and resolve, the Pharmacy 
Foundation of California stepped up to 

provide administrative support for the Panel 
and help procure and manage the necessary 
funding (generously provided by the Califor-
nia HealthCare Foundation and the Kaiser 
Family Foundation). 

The Medication Errors Panel was assem-
bled in 2006 and consisted of: two Senators, 
two Assembly members; 13 persons repre-
senting academia; consumer advocacy groups; 
healthcare professionals from medicine, 
nursing, public health and pharmacy; health 
plan representatives; members of the phar-
maceutical industry, and community pharma-
cies. Throughout 2006, Panel members gave 
a tremendous effort to this study and met at 
the state capitol 12 times to hear and discuss 
testimony from 32 invited speakers, who in-
cluded many widely-respected state and na-
tional leaders in the fi elds of pharmacy prac-
tice, medicine, medical technology, healthcare 
regulation, academia, and the pharmaceutical 
industry.

Based on the information presented, the 
panel developed 12 consensus recommenda-
tions within the following subject areas:

• Communication Improvements,
with an emphasis on improving the quality 
and accuracy of communications among pre-
scribers, pharmacists and patients;

• Consumer Education to increase 
consumer awareness regarding the proper 
use – and dangers of misuse – of prescription 

and over-the-counter medications; 
• Pharmacy Standards and Incen-

tives, with a focus on information and 
medication consultations given by pharma-
cists to their patients as a means of educat-
ing consumers about drug safety; 

• Training and Education for 
Healthcare Providers on various medi-
cation safety practices;

• Research, with a focus on obtaining 
information about the incidence, nature, and 
frequency of medication errors in the com-
munity setting.

The Panel’s report has received signifi -
cant attention from policymakers and the 
media, along with a written reaction from 
the Schwarzenegger administration, and 
statewide television, radio and newspaper 
coverage reaching well over two million 
individuals. All pharmacy professionals are 
encouraged to view the report which can be 
downloaded at www.PharmacyFoundation.
org/MedicationErrors, and use its contents 
to help others understand the critical need 
to better utilize pharmacists within our 
healthcare system. 

About the Author
Michael Negrete, Pharm. D. is the Chief  
Executive Offi cer of  the Pharmacy Foundation 
of  California and can be reached at: 
mnegrete@pharmacyfoundation.org.

Medication Errors Report
Panel Provides Recommendations To Combat 
America’s $177 Billion “Other” Drug Problem

FOUNDATION REPORT
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A newborn boy has 
a congenital heart ab-
normality. He will have 
multiple surgeries and he 
needs daily control of his 
blood pressure. At home, 
furosemide liquid is not 
controlling his blood 
pressure, his pediatric 
cardiologist wants to try 
enalapril. How do you 
give 0.25mg BID when 
the smallest dose is 2.5mg 
tablet? The art and science of phar-
macy compounding can solve this 
dosing problem.

Compounding has been around longer 
than the practice of pharmacy! It has 
evolved over the centuries, waxing 

and waning in popularity, to the practice we 
know today which includes equipment such 
as ointment mills, capsule machines, as well 
as the icon of the mortar and pestle. Some 
compounds are “simple,” others complex. 
But all require the specifi c and specialized 
knowledge of the compounding pharmacist. 
Yes, special training is required for com-
pounding pharmacists because this art is 
NOT taught at all schools of pharmacy.

Due to the complexity of compounding 
in the 21st century, compounding pharma-
cists need to be aware of state and federal 
regulations (see Dennis Ming’s and Russ 
Odegard’s articles in this issue for more 
details) which help ensure quality, accuracy, 
and individuality of every hand-made pre-
scription medication. Though sometimes 
it seems these “rules” are put into place to 
stop the practice of compounding phar-
macy, most regulations ultimately enforce 
the standards that practicing compounders 
already use. 

Patient care is fi rst and foremost in all 
pharmacy practice. In contrast to dispensing 

manufactured medications, the compounding 
pharmacist additionally has to be aware of, 
and responsible for, the potency and purity of 
his/her fi nal products. This requires multi-
check systems for accuracy and different 
forms of quality assurance (potency testing, 
sterility testing, etc.) to ensure patient safety 
and effi cacy of the compounded formulation. 
Though the cost of custom medications can be 
greater than a similar manufactured product, 
the benefi ts have the potential of saving health 
care dollars as well.

Compounding can be appropriate in any 
clinical arena including dermatology, hor-
mone therapy, pain management, veterinary 
medicine, and sterile products. This is only 
a short list of the possibilities! Dermatology 
compounding can be as simple as mixing two 
manufactured ointments together. Hormone 
therapy is a hot topic these days and you 
will fi nd an informative article in this Jour-
nal discussing Bio-Identical Progesterone. 
Pain management compounding can adjust 
formulations for high doses of narcotics, 
blended pain medicines, and low doses of 
acetaminophen. Veterinarian compounding 
allows veterinarians and their patients to have 
medications that are fl avored to the animal’s 
liking or dosed for the animal’s size. Custom 
medications are mostly limited by our lack of 
imagination; but truly only limited by chemis-
try, compatibility, and physiology. 

As you will see in the de-
scriptions of the compound-
ing practice models in this 
issue, there are many differ-
ent business models of com-
pounding pharmacy. Some 
pharmacies choose to only 
make compounded medica-
tions, while other traditional 
pharmacies make only a few 
compounds per year. Some 
compounding pharmacists 
also provide a wide variety of 

patient consultations (AKA “pharmaceutical 
care,” “medication therapy management,” 
etc.) or collaborate with prescribers under 
protocols to improve patient care. With each 
and every compounded prescription, a spe-
cifi c patient need is being met and collabora-
tion with a prescriber is taking place (even if 
not under “protocol”).

Overall, compounding is another tool for 
clinical pharmaceutical care and can meet 
needs for many different patients. You will 
see into this issue of California Pharmacist
that compounding activity in our profes-
sion has not always been steady, but seems 
to be coming back in favor. Several practice 
model examples are included, as well as 
specifi c information about the regulations, 
ethics, and quality assurance of the practice 
of compounding pharmacy. Though there is 
not quite enough information to embark on 
starting your own compounding practice, 
there is defi nitely enough material to under-
stand your colleagues who are compound-
ing, or to peak your interest in “going back 
in time” in pharmacy practice. 

About the Author
Marie Cottman, Pharm.D., is a Clinical Pharmacist 
and Co-Owner of  Pacifi c Compounding Pharmacy 
and Consultations in Stockton, CA. She also 
serves on the Board of  Directors for the Pharmacy 
Foundation of  California. 
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As far back as any written or ver-
bal records go, there has always 
been some form of pharmacy com-

pounding.2,10 The precursor to the current 
day pharmacist may have been known as a: 
medicine man (or woman), healer, apothecary, 
chemist, herbalist, spicer, or shaman.10 The 
stories go back to when “the fi rst person ex-
pressed juice from a succulent leaf to apply to 
a wound.”5 Although there was a signifi cant 
decline in compounding in the 20th century, 
the art has survived the pressure of industry 
and legislators. Like the practice of medicine, 
it could be said that extemporaneous com-
pounding is as much an art as it is a science.

Compounding Through the Ages
In Greek mythology, Asclepius, the son 

of Apollo, had a daughter named Hygeia (or 
Hygieia).1,7,11 While Asclepius (or Asklepios), 
the Greek god of medicine and healing, 
was a physician, the duty of preparing (or 
compounding) the medicines in a saucer or 
bowl was given to his daughter.6,8 The sym-
bol of the Hygieia bowl is still used today 
as a symbol for the practice of pharmacy.9,16

 

Another common symbol for pharmacy also 
associated with compounding, is the mortar 
and pestle, which is used for grinding and 
mixing. 

8,16 Even the most common symbol 
to describe legend drugs, Rx, originally (an 
upper case R with its tail crossed) was derived 
from the abbreviation for a Latin word that 
means recipe.17

Various tribes or communities from 
around the world developed their own medi-
cal text and kept records of formulas. Clay 
tablets stored at the Museum of the Univer-
sity of Pennsylvania, in Philadelphia contain 
information that may be a millennium old. 
This primal handbook translated from the 
ancient Sumer language contains mainly for-
mulas for compounding. Across the ocean, 
early Chinese texts inscribed on wood or 
bamboo contain not only details for a pre-
scription recipe, but also the how (and when) 

to give the medication. These early texts date 
from the last fi ve centuries BC. The Handbook 
for the Apothecary Shop was written in about 1259 
in Cairo by a Jewish pharmacist as an instruc-
tion text for his son. The book contains some 
information not included in other formularies 
as well as information about how to access and 
store drugs, test drugs, and notes about social 
and moral conduct for shop ownership.10 

The Holy Roman Emperor issued an edict 
to separate pharmacy and medicine into two 
professions. Also, for the protection of the 
public, offi cial inspections of pharmacies be-
gan. With the separation of duties between the 
pharmacist and physician came the concerns 
about the correct preparation of the prescrip-
tion. From the 12th to 16th centuries, much 
like today, the physician and patient wanted 
to know that the medication had been prop-
erly prepared. Laws and statutes were written 
requiring “much art, science, experience and 
knowledge of drugs as well as of compounding 
prescriptions that enter the human body.” This 
separated the pharmacist from the physician 
and the herbalist.10 This was the beginning of 

the end for preparations such as Unicorn’s 
Horn (substituted with the horn of rhinoc-
eros) or precious stones (as amulets). The mys-
tery and magic was gone. Pharmacists were 
“expected to know and use the processes of 
solution, purifi cation, crystallization, precipi-
tation, evaporation, distillation, sublimation, 
expression, exsiccation, comminution, fusion, 
and calcinations.”10

With the development of industry in the 
19th century, there was an enormous decrease 
in the amount of compounding. The drug 
companies could mass produce superior 
medications at a fraction of the cost. It has 
been estimated that 80 percent of all prescrip-
tions were compounded in 1920 and by 1971, 
the number had fallen to one percent. More 
recently, the estimation is that 30 million or 
more prescriptions are compounded and the 
number may be increasing. Many of the popu-
lar compounds will eventually be commercial 
products, as we have seen with Rogaine (made 
from minoxidil tablets), and Protopic (made 
from Prograf capsules). There are too many 
examples to cover them all. Still, there are 
those few prescriptions that are better made 
individually, and so, the practice and art of 
compounding continues.14

 

Pharmacists who had success from com-
pounding non-pharmaceutical products 
include Charles Hires and Charles Alderton. 
Hires root beer began as a tea mixture. The 
fi nal liquid version combined over 25 herbs, 
berries and roots to fl avor carbonated water.15 
Alderton was a young pharmacist who worked 
in a store that also had a soda fountain. He 
invented his own formulas (or recipes) and 
soon found that one particular fl avor became 
popular. The drink was named Dr. Pepper.7

Regulations
Pharmacists have fought for the right to 

continue extemporaneous compounding in 
both the judicial and legislative arenas around 
the world. Currently, compounding of pre-
scriptions is allowed by the United States Food 
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and Drug Act, the Australian Therapeutic 
Goods Act, and the New Zealand Code of 
GMP. All of these countries have in recent 
years noticed an increase in compounding 
and the need for further regulation.2,4,5 The 
practice of compounding is currently under 
review by the California State Board of Phar-
macy,  
and new regulations are being developed  
that will add to the <795> & <797> stan-
dards already established. To learn more, 
sign up for regular email updates from  
the California State Board of Pharmacy at 
www.pharmacy.ca.gov.

Information and education on extem-
poraneous compounding costs range from 
free internet or home study programs, 
to thousands of dollars (with a franchise 

contract).4,12,13 Remington’s Practice of Pharmacy 
(the Bible of Pharmacy) is a handy guide for 
compounding and is generally kept in most 
pharmacies, or readily available at a medical 
library. The Secundum Artem continuing edu-
cation programs can be downloaded from the 
Paddock Laboratories website.3 Other useful 
information such as conversion from grams to 
grains. or from joules to ergs. can be accessed 
on the Spectrum Chemical website.12 Gallipot 
offers “professional and technical support” 
from staff pharmacists, chemists and microbi-
ologist over the phone. The company also of-
fers one day seminars on various compounding 
topics for a reasonable fee.13 These chemical 
companies will also provide the Material Safety 
Data Sheets that a pharmacy must keep on file.

Pharmacists around the world participate at 

various levels of compounding, from simple 
flavoring or mixing of a topical mouthwash, 
to extensive calculations and sterile com-
pounding. The upcoming regulations are 
expected to reflect the formula difficulty by 
becoming stricter with highly active, com-
plex or extremely dangerous substances. The 
art of extemporaneous compounding is still 
very much alive. 

About the Author:
Lisa Johnson, Pharm.D., is the owner of  Hillside 
Pharmacy in Manhattan Beach, CA, where she 
practices compounding. She also serves as a CPhA 
Academy of  Pharmacy Owners Board Member, is a 
member of  the South Bay Pharmacists Association 
and NCPA and a USC Adjunct Assistant 
Professor of  Pharmacy Practice.
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Progesterone’s role in the body

Progesterone is a hormone with diverse 
functions in the body. It is produced 
in the gonads and the adrenal gland, 

where it is then secreted into blood and 
delivered to target tissues and organs. Pro-
gesterone, its precursors and its metabolites, 
all play an important role in the body. Fats 
and sugars are broken down and cholesterol 
is produced. Cholesterol is converted to 
pregnenolone which is then used to make 
progesterone. Progesterone is a precursor for 
the production of other important hormones 
in the body, including cortisol and aldoste-
rone. Cortisol regulates the utilization of 
fat, protein and carbohydrates for energy. It 
aids in the body’s response to environmental 
stress. In contrast, aldosterone controls salt 
and fl uid balance. It effects the fl ow of so-
dium, potassium and magnesium in the cell 
and contributes to increased intravascular 
volume, high blood pressure and edema. 

Progesterone is also involved in brain 
function. One of its active metabolites acts 
on the GABA receptors in the brain, caus-
ing sedative or hypnotic effects. This lends 
to its use as an aid to normalize sleeping 
patterns. It also has anxiolytic properties, 
where physiological doses of bio-identical 
progesterone can produce calming effects.

The female reproductive cycle is char-
acterized by the ovaries’ synthesis of two 
important hormones: estrogen and proges-
terone. During childbearing years, proges-
terone levels rise dramatically during ovula-
tion and function to sustain the endometrial 
lining and support pregnancy. The lack of 
fertilization results in the degeneration of 
the corpus luteum and subsequent declines 
in progesterone levels. Progesterone also 
works in concert with other hormones to 
establish a natural hormonal balance. Pro-
gesterone has intrinsic antiestrogenic abili-
ties, and can infl uence the concentration of 
both estrogen and its receptors. Decreased, 

or absent levels of progesterone, result in 
estrogen dominance. The balance is also 
disrupted in women as they reach perimeno-
pause and menopause, resulting in a series of 
undesirable side-effects such as hot fl ashes, 
vaginal dryness, headaches, fatigue, weight 
gain, osteoporosis and mood swings, among 
others. It is associated with declining levels of 
both estrogen and progesterone. 

Decreased progesterone levels
There are a number of conditions a patient 

may have that can compromise progester-
one production and levels. Physiologically, 
increases in prolactin levels, decreases in 
luteinizing hormone, thyroid hormone and 
defi ciencies in vitamins A, B6, C and zinc can 
lower progesterone levels. External triggers 
such as stress, excessive arginine in the diet, 
anti-depressants, and increased sugar or satu-
rated fat intake can also negatively effect pro-
gesterone levels. Subsequent low levels may 
trigger anxiety, depression, irritability, mood 
changes, insomnia, pain, infl ammation and 
excessive menstruation. In addition, it can 
cause decreases in HDL and an increased risk 
of osteoporosis. These factors may warrant 
supplementation with progesterone and will 
depend on the patient’s health and symptoms.

Treatment alternatives for progesterone 
replacement

Synthetic progestins
The production of progestins came about 

due to the poor oral activity of progesterone, 
which is quickly metabolized and degraded by 
the liver upon administration. This requires 
raising the progesterone dose in order to 
achieve desired levels. Progesterone also af-
fects the activity of estrogens, androgens and 
aldosterone, thus attributing to its numerous 
activities in the body. Structural modifi ca-
tions to the parent progesterone have yielded 
a new class of molecules; synthetic progestins 
that have increased bioavailability, potency 

and specifi city. However, they do not repro-
duce the actions of natural progesterone and 
have side-effects that are unique to its class. 
Synthetic progestins can result in the de-
crease of your own body’s ability to produce 
progesterone, due to a negative feedback 
system. These changes also prevent it from 
being recognized by the body and thus is 
not eliminated as effi ciently as natural pro-
gesterone. The result is an increased 
exposure to the drug, resulting in side-
effects and adverse reactions that are intol-
erable by some patients. Some CNS effects 
that can occur include irritability, depres-
sion and headache, insomnia and decreased 
libido. Physical changes including acne, 
rash and hair loss are also possible. Meta-
bolic alterations such as increased appetite, 
weight gain, fl uid retention and bloating can 
also present in certain patients. Synthetic 
progestins can negatively infl uence the 
cardiovascular system by causing spasms of 
the coronary arteries, and its antiestrogenic 
properties negate estrogen’s cardioprotec-
tive effects. 

Bio-identical Progesterone 
The result of intolerable side-effects has 

prompted a patient-driven shift towards 
alternatives to synthetic progestin includ-
ing the use of bio-identical progesterone 
therapy. The concept behind this is to pro-
vide physiological amounts of a hormone 
that is chemically similar to the progesterone 
our own body produces. Different routes of 
administration include topical progesterone 
cream, which has shown positive results in 
relieving vasomotor symptoms. Other routes 
of administration include oral, transvaginal, 
sublingual and intramuscular injection. 
Each compounding treatment, including the 
dosing regimen, strength, and route of ad-
ministration, is individualized based on the 
patient’s hormone levels and health status. 
Its potential benefi ts and functions are 
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similar to that of natural proges-
terone, including normalizing 
libido, maintaining fl uid balance 
and blood pressure as a natural 
diuretic, aiding in anxiety and 
sleeping problems, increasing 
metabolic rate, lowering cholester-
ol and supporting fat elimination, 
and increasing scalp hair. It can 
also supplement estrogen balance 
and increase the benefi cial effects 
of estrogens on blood vessel dila-
tion in atherosclerotic plaques. 
Studies have been conducted that 
support the use of bio-identical 
progesterone to reduce vasomo-
tor symptoms. When compared 
with a placebo group, a signifi -
cant number of postmenopausal 
women reported improvement in 
hot fl ash episodes.

Benefi ts of progesterone 
replacement therapy

Despite differences between 
synthetic or bio-identical proges-
terones, there are similarities in 
benefi ts associated with the two. 
In the case of perimenopause 
and menopausal women, hor-
mone replacement therapy with 
the combination of estrogen 
and a bio-identical progesterone 
or synthetic progestin, can pro-
tect women from endometrial hy-
perplasia and cancer. Both forms 
can also be protective against 
fi brocystic breast disease and im-
prove thyroid hormone function. 
These diseases are characterized 
by high ratios of estrogen to 
progesterone and progesterone’s 
antiestrogenic properties are 
needed to maintain a hormonal 
balance. Synthetic and bio-identical proges-
terones are also bone-trophic and 
the extent of its activity is determined by 
the strength of the dose, and the duration 
of therapy. Normalization of zinc and 
copper levels has been seen as well with 
supplementation.

Adverse effects of progesterone 
supplementation

When initiating progesterone replacement 
therapy, caution should be exercised for the 
possibility of administering excess hormone, 
with both synthetic and bio-identical forms. 
Metabolic side-effects of progesterone 

overload can include decreases in growth 
hormone, increases in fat storage, cortisol 
levels, appetite, carbohydrate cravings and 
insulin resistance. It can affect the CNS in 
high doses by acting as a sedative. Excess 
hormone can also contribute to inconti-
nence and gut smooth muscle relaxation, 
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replacement therapy: A comparison between 
progestogens and natural progesterone.  
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ment therapy on breast cancer risk: estrogen 
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and estrogen-progestin replacement therapy 
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Stefanick, M., et al., Estrogen and proges-
togens and cardiovascular risk: review of the 
PEPPE trial. J Repro Med 1999; 44 (suppl): 
221-6
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Effects of hormone replacement therapy on 
endometrial histology in postmenopausal 
women. The Postmenopausal Estrogen/Pro-
gestin Interventions (PEPI) Trial. JAMA  
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The Writing Group for the PEPI, Effects 
of hormone therapy on bone mineral density: 
results from the postmenopausal estrogen/
progestin interventions (PEPI) trial.  
JAMA, Nov 1996; 276: 1389 - 1396.

The Writing Group for the PEPI Trial, 
Effects of estrogen or estrogen/progestin 
regimens on heart disease risk factors  
in postmenopausal women. The Postmeno-
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(PEPI) Trial. JAMA, Jan 1995; 273:  
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causing bloating, fullness, constipation 
and gallstones. Relaxation of ligaments can 
cause back, leg and hip aches. 

For the pharmacist
More studies need to be conducted be-

fore we can fully understand the potential 
of bio-identical progesterone as well as its 
adverse effects. In the meantime, patients 
presenting with signs and symptoms of low 
progesterone levels will most often times 
be started on progestin therapy. However, 
the patient’s state of health or medication 
intolerance, due to severe side-effects, may 
preclude them from receiving conventional 
medication. As pharmacists, it is not only 
important for us to understand bio-identi-
cal hormone replacement therapy but also 
to recognize where its use may be the most 
beneficial alternative for our patients. 

About the Author
Jeff  Barris is the owner and compounding pharmacist 
at Pacifica Compounding Pharmacy. Danmy Loi is 
a 2008 Pharm. D. Candidate at the USC School 
of  Pharmacy in Los Angeles. 
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For the past few years, the US 
Food and Drug Administra-
tion (FDA) has initiated 

dialogue and investigations to deter-
mine the safety and effi cacy of com-
pounded drug products prepared 
nationwide by pharmacists. The 
FDA recognizes that pharmacists 
traditionally have extemporaneously 
compounded and manipulated quan-
tities of drugs for human use upon 
receipt of a valid prescription for an 
individually identifi ed patient from 
a licensed practitioner. However, the 
FDA also believes that an increasing 
number of pharmacies with board-
issued pharmacy licenses are engaged in the 
manufacturing and distributing of unap-
proved new drugs for human use in a man-
ner that, in the FDA’s opinion, is outside the 
bounds of traditional pharmacy practice and 
consequently, a violation of sections of the 
Food and Drug Administration Moderniza-
tion Act (Act) of 1997. 

On April 29, 2002, the US Supreme 
Court ruled that section 503A of the Act 
was an unconstitutional restriction on com-
mercial speech and essentially invalidated 
the entire section.

As a result of this action, the FDA, deter-
mined that it needed to issue guidance to 
the compounding industry on what fac-
tors the FDA will consider in exercising its 
enforcement discretion regarding pharmacy 
compounding. Generally, the FDA will con-
tinue to defer to state agencies regarding 
less signifi cant examples of “compounding 
vs manufacturing;” however, FDA feels 
when the scope and nature of a pharmacy’s 
activities raise the kinds of concerns nor-
mally associated with drug manufacturers, 
FDA has determined it should consider en-
forcement action. 

In determining whether the FDA should 
initiate action, it considers whether the 

pharmacy engages in any of the following acts:
1. Compounding drugs in anticipation of 

receiving prescriptions, except in very limited 
quantities in relation to the amounts of drugs 
compounded after receiving valid prescriptions 
(note: FDA does not defi ne “limited quantities”).

2. Compounding drugs that were withdrawn 
or removed from the market for safety reasons.

3. Compounding fi nished drugs from bulk 
active ingredients that are not components 
of FDA approved drugs without an FDA 
sanctioned investigational new drug applica-
tion (IND).

4. Receiving, storing, or using drug sub-
stances without fi rst obtaining written assur-
ance from the supplier that each lot of the 
drug substance has been made in an FDA 
registered facility.

5. Receiving, storing, or using drug compo-
nents not guaranteed or otherwise determined 
to meet offi cial compendia requirements.

6. Using commercial scale manufacturing 
or testing equipment for compounding 
drug products.

7. Compounding drug for third parties who 
resell to individual patients or offering com-
pounded drug products at wholesale to other 
state licensed persons or commercial entities 
for resale.

8. Compounding drug products 
that are commercially available in 
the marketplace or that are essen-
tially copies of commercially avail-
able FDA-approved drug products. 
In certain circumstances, it may be 
appropriate for a pharmacist to com-
pound a small quantity of a drug that 
is only slightly different than a FDA 
approved drug that is commercially 
available. In these circumstances, the 
FDA will consider whether there is a 
documentation of the medical need 
for the particular variation of the 
compound for the particular event.

9. Failing to operate in confor-
mance with applicable state laws regulating 
the practice of pharmacy.

The FDA has indicated that it will target 
two specifi c activities that make pharmacies 
engaged in large-scale compounding subject 
to close review because these actions are 
carefully consistent with activities of drug 
manufacturing:

a. Pharmacies that receive and use large 
quantities of bulk drug substances to manu-
facture large quantities of unapproved 
drug products in advance of receiving a 
valid prescription.

b. Pharmacies that sell compounded 
products to “physicians and patients with 
whom they have only a remote professional 
relationship.”

In the event that the FDA fi nds one or 
more of the above-mentioned “activities” 
occurring in a licensed pharmacy, it may 
initiate regulatory action against the licensee 
that may include issuing a warning letter, 
seizure, injunction, and/or prosecution. 
Charges may include, but need not be lim-
ited to, violations of 21 United States Code 
Section 351 (a)(2)(B), 352 (a), 352 (f )(1), 
352 (o), and 355(a) of the Act. 

The pharmacist’s responsibilities in com-
pounding drug preparations are to dispense 
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the finished preparation in accordance with 
a prescription and to dispense those prepa-
rations in compliance with the requirements 
established by the Board of Pharmacy and 
other regulatory agencies. Compounders 
must be familiar with statutes and regula-
tions that govern compounding. 

In California, there are certain provisions 
of the California Pharmacy Law that govern 
the compounding of drug products:

A. Business and Professions Code, Sec-
tions 4127 – 4127.6: Requirements for  
pharmacies compounding sterile injectable 
drugs to obtain a special sterile compound-
ing license issued by the board, unless certi-
fied by a specific accrediting agency. Re-
gardless of whether specifically licensed, all 
pharmacies compounding sterile injectable 
drugs must comply with other standards of 
those sections.

B. California Code of Regulations, Sec-
tion 1751: Sterile Compounding: establishes 
minimum standards for insuring com-
pounded sterile products have quality, purity 
and strength. Elements of the regulations 
include: compliance with building standards 
if compounding from a non-sterile source 
(bulk), quality assurance of products com-
pounded, training/competencies of staff 
assigned to sterile compounding duties, 
protective clothing, labeling, record keep-
ing, disposal of waste, written policies and 
procedures including handling of cytotoxic 
drugs and their disposal, maintenance and 
annual certification of laminar air flow 
hoods and clean rooms.

C. Business and Professions Code,  
Section 4123: Compounding Drug of Other 
Pharmacy for Parenteral Therapy: Notice 
to the Board. Any pharmacy that contracts 
to compound a drug for parenteral therapy, 
pursuant to a prescription, for delivery to 

another pharmacy shall report that contractual 
arrangement to the board. That information 
shall be reported by the pharmacy performing 
the compounding service within 30 days of 
commencing that compounding.

D. California Code of Regulations, Sec-
tion 1716.1: Allows for compounding of 
unapproved drugs for prescriber office use in 
reasonable quantities based upon the intended 
use of the compounded medication and the 
nature of the prescriber’s practice. Requires 
pharmacies to compound in compliance 
with pharmaceutical standards for identity, 
strength, quality and purity. Defines prescrib-
er office use for application or administration 
in the prescriber’s office or for distribution of 
not more than a 72-hour supply as estimated 
by the prescriber.

E. California Code of Regulations, Section 
1716.2: Record Keeping requires that pharma-
cies compounding in quantities larger than 
required for immediate dispensing by a  
prescriber or for future furnishing upon pre-
scription, must maintain records to include: 
date of preparation, name of manufacturer of 
each ingredient (including lot numbers/expira-
tion date ((if any)), expiration date of the fin-
ished product (not to exceed 180 days), signa-
ture or initials of pharmacist(s) performing the 
compounding, formula for the compounded 
product, quantity in units of finished products, 
package size, and number of units prepared.

Other applicable federal laws or standards 
include:

F. Sherman Food, Drug Cosmetic Act, Sec-
tion 110370: Requires that the label of each 
package of a good, drug, device, or cosmetic 
bear the common or usual name of the article, 
if any and in case the article consists of two 
or more ingredients, the common or usual 
name of each ingredient be listed in order of 
decreasing predominance by weight.

G. USP/NF Guidelines #795: Pharmaceu-
tical Compounding-Nonsterile preparations: 
Describes standards by which the compound-
ing of nonsterile dosage forms should be 
followed to produce a product that contains 
quality, purity, and strength.

H. USP/NF Guidelines #797: Pharma-
ceutical Compounding-Sterile Preparations: 
includes standards for compounding any ster-
ile product such as injectables, ophthalmics, 
otics and respiratory drug products. Estab-
lishes risk level for each type of compound-
ing and conditions for conducting quality 
assurance review during the compounding 
process. 

I. Title 21, US Code, Section 351: Adul-
terated Drugs and Devices. Describes con-
ditions under which a drug or a device is 
deemed to be adulterated.

J. Title 21, US Code, Section 352: Mis-
branded Drugs and Devices. Defines con-
ditions under which a drug or a device is 
deemed misbranded.

K. Title 21, US Code, Section 355: New 
Drug Application. Defines process used to 
apply for new drug application to FDA.

The Board of Pharmacy later this year will 
be promulgating regulations to establish stan-
dards for pharmacies that compound medi-
cation. The components of these consumer 
protection regulations are provided below. 
The board developed these components dur-
ing 2004 as part of a year-long task force with 
the profession examining when compounding 
may be manufacturing. While no definition of 
such standards was developed from the work 
of the task force, the task force did develop 
standards for pharmacies that compound.

1. Prescription Documentation: The  
basis for compounding an extemporaneous 
drug product includes three elements: the 
prescriber who orders a drug product  p
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The time-honored com-
pounding of drug prod-
ucts is still a vital part 
of providing pharmaceu-
tical care to the con-
sumers in California.

Compounded Drug products-Could you be manufacturing? (cont.)
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not commercially available for a specifi c 
patient’s therapeutic needs, who then pro-
vides a prescription to the pharmacy for 
compounding. These three elements 
are necessary to maintain and establish 
the professional relationship for which the 
compounded drug product was ordered. 
The pharmacist must be able to demonstrate 
a correlation between the prescription vol-
ume and the amount of drug product that 
may have been compounded in anticipation 
of refi ll requests to ensure uninterrupted 
drug therapy.

2. Master Formula: Drug products that 
are compounded on a bulk scale should 
have individual master formulas. These 
formulas should be reviewed and updated 
on a periodic basis to ensure accuracy and 
include any changes in compounding pro-
cesses which might improve the quality of 
the product. The pharmacist in charge is 
responsible for overseeing this activity. The 
formula should not only contain a descrip-
tion of how the drug is to be compounded 
but also processes to test the product for 
potency. A description of determining the 
beyond-use date of the compounded prod-
uct should be included on the master formu-
la and to include any checks by pharmacists 
during the compounding process.

3. Work Sheets: In conjunction with the 
master formula, each batch of compounded 
drug products should be associated with a 
work sheet. The information on the work 
sheet should contain at the least the follow-
ing information: 

a. The information required on the mas-
ter formula.

b. The date the drug was compounded
c. The identity of the pharmacy person-

nel who compounded the drug
d. The quantity of each component used

e. The manufacturer and lot number of 
each component

f. The equipment used to compound the 
drug including documentation of calibration 
of the equipment for accuracy

g. The internal reference (lot) number
h. The beyond-use date
i. The quantity or amount of drug product 

compounded
j. Results of any quantitative/qualitative 

analysis
k. Quarantine/release dates
4. Labeling: Labeling of compounded drug 

products should in compliance with Busi-
ness and Professions Code, Section 4076 and 
contain the generic name(s) of the principal 
active ingredients. A statement that the drug 
has been compounded by the pharmacy 
should also be affi xed to the container. 

5. Polices and Procedures: The pharmacy 
should have written policies and procedures 
(P/Ps) that describe the overall compounding 
process in the pharmacy. The P/Ps should 
include:

a. How chemicals used to compound a 
drug product are procured, handled and 
stored

b. Cleaning processes 
c. Formulation methodologies
d. Equipment maintenance/calibration 

including certifi cation
e. Process of assigning staff to compound 

drug products
f. Training and on-going competency 

evaluation of staff
g. Notifi cation process to staff of changes 

in compounding processes
h. Recall procedure
i. Quality Assurance process to determine 

quantitative/qualitative analysis of com-
pounded drug products

j. Other standard operating procedures of 

the pharmacy relative to compounding
k. Annual review on an annual basis by 

the pharmacist in charge 
6. Training of Staff, Patient and Care-

giver: Pharmacies should maintain written 
documentation that pharmacy personnel 
have the skills and training required to cor-
rectly perform their assigned responsibilities 
relating to compounding. The training and 
competency evaluations should be conduct-
ed on an annual basis and include return 
demonstration of competency performed 
by the staff person being evaluated. This 
includes analysis of the compounded drug 
product to determine if the staff person 
compounded the drug product accurately as 
described in the master formula.

7. Quality Assurance: A quality assurance 
plan should include verifi cation, monitor-
ing, and review of the adequacy of the 
compounding process and include docu-
mentation of that review by the assigned 
personnel to demonstrate the compounded 
drug meets the specifi ed criteria for quality, 
strength and purity. The Quality Assurance 
plan should also include a written process 
that describes and documents the action to 
be taken when a compounded drug fails to 
meet the minimum standards. 

In closing, the time-honored compound-
ing of drug products is still a vital part of 
providing pharmaceutical care to the con-
sumers in the State of California. As a pro-
fession, we need to insure that compounded 
drug products possess the quality, strength 
and purity expected by the consumer and 
by the prescriber, who trusts in our profes-
sional skill and knowledge. 

About the Author: 
Dennis Ming, Pharm. D., is an inspector with the 
California State Board of  Pharmacy.p
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Imagine a world where you walk into 
your neighborhood pharmacy and pick 
up customized supplements and medica-

tions compounded specifi cally for you by 
the pharmacist, based on information con-
tained within your genetic and biochemical 
profi le, stage of life, general state of health 
and, of course, input from other healthcare 
professionals. The truth of the matter is, to 
a certain extent this form of personalized 
medicine exists today and its prevalence is 
growing every year. Given this trend, the 
pharmaceutical industry as it exists today, is 
not structured to handle such a customized 
market. Compounding pharmacies however, 
are perfectly positioned to meet the needs of 
such a demanding market. With opportunity 
however, comes additional responsibility. 
This article will help you understand and 
lay out strategies for integrating the critical 
concepts of quality, validation and verifi ca-
tion into your pharmacy operations and 
culture, thereby enabling delivery of a con-
sistently safe product, while maintaining 
compliance with regulatory requirements. 
We will begin with a discussion of Quality 
Management Systems.

Quality Management System
A Quality Management System (QMS) as 

it relates to a compounding pharmacy, is a 
documented set of policies, procedures, for-
mulations and records used or created dur-
ing the daily operation of the pharmacy. The 
QMS that is described hereafter contains 
four levels of documentation.

Level 1 documentation is comprised of 
policies that state the pharmacy has pro-
cesses and procedures in place to address 
the government regulations and/or business 
requirements. Typically, somewhere around 
20 policies are suffi cient to cover a majority 
of the requirements. We have listed a num-
ber of key policies that need to be in place:

1. Management Responsibility
2. Document and Records Management
3. Change Management
4. Personnel Hiring and Training
5.  Facility, Equipment, Process and 

Validation
6. Beyond Use Dating (BUD)
7.  Procurement and Management of 

Materials
8.  Compounding, Inspection/Testing 

and Release
9. Labeling
10. Recall Management
11. Corrective and Preventative Action
12. Practitioner and Patient Education
13. Continuous Improvement

Level 2 documents are often referred to as 
Standard Operating Procedures (SOP’s). For 
each of the written policies, there are one or 
more SOP’s written that describe the system 
and/or process(s) that have been established 
to address the policy. For example, the SOP(s) 
for Document and Records Management 
may list the types of documents being man-
aged, and may give guidelines for the content 
requirements for each type of document. 
There may also be storage, archiving and 
destruction guidelines spelled out within 
the procedure(s).

Level 3 documents are the worksheets and 
forms that will be fi lled out in the course of 
compounding medications and running the 
pharmacy. Examples of this type of document 
are formula sheets, forms for ordering and 
receiving materials, log sheets for recording 
maintenance and calibration of facilities and 
equipment, temperature log sheets and so 
on. In other words, any thing that needs to 
be fi lled out to document what happens is a 
Level 3 document.

Level 4 documents are the actual records 
created in the course of compounding or run-
ning the pharmacy. In other words they are 

Level 3 documents that have been fi lled out 
with the necessary information.

Given the work involved to create a 
QMS, why would a pharmacy owner want to 
put the considerable resources toward creat-
ing one- in other words, where is the value?

Value of QMS
Aside from addressing a key requirement 

within the regulations for pharmacies to 
document what they do and to keep records, 
having a QMS serves a number of other 
very important and practical purposes. 

A QMS is a documented record of the 
history and current state of affairs within 
the pharmacy, and is used as a key training 
tool for new and existing employees. With-
out proper documentation, valuable knowl-
edge (that you paid for), if not documented, 
walks out the door with the employee when 
they go on to bigger and better things and 
to a certain extent “the wheel needs to be 
reinvented”. An additional benefi t of have a 
comprehensive QMS is that should there be 
an adverse event concerning the effect of a 
medication on a patient, the records gener-
ated during the course of compounding 
medications become critical in conducting 
a thorough investigation into the potential 
causes, not to mention their essential nature 
in the event of litigation. Records may also 
be used to identify good and bad trends, and 
potential issues, which in turn can be used 
to implement improvements to correct/pre-
vent existing or future problems. Lastly, 
having a QMS in place is a pre-requisite 
of being accredited by organizations such 
a Pharmacy Compounding Accreditation 
Board (PCAB). PCAB is an organization 
that was started specifi cally to address the 
accreditation needs of the compounding 
pharmacist. Currently, there is no require-
ment that pharmacies be accredited. How-
ever, as the market matures, there will be 
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an expectation from physicians and 
the general public that pharmacies 
have some sort of accreditation that 
signifi es that they have the appro-
priate controls in place for their 
internal process. 

Now that we know what a QMS 
is ad where its value lies, how does 
one go about constructing one? 
Although the path forward many 
seem a bit daunting at fi rst…con-
structing a QMS is much like eat-
ing an elephant…it can be done, 
however only one bite at a time. 
The section that follows will give 
some suggestions on what you can 
do to make this process seem a bit 
less daunting.

Building A QMS 
With any large project, it helps 

to break it down into its component 
parts, and then address each part 
individually. We will begin by dis-
cussing a simple strategy for creat-
ing your Level 3 and 4 documents.

We suggest that you start with 
listing the medications that you 
currently compound or wish to 
compound. Once you have com-
pleted the list, take an inventory of 
the medications for which you cur-
rently have formula sheets and compound-
ing instructions, and check them off the list. 
Create documentation for the remaining 
items on the list.

Repeat this process for the equipment 
and facilities (e.g. clean rooms etc.) that 
are used during the compounding process. 
Summarize operation, calibration and main-
tenance instructions and schedules, and then 
create the forms or worksheets necessary for 
documentation. Additional validation work 
may need to be completed on certain facili-
ties, equipment and process. It is best to 
solicit the help of experts when dealing with 
this activity. We will have a short discussion 
of validation later in the article.

As you conduct the aforementioned activi-
ties we suggest that all existing compounding, 
equipment and facility, formulas, instructions, 
forms and records (i.e. forms that have been 
fi lled out) be compiled into a defi ned fi ling 
system, if there is not one in place already. By 
completing these activities, you have essen-
tially created a major portion of Levels 3 and 
4 of your QMS.

The next exercise is to create your policies 
and SOP’s (Levels 1 and 2 documentation). 
We suggest that before beginning this 
exercise, you start by reviewing the state 
and federal regulations and/or soliciting 
the help of experts in this area. Experts will 
help you identify the necessary policies and 

corresponding SOP’s in much 
less time than it would take 
for you to do it yourself. If 
fact, they may have available 
a set of generic policies and 
SOP’s that can be quickly put 
into effect with minimal edit-
ing. We suggest that if you go 
this route, that you edit them 
to refl ect behavior in your 
pharmacy. This will prevent 
problems in the future if your 
pharmacy is ever audited by a 
regulatory body such as your 
state’s Board of Pharmacy or 
the FDA.

Now that your policies 
and procedures are in place 
and you have worksheets and 
forms to document daily ac-
tivities, it is time to deal with 
the validation. 

Validation Testing
Before we get into a discus-

sion about what needs to be 
done with respect to valida-
tion, we will have a short dis-
cussion regarding the concept 
of validation. Validation is 
a process whereby data is col-
lected as objective evidence to 

ensure that a process consistently delivers 
the “right product.” In an ideal world, hav-
ing a validated process would mean that a 
compounded medication from a minimum 
of three (3) consecutive batches generated 
within a validated facility, on validated 
equipment, by trained individuals on ap-
proved procedures met all essential accep-
tance criteria.

There are three (3) approaches to valida-
tion. Retrospective, where historical data 
is used for validation, concurrent, where 
data generated from medications concur-
rently sold in the market is used, and pro-
spective validation where data is generated 
on medications prior to putting them on the 
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market. Not many organizations have  
the luxury of prospective validation, which 
is why the retrospective and concurrent  
validation approaches are used most fre-
quently. Regardless of the approach to 
validation, there are four (4) basic categories 
of validation within a pharmacy: facility, 
equipment, process and beyond use date 
(BUD) validation. 

Facility and equipment valida-
tion is comprised of a process of first 
specifying the requirements for what you 
need in terms of facilities and equipment 
to accommodate your compounding needs. 
For example, if you are compounding sterile 
products, then you will need to construct 
a clean room that meets the necessary air 
handling and quality requirements, and 
then document that the facility actually 
meets those requirements. Requirements 
for a clean room may be found in USP 
<797>. Aside from the initial requirements 
definition, there are as many and three (3) 
levels of documentation before facility and 
equipment validation is complete. The first 
is the Installation Qualification (IQ), which 
documents correct installation. The second 
level is the Operational Qualification (OQ), 
which documents that the facility/equip-
ment is operating properly. The third level 
is Performance Qualification (PQ), which 
documents that the facility/equipment per-
forms properly and consistently over time.

Process validation is an exercise 
whereby data is generated as objective evi-
dence that the process consistently delivers a 
quality product. With process validation,  

it is important that the impact of various  
steps on the quality of the product be known. 
The standard approach is to flow chart the 
process to identify the various steps and then 
assess each step for its impact on product 
quality. For example, if there is a filtering 
and/or heating step in the process, you may 
what to assess the impact by testing the prod-
uct prior to, and after that step. If there is  
a difference in the pre and post step, then 
adjustments may be made to the process  
materials used, the formula or instructions  
if necessary. In addition, if sometime in  
the future there is a change in the compound-
ing process or the materials used within  
that process, then the impact of that change 
may be assessed prior to, or concurrent  
with implementation. 

BUD validation is conducted to gener-
ate objective evidence that the integrity of the 
medication is maintained up to and including 
the BUD date. BUD validation data is only 
valid for medications or families of medica-
tions that have similar formulas, container 
closer systems and storage/handling condi-
tions. For example, data supporting a 90-day 
BUD on Morphine Sulfate 10mg/mL in  
normal saline in a 100mL borosilicate glass 
vial with a grey butyl rubber stopper and  
aluminum crimp seal, cannot be used to 
justify a 90-day BUD for Morphine Sulfate 
10mg/mL in normal saline in a 100mL  
plastic IV bag. However, with minimal 
supplemental testing, the data may be used to 
support a 90-day BUD on Morphine Sulfate 
5mg/mL in normal saline in the same con-
tainer closure system.

Validation is a complicated exercise and 
can be very costly if not done correctly, so  
a pharmacy owner would be well served  
to consult with someone knowledgeable 
about the subject prior to embarking on the 
exercise of validation within their pharmacy. 
In an ideal world, every thing would be  
validated prior to bringing a compounded 
medication to market, however in the real 
world, and especially in the world of com-
pounding pharmacies, this would be an 
impractical request. So how can we validate 
our claims and assumptions while at the 
same time, bring a valuable and safe service 
to our customers? The answer is a docu-
mented validation plan and routine testing 
(Verification).

Verification Testing
In this section we will discuss how we 

can use routine testing or verification to 
ensure that we are providing safe product to 
the customers, while at the same time using 
that same information to validate claims and 
processes.

If your pharmacy has historically per-
formed routine testing to release medica-
tions, then that data (in part) may be used 
to validate your processes (i.e. retrospective 
validation). If your pharmacy is new to com-
pounding, then now is a good time to start 
concurrent validation using routine testing 
of your medications. The rules of thumb 
when conducting validation are:

1. Create a plan
2. Implement the plan
3. Summarize what actually happened
Once the plan has been drafted, the 

next step in the process is to flow chart the 
compounding process. After creating the 
flow chart, assess each step for its potential 
impact on the integrity of the medication. 
For example, if the there is a filtering step 
in the process then, you will want to test 
the medication pre and post filter. This will 
give you critical information on the impact 
of filtering on the sample. If there is an is-
sue then, an alternative filter may be used 
or the formula adjusted to compensate for 
the loss due to filtering. The same approach 

By implementing a structured QMS approach to 
conducting business, the continuity, quality and 
integrity of that business can be maintained, even 
as employees come and go. Aside from the inher-
ent value of having a solid QMS, there is additional 
value gleaned from third-party accreditation, where 
a QMS is a pre-requisite.

ensuring Quality and safety in Compounded medications (cont.)
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may be used to assess the impact of heating 
medications to get them in solution or to 
sterilize them. This type of testing may be 
performed on the first few batches of a spe-
cific medication or family of medications, 
however once the impact is known, and 
adjustments or checks put in place, you can 
consider the process in control and the test-
ing will only need to be repeated if a signifi-
cant change in the process is made. A rule 
of thumb for validation is that a minimum 
of 3 consecutive lots must pass all necessary 
performance and quality criteria before the 
process is considered validated. If you wish 
to claim a BUD beyond those specified in 
the regulations (see USP for guidance on 
BUD’s), then for the first few batches of a 
medication or family of medications, bulk 
solutions and/or end use doses should be 
retained and tested out to and including  
the desired BUD. Until data has been col-
lected for the extended BUD, the BUD’s 
specified in the guidance literature should 
be used.

By using this approach, a pharmacy can 
supply quality, safe products to customers, 
while at the same time collecting data that 
validates processes and claims. The value of 
routine testing is obvious, in that it proves 
that a specific lot is safe for the customer to 
use. The value of validation is in the proof 
that the process can deliver consistent prod-
uct over time, and the impact of processing 
steps within the process are known. Even 
though it adds one-time up front costs, vali-
dation may be used to minimize testing and 
hence costs in the long run.

 
Summary

By implementing a structured QMS  
approach to conducting business, the con-
tinuity, quality and integrity of that busi-
ness can be maintained, even as employees 
come and go. Aside from the inherent value 
of having a solid QMS, there is additional 
value gleaned from third-party accreditation, 
where a QMS is a pre-requisite. Accredita-
tion although not required, will eventually  
be an expectation from practitioners and 
customers, prior to doing business with 

them. Through the use of routine testing on 
an ongoing basis, processes and BUD valida-
tion become a matter of business, and in the 
long-run may benefit the pharmacy by mini-
mizing costs. 

Organizations that take the time now, to 
put the necessary infrastructure in place will 
surely ride the wave of success in personal-
ized medicine.

About the Author: 
Russell Odegard is currently a Managing Partner 
with Dyna Labs, LLC, a provider of  testing services 
for the compounding pharmacy industry. He has 
25 years of  experience delivering products to the 
life science research and clinical diagnostic markets 
and worked as the Director of  Projects for the 
Biotechnology Division of  Sigma-Aldrich prior to  
his work with Dyna Labs, LLC.

ensuring Quality and safety in Compounded medications (cont.)
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Putting Opportunity to Work
CPhA Member Profi le: Tim Cutler, Pharm. D.

Infl uenced by the pro-
fession of pharmacy 
early in life, Tim Cutler, 

Pharm. D., has become an 
innovator in the fi eld. He 
sees very clearly the po-
tential for pharmacists to 
make a positive impact in 
the lives of their patients, 
and the ways in which the 
profession can interact with 
other medical professionals 
to improve the quality and 
delivery of healthcare.

Since his early years as a member 
of CPhA, Cutler has been active in leadership roles. These roles have 
created opportunity and networks for him to climb to where he is 
today: a practicing pharmacist with the Mercy Medical Group, an As-
sistant Clinical Professor at the University of California, San Francisco 
(UCSF), and a patient advocate who is closely involved with a three-
year program grant called “Partners in D.” Partners in D provides com-
munity outreach opportunities for student pharmacists throughout the 
State of California with the often-complicated, Medicare Part D insur-
ance program, in an effort to improve senior citizens’ access to the best 
health care available - especially those that are currently underserved 
by the program. As if caring for a young family and core of patients 
isn’t enough, Cutler is still active within the Association and eager to 
push the “Partners in D” curriculum forward. He is the epitome of the 
term so often used by the Association: “the future of the profession.”

Q Where are you from? 

A Sacramento, CA

Q Place of employment? 

A UC San Francisco and Mercy Medical Group

Q How long have you been a mem-
ber of CPhA? 

A Since I was a fi rst year pharmacy 
student in 1996.

Q Where did you attend pharmacy 
school? 

A UCSF for pharmacy school but I 
did my residency at the UC Davis 

Medical Center.

Q What compelled you to join 
CPhA? 

A The professional and social networking opportunities. I was im-
pressed with the student activity and involvement in the Associa-

tion and I am still completely impressed with the student activity in 
the Association. 

Q Please provide one or two ways in which CPhA has proven to be 
a good alliance for you. 

A It has provided me a platform to develop my leadership skills on a 
variety of levels and a creative outlet to help improve the profes-

sion of pharmacy. I have a large network of colleagues and friends, as a 
result of my membership, whom I still keep in touch with today. The end 
result is that these individuals have been instrumental in collaborating 
with me on new and innovative ways to practice pharmacy.

Q What factors infl uenced your decision to go into the profession 
of pharmacy? 

A My love of the sciences–especially chemistry– and a strong desire 
to help others in the healthcare arena. 

Q In what capacity have you served the Association as a member?

A As a student I served as a Board of Trustees Representative, an 
Awards Committee member, a Nominating Committee member, 

by Cathi Lord
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in the House of Delegates, and on several Policy Committees. I 
co-founded and was a Board member for the Academy of New 
Practitioners and served as a Board member for the Academy of 
Hospital Pharmacists. Most recently, I have worked on the member-
ship committee for CPhA and am a Board member of CPIE for the 
Pharmacy Foundation. 

Q What do you hope to accomplish as a practicing pharmacist? 

A Two primary issues come to mind. First, I would like to im-
prove patient access to medications, especially the underserved. 

Secondly, I would like the public and policy makers to be made 
aware of the benefi cial role that pharmacists play in the lives of their 
patients, in order to affect change. Pharmacists provide services, 
everyday, that go unnoticed for the positive difference they make, 
and I’d like the profession of pharmacy to be recognized for all of 
our contributions.

Q What drives you to be part of professional organizations? 

A Primarily because they give you a platform to initiate change. 
When I joined as a student pharmacist, there seemed to be a 

need for a body of members who served as a bridge between factions 
of the Association. The Academy of New Practitioners was formed 
and innovative programs were developed for pharmacists transition-
ing from their standing as student pharmacists to new practitioners. 
Through collaboration, members of the Academy saw a need and took 
action to fi ll it. That’s the power of an association membership- no 
matter what their level of involvement, members can make a measur-
able difference. 

Q What do you think are the critical issues shaping the profession 
of pharmacy of today?

A Community pharmacy workload and work fl ow. All the empha-
sis on payment for services is tied to the product in pharmacy, 

with little foresight into the overall health and well being of the pa-
tient. We have the system backwards. We should pay pharmacists for 
the number of patients we help and the way in which we help them, 
not for the number of drugs we give them. It does not matter how 
much the pharmacy is reimbursed for a drug if the patient takes the 
dispensed drug incorrectly. 

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

A I would like to continue my work with UCSF and the “Partners 
in D Program.” I would like to work with student pharmacists 

and professionals to establish pharmacy practice sites that are based 
on new and innovative patient care models in places where traditional 
pharmacy practices exist. I also hope that the practice sites I work in 
now that are considered innovative, become the norm.

Q Have you had any epiphany-type experiences in your life that 
made a big enough of an impact on you that it altered the course 

you were traveling, or changed your perspective completely? 

A My children have changed my perspective on life and I fi nd that 
they are more important to me every day. Professionally, I have 

been blessed with mentors who have infl uenced my development and 
I am thankful for their desire to teach. I love to teach also, and hope I 
can have a positive impact on the next generation of pharmacy profes-
sionals. Both my mentors and students provide epiphanies for me on a 
regular basis– you just have to be willing to hear them.

Q Please share something about your culture and the environment 
in which you were raised with our readers. 

A My step-father is a pharmacist and has had a huge infl uence on 
my desire to be involved in the profession of pharmacy. He is 

a wonderful man and has done a lot for this profession. I hope I can 
make an impact of the same magnitude that he has on this profession.

“PARTNERS IN D”
pharmacists helping seniors with medicare part D

As part of a dedicated team of educators, UCSF professors, Dr. 
Marilyn Stebbins, and Dr. Helene Levens Lipton, and Assistant 
Professor, Tim Cutler have secured a 3 1/2-year grant that will 

“train the trainers” to better assist Medicare Part D patients gain ac-
cess to the programs best suited to their needs. The new program, 
called Partners in D, is a statewide initiative that provides seniors with 
one-on-one Medicare Part D counseling. Simultaneously, the initia-
tive educates pharmacists and other healthcare professionals on the 
intricacies of Part D, giving them the information they need to become 
supporters and advocates for seniors enrolled in the benefi t. The goal 
of the program is to help seniors understand and navigate the complex 
Medicare Part D System with an emphasis on underserved populations 
in the community, including those with limited income and those with 
limited English profi ciency.

Left: Cutler family at home: Tim, Tate, Erika (also a Pharm. D. and a CPhA member), and 

Kyla. Above: Tim showing off  a prized salmon, caught in the Kenai River in Alaska.



Advocating for Patients
Through Part D training and subsequent outreach to seniors, 

Partners in D aims to leverage the community presence of student 
pharmacists and pharmacists and to enhance the services they already 
provide. By using their skills and familiar presence to help patients 
make prescription drug decisions, pharmacists are affecting the long-
term fi nancial and physical well being of the people they serve. Student 
pharmacists and pharmacists are multicultural and often have the lan-
guage and cultural skills to help those most in need. In this way, they 
become powerful advocates for the needs of underserved patients.

According to co-investigator, Tim Cutler, “so many patients today 
don’t think they need help with their Medicare Part D coverage. Un-
fortunately, they may not be taking full advantage of what their (Part 
D) program can do for their overall health. Pharmacists have expert 
knowledge in medications, insurance plans, costs of the drugs, and are 
accessible to their patients. This gives them the ability to make signifi -
cant improvements in the understanding and use of Part D plans.” By 
stepping in to advocate for the patients’ best interests, and by educat-
ing patients how to do this for themselves, the pharmacist becomes a 
conduit to better health. “Patients come back when they receive these 
types of services,” says Cutler, whose aim it is to establish strong rela-
tionships between the patient and their pharmacist. More importantly, 
patients may respond more favorably to taking their medications when 
they understand more about them, and are secure that their medica-
tions are benefi cial and affordable.

Advancing the Profession of Pharmacy
Partners in D is an innovation for the profession, and it positions 

pharmacists as advocates for patients. The vision down the road is to 
make Medicare Part D understandable, affordable, and easy to use- so 
access to coverage is not a problem. Cutler adds some noteworthy 
encouragement: “Currently, pharmacists have diffi culty ensuring that 
their patients are fully informed about the drugs they take. But phar-
macists, when given the time and proper compensation, can offer so 
much more to the improved health of the patient.” 

Lasting Value
Imagine a scenario where patients take their medications properly 

and adhere to their proper treatment schedule. When all pharmacy 
students and all pharmacists are trained to implement Part D in this 
way, the result will be fewer problems with patients’ benefi t plans, and 
greater access to affordable medications. By virtue of teaching patients 
how to advocate for themselves, community pharmacists will experi-
ence an improved pharmacy work fl ow. That’s the potential of the 
Partners in D Program.

The Partners of the Program 
Partners in D was developed by students and faculty at the UCSF 

School of Pharmacy. It is supported by a $3.7 million grant from The 
Amgen Foundation over three and a half years. Drs. Marilyn Stebbins 
and Helene Levens Lipton of the School’s Department of Clinical 
Pharmacy are the co-principal investigators of the program. Dr. Tim 
Cutler is a co-investigator and is also working to develop the student 
curriculum and coordinate local events. The program is instituting a 
breakthrough curriculum in training pharmacists and student pharma-
cists within the healthcare community.

Led by these investigators, Partners in D will be further developed, 
refi ned and applied through the partnership of faculty in California’s 
six other pharmacy schools. The expertise, perspectives and experience 
these colleagues bring to the program is essential to the program’s suc-
cess. Faculty from all seven schools –along with a community represen-
tative- will comprise an active program planning board. 

Cutler sums up his optimism and emphasizes his fi nal point by say-
ing “there is an investment of time in working with the elderly, but it’s 
well worth it.”

To learn more about the Partners in D Program, visit www.pharmacy.
ucsf.edu/partd or call the UCSF School of Pharmacy Partners in D 
Program at (415) 476-3844 

Partners in D Principal Investigators:
   Dr. Helene Levens Lipton is a professor in the UCSF School of  Pharmacy’s 
Department of  Clinical Pharmacy, and a co-principal investigator on the grant 
supporting the Partners in D program. Dr. Lipton is a nationally recognized, leading 
health care scholar and teacher with more than 25 years of  experience in domestic 
and global pharmaceutical policy. Her specifi c research interests include vulnerable 
populations’ access to prescription drug coverage, interventions designed to improve 
the equality and economy of  prescribing, and the impact of  emerging pharmaceutical 
programs and policies.
    Dr. Marilyn Stebbins is a health sciences clinical professor in the UCSF School 
of  Pharmacy’s Department of  Clinical Pharmacy, and a co-principal investigator 
of  the grant supporting the Partners in D program. Dr. Stebbins focuses her 
clinical work and research on the underserved, with the ultimate goal of  improving 
medication access and quality medication care to those most in need—the elderly 
and those with low incomes and limited English language skills. In her position at 
UCSF, she serves as pharmacy utilization director for the Catholic Healthcare West 
Medical Foundation’s Mercy Medical Group, a 170-provider group practice based in 
Sacramento, California. In this role, she designed, developed, and currently manages a 
drug utilization system in a managed care environment.
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Left to Right: Kirby Lee, Asst. Clinical Professor and UCSF student 
counsels patients. Phillip Chan, UCSF student, consults with a patient. P

H
O

TO
 C

O
P

Y
R

IG
H

T 
FO

R
 B

O
TH

 P
H

O
TO

S
: E

LI
S

A
B

E
TH

 F
A

LL



Spring 2007    California PharmaCist   37

Dan Wills, MBA
Grandpa’s 
Compounding 
Pharmacy, Placerville, 
CA
BOT Position: 
Academy of  
Pharmacy Technicians 
Trustee

What is the greatest advantage that 
compounding can provide to the 
profession of pharmacy?

I believe that compounding has all the 
elements of good pharmacy practice. At 
our pharmacy, we believe that a pharmacist 
should only do what only the pharmacist 
legally can do. That is: 1) Take prescriptions, 
2) Make formulas, 3) Consult with patients 
and doctors to solve problems, and 4) Check 
to make sure the prescription is correct and 
makes sense for the situation. 

“What advantage can it give the 
public?”

This is where I think we do the most 
good. We have well over 1,000 testimoni-
als hand-written by patients. Of these, 20% 
of them say that we saved a life through 
compounding. We checked those numbers 
against a list of new prescriptions and fi nd 
the ratio to be correct. That means we are 
saving 3-5 lives per day, or 1,000 lives per 
year that available manufactured drugs 
could not. We are just a single store in a 
small town. Imagine what would happen if 
all of us could make such an impact?

What misconception about com-
pounding would you like to dispel?

That compounding is not safe. Do mis-
takes happen? YES. That does not mean 
that compounding is inherently dangerous. 
The best statistic I can fi nd is that there have 
been approximately 20 deaths in the whole 
United States over the last 20 years. Some 
of those are from misuse of the preparation. 
According to a recent study in the Journal 

of American Medicine, there are over 225,000 
deaths per year associated with medication 
errors in the U.S. If you fi nd the number of 
deaths per prescription, you fi nd that a person 
is 25,000 times more likely to die from a mis-
take with manufactured drugs, than from a 
compounded drug. However, we need to im-
prove all the time. We should be involved with 
organizations like PCAB to help us to raise 
our standards. 

Describe one way in which you have 
been instrumental in representing 
your constituents within CPhA.

I don’t believe there is one issue that has 
come up that would affect technicians that I 
have not given input on. Currently, the Board is 
behind the technicians in our plans for growth, 
offering the same benefi ts to technicians as 
pharmacists, and there has even been some talk 
of allowing technicians to run for offi ce as well, 
as be delegates to other associations. However, 
I cannot take credit for this. I am just being the 
voice for the Academy and bring messages back 
and forth to the Academy Board.

What have been some of the high-
lights of your term as a CPhA Board 
member?

I was placed on the Board at the same time 
that Association was reviewing it’s fi nancial 
structure. The staff and Kenny Scott have 
done a terrifi c job in making everything more 
transparent. Again, I have only been one 
voice in the process, but with my background 
and training in business management, I felt 
comfortable asking some of the tougher 

questions. I have sat on other boards and 
would like to commend this one for its actions 
in this regard. The CPhA Board of Trustees 
has been exemplary.

If you could change one thing in the 
profession of pharmacy, what would 
it be? 

I would like to see pharmacists doing more 
of the consulting and problem solving work 
with patients, and turn over more of the com-
modity-type work (label making, counting, 
pouring and checking of refi lls) to the techni-
cians. Traditional pharmacy is being replaced 
by mail order, kiosks, central fi ll, etc. I believe 
pharmacists can contribute much more than 
they currently are to the health and welfare of 
society. But this will only happen with change. 
Unfortunately, sometimes we, as a profession, 
are our own stumbling block. 

What suggestion would you make 
to CPhA members who want to have 
their voice heard on the issues?

This one is easy. GET INVOLVED. If 
you want your voice heard, you must speak 
up. This sounds ridiculously simple, but many 
would like to be heard, but will not speak. The 
more you speak, the more you will be heard. 
Also, start attending State Board of Pharmacy 
Meetings. You will be right on top of what is 
happening.

BOARD MEMBER PROFILES 

Leaders Who Believe in a
Unified Profession

Nominate a member! California Pharmacist 
is looking for stories of CPhA members, 
who are successful and inspire others. For 
more information, contact Cathi Lord at: 
clord@cpha.com and provide a brief descrip-
tion of the characteristics that you fi nd inspir-
ing, and what leadership role your colleague 
plays in the profession.

Pharmacists…
The Other 

White Coat!

I believe pharmacists can 
contribute much more 
than they currently are to 
the health and welfare of 
society. But this will only 
happen with change.
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Description of the Practice 

Inland Compounding Pharmacy 
(ICP) located in Loma Linda, 
California is owned and operated 

by Raylene L. Mote, Pharm.D. and 
Gordon E. Mote, Ph.D, MBA. ICP is a 
distinctive pharmacy, which falls under 
an independent compounding-only 
model. It provides compounding ser-
vices to patients and practitioners in 
various specialty areas ranging from 
dermatological to veterinarian needs, 
with the majority being Bio-Identi-
cal Hormone Replacement Therapy 
(BHRT). This model allows for individu-
alized medication therapy by providing 
unique dosages, dosage forms, and prepara-
tions that are not commercially available, 
while operating with a strong emphasis 
on the triad relationship between the pa-
tient, physician, and pharmacist. Patients 
are referred by the physician’s offi ce with 
a prescription formulation that is pre-
pared and dispensed by the pharmacy and 
counseled by one of the pharmacists. The 
pharmacist then closely monitors the patient 
with special attention given to the effec-
tiveness of the formulation. The patients 
provide feedback in areas such as adverse 
effects, onset and duration of action and the 
effectiveness of the formulation. The triad is 
complete when the pharmacist uses this in-
formation to make recommendations to the 
doctor on changes that need to be made to 
meet the individualized need of the patient. 
This individualization improves compli-
ance, not only by giving patients an effective 
preparation, but also by choosing a con-
venient dosage form for the patient. Some 
unique and popular methods of medication 
delivery include hormones in the form of 
oral sublingual drops for quick relief of 
symptoms such as hot fl ashes, phentermine 
lollipops to control cravings, and combina-
tion antimicrobial gels for topical use. ICP 
also provides services to study groups by 

producing placebos and/or disguising com-
mercial medications to be used in blinded 
studies. Although Dr. Raylene L. Mote started 
the business with the full intent of operating it 
full-time, it did begin as a part-time operation. 
This was to provide revenue for the business 
as it grew from a staff of one part-time em-
ployee to seven employees, which includes two 
pharmacists and an offi ce manager.

Resource Requirements 
Staffi ng for this model consists of, at mini-

mum, one pharmacist. ICP started out with 
just Dr. Raylene L. Mote working part-time 
and grew to now having two pharmacists, 
an administrator, three technicians, an offi ce 
manager, and a prescriber liaison. In addition 
to providing competitive wages for the staff, 
capital is needed for specialized compounding 
equipment, such as computer software, 
computers, capsule machines, hot-plates, 
ointment mills, troche molds, and analytical 
balances. 

Specialized education in compounding 
techniques also exerts a large demand on both 
time and capital. The administrator of ICP, 
Gordon E. Mote, Ph.D., MBA, estimates a 
reasonable equipment budget for a starting 
compounding pharmacy to be about $25,000. 
Although other small lab equipment, such as 
beakers, stirring rods, and medication vials are 
included in this budget, much larger capital 

investments will eventually be needed 
for a capsule room with specialized 
HEPA fi lter hoods. Although it is not 
currently required by the California 
State Board of Pharmacy to have such 
areas/equipment, ICP made the invest-
ment for a capsule room. The decision 
was made not only to ensure a quality 
product and the safety of its employ-
ees, but also because they predict the 
profession will enact regulations to 
include such equipment in the near fu-
ture for all compounding pharmacies. 

Description of Successes- Both 
Anecdotal and Measurable

The biggest measure of success is the 
patient’s gratitude for the services. There are 
numerous testimonials attesting to fi nding 
an effective treatment when everything else 
has failed. The stories range from fi nding 
a medication that no one else has in a pre-
ferred dosage form, to cutting medication 
cost to less than half. Prescribers that take 
advantage of this model are also grateful for 
such services, not only because it frees them 
from the constraints of commercial dosage 
forms, but it also allows them to stand out 
to their patients as a physician who provides 
optimal solutions. This is one of the reasons 
why the number of participating prescribers 
has increased from just a handful to over 
a hundred in the past few years. Although 
traditionally, this model works on a cash 
basis, ICP has secured two contracts with 
major private corporations to allow for the 
billing of compounded medications. The 
break-even point was reached 12 months 
after becoming a full-time operation.

Limitations or Restrictions that 
Limit Portability

The biggest limitation to this model is the 
awareness of prescribers about the services 
this model provides. ICP tries to overcome 
this limitation by providing prescriber 

Starting a Compounding Practice 
by Ahmad Sadaat 2007 Pharm. D. Candidate at Loma Linda University, and Gordon E. Mote, Ph.D. MBA 
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education through seminars, pamphlets, 
and in-services. Because of the personal 
relationships forged over the 30 years that 
Dr. Raylene L. Mote has worked for Loma 
Linda University, ICP was approached 
by the Loma Linda University School of 
Medicine, and an arrangement was made 
for ICP to serve as a teaching site to in-
troduce fourth-year medical students to 
the compounding pharmacy setting. Each 
week ICP hosts 2 fourth -year medical 
students and educates them about how this 
model contributes to improving health-
care. As part of her presentation, Dr. Ray-
lene L. Mote addresses concerns that these 
future physicians may have about this 
model; concerns such as quality control 
and accuracy of compounded products. 
She does this by informing the students of 
the specialized training she has received 
and by showing them the procedures, 
techniques, and equipment used to ensure 
a quality product. The specialized training 
Dr. Raylene L. Mote has received was 

provided by PCCA (Professional Compound-
ing Centers of America), which highlights 
good compounding practices and creative 
thinking for medication utilization. ICP also 
serves the Loma Linda School of Pharmacy 
by providing Advanced Pharmacy Practice 
Experience to fourth-year pharmacy students 
in hopes of expanding this model.

Payment for Services
With the exception of the two major pri-

vate corporation contracts, the majority of 
patients in this model pay cash for products 
and services they receive. Most patients incur 
an out-of-pocket cost at the pharmacy, but 
they are provided with a universal claim form 
from the International Academy of Com-
pounding Pharmacist (IACP) that they can 
send to their insurance companies for reim-
bursement. For the two corporations that ICP 
is contracted with, the patients are charged 
a co-payment at the pharmacy and ICP will 
send the appropriate documentation to the 
company for compensation. 

Legal, or Regulatory Issues
This model is bound by all the normal 

rules and regulations that pertain to any 
retail or hospital pharmacy. All pharmacies 
in this model must comply with USP <795> 
regulations and if a pharmacy chooses to 
compound sterile preparations, they must 
comply with USP <797> regulations as well 
(see www.usp.org).

Future Plans
Future plans for this model include over-

coming all of the limitations listed above. ICP 
aims to do this by increasing the number of 
education programs for both practitioners and 
patients alike. ICP also hopes to expand its op-
eration to formulating sterile compounds after 
obtaining a sterile compounding license. 

About the Authors
Ahmad Saadat is a 2007 Pharm.D. Candidate at 
Loma Linda School of  Pharmacy. Gordon E. Mote, 
Ph.D, MBA is a practicing pharmacist at the Inland 
Compounding Pharmacy in Loma Linda, CA. 
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Compounding, which is viewed as both 
an art and a science, is a specialized 
service provided by trained pharmacists 

to the community. Although approximately 
35 million prescriptions are compounded 
annually, historically there has not been a pro-
fession-wide set of standards and indicators 
to ensure safety in compounded products. 
Recognizing the need for quality assurance, 
the Pharmacy Compounding Accreditation 
Board (PCAB), a not-for-profi t organization 
founded by eight leading pharmacy organi-
zations (including American Pharmacists 
Association (APhA), International Academy 
of Compounding Pharmacists (IACP), and 
United States Pharmacopoeia (USP)), created 
guidelines that would establish safety in com-
pounded preparations. In December 2006, 
McGuff Compounding Pharmacy Services, 
Inc. (MCPS) earned PCAB’s Seal of Accredi-
tation for its compounding services. Cur-
rently, there are seven pharmacies nationwide 
who are PCAB Accredited™, with 85 others 
pending review. 

Description of the Practice
The McGuff Family of Companies is 

composed of three sister companies, two of 
which provide compounding services. MCPS 
provides traditional compounding services to 
physicians, patients, and clinical trials while 
its wholesale counterpart, McGuff Pharma-
ceuticals Inc. (MPI), manufactures sterile 
injectables. The two companies are housed 
together, along with separate microbiology 
and chemistry departments that provide 
laboratory support. MCPS compounds sterile 
injectables, topicals, and oral formulations 
among others. The current Good Manufac-
turing Practice (cGMP) compliant and Inter-
national Standards Organization (ISO) 9001-
2000 certifi ed companies also include class 
100, 10,000, and 100,000 clean room fi lling 
stations, sterile water production equipment, 
autoclave, sterility testing equipment, and a 
quarantined fi nished goods cage, all to assure 
quality production of goods.

Resource Requirements and 
Accreditation 

The fi rst step in accreditation involves an 
extensive application process, which includes 
documentation of pharmacy protocols and a 
pharmacy self-assessment. The process is in-
volved, and requires teamwork among a small 
board of individuals. A fee is required, with 
the initial application and with each yearly 
renewal. The amount varies from $1,250 to 
$5,000 based on the quantity of compounded 
prescriptions. PCAB’s outlook is one of im-
provement; therefore no pharmacy can fail 
the accreditation process. Rather, steps are 
taken to enhance the compounding practice 
until it reaches the quality standards set by 
PCAB. Following application review, one or 
two surveyors (a practicing pharmacist and a 
state board inspector) lead an on-site inspec-
tion of the pharmacy. These inspectors follow 
a broad protocol, based on ten general stan-
dards regarding compliance, personnel, facili-
ties/equipment, the compounding process, 
and various other aspects of the pharmacy. 
All surveyor expenses including travel, lodg-
ing, and meals are provided by the applicant.

Description of Successes-Both 
Anecdotal and Measurable

Pharmaceutical compounding has recently 
undergone severe public scrutiny for its lack 
of regulation and quality control—the PACP 
accreditation serves to reinforce to both the 
company, and its clients, the safety, sterility, 

and quality of its products. MCPS has recently 
begun publicizing its accreditation to their 
current physicians and patients and has re-
ceived positive feedback. Physicians learning 
of the accreditation have already expressed 
interest in receiving compounded products 
for their patients. In addition, the pharmacy 
hopes that the certifi cation will establish an 
understood level of high quality, which will 
decrease the frequency and length of future 
government inspections.

Limitations or Restrictions
Inherently, the quality assurance process 

is the main limiting factor for the model. The 
application itself is tedious and detail-orient-
ed, involving rigorous analysis and documen-
tation of compounding procedures. If denied 
by reviewers, the pharmacy must correct the 
defi ciencies and resubmit the application until 
the items in question are modifi ed in a satis-
factory manner. 

Future Plans and Directions
The compounding pharmacy will continue 

to expand their services in response to the 
needs of their clientele. Previously focused pri-
marily on sterile compounding, the company 
is beginning to forge into production of non-
sterile compounding products, such as topical 
formulations. It will also continue to expand 
on preparation of products for clinical trials. 
The PCAB accreditation will serve as a back-
bone of quality assurance for all of their servic-
es. They will continue to not only educate both 
practitioners and the public on the signifi cance 
of accreditation, but open their doors to other 
pharmacists who hope to learn more about the 
process and become accredited as well.

About the Authors:
Candace Tan is a 2009 Pharm.D. Candidate at 
the USC School of  Pharmacy, and Director of  
Heartburn Awareness Challenge American Pharmacy 
Student Alliance. Craig Stern, Pharm. D., MBA, is 
President of  Pro Pharma Pharmaceutical Consultants, 
Inc. in Northridge, CA.
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have the capability to fi ll regular prescriptions, 
they prefer to steer clear of traditional phar-
macy and stick solely to compounding. 

This particular compounding pharmacy 
was started with the aid of PCCA or Profes-
sional Compounding Centers of America in 
1975. It was one of the fi rst compounding 
centers to use this resource, which has proven 
to be valuable in achieving success. For a fee, 
PCCA will provide a start-up package with 
various resources including basic chemicals, 
equipment, compounding classes, and live 
support. Depending on the package selected, 
the abilities of the compounding pharmacy 
will vary.

Resource Requirements
Opening a compounding pharmacy can be 

an expensive endeavor. Hence, fi nancing will 
be the major resource requirement for getting 
the business off the ground. Other very im-
portant factors are marketing and compound-
ing; there will be a need for someone with 
a great deal of skill and aseptic technique to 
compound medications and another person to 
get the word out to doctors of the pharmacy’s 
capabilities. This compounding facility cur-
rently employs 15 full-time workers: four 
pharmacists and 11 support staff. Examples of 
support staff include one person to handle the 
printing, copying and shipping and a second 
person in charge of marketing and business 
correspondence. There are also pharmacy 
technicians who do compounding and others 
who are responsible for greeting patients, in-
putting insurance information, and answering 
phones. In addition to a full staff, it has been 
suggested that a location devoid of other com-
pounding pharmacies would be best suited 
for success. By being the only compounding 
pharmacy in the area, you will start out with a 
corner on the market–instead of jumping right 
into some heavy competition.

Once staff and location are settled, training 
will be required to ensure a smooth running 
facility. This pharmacy chooses to have on-
site training by senior employees for all new 

The following model discusses some of 
the major requirements for setting up 
and running a successful compounding 

pharmacy. In addition, the model will detail 
R. Ph. some of the successes and future plans 
of one specifi c compounding pharmacy lo-
cated in Newport Beach, CA.

Synvia Moore, R.Ph., has 14 years of 
compounding experience, and is currently 
the pharmacist in charge of Marketing at 
the California Pharmacy and Compounding 
Center in Newport Beach, CA. David Scha-
piro, Pharm.D., has over 34 years of com-
pounding experience, and works alongside 
Sylvia as the compounding pharmacist in 
charge of all sterile medications. Below, they 
share their insights on what it takes to have a 
successful compounding pharmacy.

Description of the Practice Model 
California Pharmacy and Compound-

ing Center business focuses on producing 
medications for patients who cannot simply 
pick up the medication that was prescribed 
for them from a local pharmacy. These 
patients need medications made especially 
for them, whether it is a capsule, cream, gel, 
or injectible. One example of a specialized 
medication made at this particular com-
pounding pharmacy is ophthalmic solutions. 
The solutions compounded here are for seri-
ous eye infections that traditional eye drop 
solutions do not effectively treat. The reason 
these drops cannot be picked up at a regular 
pharmacy is because the shelf life is not long 
enough for regular pharmacies to stock it. 
Much of the pharmacy's business comes 
from medical referrals from physicians’ of-
fi ces or local pharmacies that do not have the 
ability to compound medications. 

In addition to producing these medica-
tions, the pharmacists also counsel the pa-
tients thoroughly on their prescriptions. In 
fact, the pharmacists spend about half of the 
day on the phone with patients, especially 
those who that receive their medications 
through the mail. While this facility does 

employees. In addition, some staff members 
attend seminars with PCCA to gain addition-
al compounding skills to aid the pharmacy in 
better meeting the needs of their customers. 
All personnel who wish to compound at this 
facility are well-trained in aseptic technique 
to ensure the quality of all products.

For basic compounding, scales will be 
needed that weigh up to at least four decimal 
places. It is recommended that the scale have 
a print out after each tare and weigh. This 
print out can be attached to the prescrip-
tion to help the pharmacist make certain the 
product was formulated correctly. Similarly, 
it can be used to weigh out products for 
injectibles to guarantee that the concentra-
tion is correct. This facility also uses uses 
computer software that the drug formula is 
plugged into and each time capsules, oint-
ments, etc. are made, one simply puts in the 
quantity, and it will mathematically adjust 
the amount of each drug needed to make the 
medication. This can then be printed out and 
used during the manufacturing process.

In addition to these start up resources, 
pharmacies that wish to compound more 
diffi cult drugs such as ophthalmics, inhal-
ants, and injectibles, will need a well thought 
out process of ensuring accuracy of dose and 
sterility. At this compounding facility, there 
is a very high quality clean room that is stand 
alone in construction, with HEPA fi ltration. 
Every six months it is certifi ed. In addition, 
a professional clean room cleaning company 
comes once a week to clean and sterilize the 
clean room. 

Much testing is done to ensure sterility; 
the testing at this facility is similar to testing 
that would be done at a pharmaceutical man-
ufacturing plant to ensure sterility through-
out all steps. Periodically, tubes of media are 
stored in the clean room in the open air and 
incubated with a control to make certain that 
no microbes are in the clean room. The au-
toclave and dry heat sterilizers are also tested 
to make sure they are functioning properly, 
by using spores as a test subject. Additional 

Running a Successful 
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testing includes putting samples of injectibles, 
opthalmics, or inhalants in a media solution 
and allowing it to incubate over several days 
to check for microbes; small volumes are run 
through micropore filters and then the filter 
is incubated in media over several days to 
check for any growth. Samples are periodi-
cally sent to another testing facility to ensure 
that all sterility testing is accurate.

Description of Successes- Both 
Measurable and Anecdotal 

The California Pharmacy and Compound-
ing Center currently fills between 80-100 
prescriptions a day on average, though some 
days as many as 150 are filled. The pharmacy 
has a great relationship with many local doc-
tors who will refer patients to the facility 
and who give the pharmacy’s name out to 
colleagues. One such doctor even publishes 
information about the pharmacy in his news-
letter that goes out across the states bringing 
in business from all over the U.S.

Legal or Regulatory Issues 
One must have a special license for sterile 

compounding in California. In addition, no 
product can be compounded without a pre-
scription. Other than that, one must follow the 
standard legal protocol for owning and operat-
ing a pharmacy in California.

Future Plans and Directions
The California Pharmacy and Compound-

ing Center just signed up to work on a new 
program with the Wiley Protocol to participate 
in a nationwide group that is going to docu-
ment how women are affected by certain hor-
mone medications. The pharmacy will be one 
of the compounding pharmacies responsible 
for producing the medications for this study, 
according to a pre-set formula.

About the Author:
Amanda Smith  is a 2010 Pharm. D. Candidate at 
Western University, and also the Director of  Public 
Relations for the Western U Chapter of  the NCPA.

Limitations or Restrictions that Limit 
Portability

The largest limitation is that opening a 
compounding pharmacy is very expensive. Ac-
cording to Dr. Sylvia Moore, “if you try to go 
to cheap, you will cheat the patients.” In order 
to make the best possible products for patients, 
one has to be willing to invest in the equipment 
necessary to get up and running. While it might 
seem like a much better deal to settle with an 
inexpensive ointment slab, for example, an 
ointment mill will make much higher quality 
ointments with a much more uniform distribu-
tion of drug.

Payment for Services
This compounding pharmacy accepts insur-

ance to the best of its ability. No insurance is 
declined as long as the insurance company will 
recognize compounding as part of its benefit 
plan. The pharmacy also has a mail service, in 
which they will ship medications to patients, 
especially those that are out of state.



In this issue of the Journal, the general topic 
of compounding is being addressed. “Com-
pounding” in this context is broadly defi ned 

as customized medications that are prepared by 
a pharmacist for a specifi c patient. The key here 
is the term “customized.” Everyone knows that 
pharmacists dispense prescriptions, but com-
pounding also involves the actual mixing, mak-
ing, and molding of the fi nal product. It is not 
just the usual counting, pouring, and sticking.

In this new era of compounding, pharmacists have created prod-
ucts as well. New dosage forms, new blending techniques, and new 
methods of administrations. For centuries pharmacists have been com-
pounding and creating, and now we are at it again. 

Pharmacists are now taking special training. Pharmacies are being 
created that only dispense pharmacist-compounded medication. New 
supplies, formulas, and techniques are being developed daily. So, why 
can’t we get it right? 

Once again, the profession has missed the boat, or in our case, 
dropped the spatula and dribbled all over the counter. Here we are 
expanding our unique specialty, compounding, and what do we turn 
out? The same old thing, only classier. What we needed and still need 
are really creative new pharmacy products.

Come on you compounders – get your heads out of your beakers! 
You can do it. What America really needs is not more drugs, but the 
right drugs. Now is our chance. We can make a difference and change 
the world.

First of all, design some life style drugs. For example, we could use 
a unique and stylish oral rinse and cocktail combination – a martini 
mouthwash, so to speak, a script-tini. How about some anti-smoking 
tattoo patches? I can visualize the advertising campaign now – “Don’t 
hide it –fl aunt it!”

How about estrogen laden movie-star copycat tattoo patches? They 
could be called “tatches.” An Angelina Jolie-style arm tatch? Or even 
better yet, a Pamela Anderson anywhere-you-look tatch. This would 
give menopause new meaning, not to mention the conversation it 
would create. Men would be complementing women on how great 
their tatch looks and asking which pharmacist made them. Conversa-
tions about the pharmacist would now become a hot topic at the bar or 
club scene.

What is one of the main problems with modern medical treatment? 

That’s right – it’s compliance. Everyone has an excuse for missing a 
dose of something. That wouldn’t happen with your new compounded 
fashion jewelry dosage forms, now would it? We could make medicine 
into watches, rings, necklaces, and bracelets. Wouldn’t it be nice to 
hear women say, “I’m going to the pharmacy to pick out my new Me-
drol dose pack?” Or how about, “Doesn’t my new Lipitor look beauti-
ful?” Patients could just peel off a pill at lunch or dinner or could eas-
ily just lick a dose-laden necklace since it is already near the mouth.

See what I mean? We have missed a big opportunity on this one. 
We could have become the center of the retail industry, instead of just 
pharmacies. Shopping malls would be scrambling to get a compound-
ing pharmacy in as an anchor tenant. Macy’s would create a “Phashion 
Pharmacy Department” in every store. They could feature a testoster-
one-coated watch for men, giving a new meaning to the phrase, “it’s 
time – I’m ready.” This product might possibly be called the “Test 
of Time.”

We should create unique dosage forms for special industries. For 
example, politicians should never be given an oral dosage form. Their 
mouths are moving so fast all the time that medicine never gets ab-
sorbed. They should only be give rectal suppositories. This would 
allow them to talk out of both sides of their mouth and take their 
medicine at the same time. In addition, someone else could admin-
ister a dose even while they were giving a speech. In some cases, the 
suppository could be fi tted on the end of a shoe, accomplishing two 
functions – making sure that the political patient did not miss a dose 
or miss the door. Think of the satisfaction we would have – doing to 
them what they have been doing to the country for so many years. 
From what I understand of Washington, they would prefer this dosage 
form anyway.

We are the chemists. Not only should we be inventing these new 
dosage forms, but we should create new drugs as well. Stop waiting for 
the MDs or drug companies to tell us what to do. Work on new for-
mulas for menopause, like a spray form of estrogen – “Meno-Spritz,” 
or for shy women - the “Broachable Broach.” We should develop an 
antihistamine moustache wax – the “Sniffl e Schnowzer” – or deodor-
izer and underwear powder – the “Tail Pipe Eliminator.” We should 
invent a new deodorant – the “Arm Lifting Lotion.” There is so much 
we could be doing instead of just waiting for the drug industry to do 
it. The public would start fl ocking into pharmacies not for items they 
have to take, but for products they want to take. Why should all the 
money be made on the street corner in front of the pharmacy when it 
could be made in the pharmacy?

Our biggest mistake, of course, has been in all the newspapers. 
Everyone in the entire world knows of the problem – dependence 
on oil. What is the alternative – ethanol – and who has always had 

A Humorous Look at Compounding 
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ethanol? Pharmacy! Why are we allowing it to be dispensed in gas sta-
tions? Compounding pharmacies should be dispensing ethanol and 
we should be looking for new dosage forms for cars. Pharmacies with 
drive-up windows would really become popular. 

We could have advertising campaigns like, “Why give your BMW a 
generic? Have that special car get individually compounded ethanol at 
your local pharmacy.” 

We could develop brand name ethanol products called Get-Up-And-
Go or Gasless Gas. We could work out promotional programs with local 
car dealerships offering custom-tinted ethanol matching the color of 
the car. Don’t forget to detail local mechanics so that they would feed 
you orders for your compounded ethanol products. Upon request, add 
menthol for those who like that hint of mint in their tanks.

As you can see, the opportunities are endless. But we have to act. 
We can’t sit still. We have to start now and speak up. Don’t be com-
placent. We must take charge of the mixing or we will lose it. We 
will have competition in compounding and we will lose our edge 
unless we do something. Have you noticed that paint stores 
are mixing, too?

 
Disclaimer- The CPhA does not sponsor, acknowledge, 

or even understand this article. In other words, this article 
does not represent the opinions, positions, or views of the 
CPhA. Any member attempting to claim continuing 
education credit for the reading of this article will 
lose two hours. The APA (American Paint Associa-
tion) however, has requested reprints. 

Reader Comments
Dean Martin - Barry, if I get my liquor 

store to write a prescription, will it be 
covered on my Blue Cross?

President George Bush – This article 
will become the basis of both my en-
ergy and health care policies. 

Robert Downey, Jr – Barry, are 
they now going to take away my 
ring and watch when I go into rehab 
again? 

Senator Hillary Clinton – I  
am trying to get the political  
suppositories covered under our 
insurance plan.

About the Author 
Barry Pascal owned Northridge Pharmacy 

for 32 years and is now retired. He was the Honorary 
Mayor of the North San Fernando Valley from 2003 to 2005. Pascal 
has written seven comedy books, and in addition to this journal series, 
writes a humorous monthly newspaper column.
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While historically, the 
stock market has spent 
more time on bullish 

advances than on bearish retreats 
– which is why stocks have been 
considered a good investment 
over the years – the market also 
tends to retrench more than 
the average investor would like 
to think about. The traditional 
defi nition of a bear market is a 20 
percent or greater decline in stock 
prices, as measured by the Dow 
Jones Industrial Average or other 
relevant index. A full-fl edged 
bear market can persist for many 
months or, in rare cases, years.

Some corrections, on the other hand, are 
sharp but brief, lasting only a day or two 
– such as the Dow’s 500-point drop in Oc-
tober 1987 – or for a few weeks. Sometimes 
a short, dramatic decline serves as a prelude 
to a lengthier downturn. The 1929 crash and 
subsequent three-year bear market, which 
saw the Dow lose al-most 90 percent of its 
value, illustrates this latter possibility.

Government and securities-industry 
offi cials are constantly learning from 
their experiences with previous declines. 
Regulations established in the wake of the 
1929-1932 bear market have helped prevent 
another decline of similar magnitude. For 
example, margin requirements were raised 
from 10 percent to 50 percent to prevent in-
vestors from becoming excessively leveraged 
(indebted) the way many were in the months 
leading up to the 1929 crash.

More refi nements were introduced after 
the 1987 correction, including our current 
system of circuit-breakers. In theory, these 
circuit-breakers would stretch out a decline 
over several days rather than allow it to gain 
momentum immediately. The assumption 
is that the additional time would help curb 
panic selling.

Although the securities industry is com-
mitted to doing everything in its power to 
protect investors, it cannot prevent market 

corrections. It is essential for investors to take 
responsibility for their own investment activity 
and to arm themselves with as much knowl-
edge as possible about the risks and potential 
rewards of investing.

In the 1930s, the Cowles Commission, 
formed to guide investors through the after-
math of the 1929 crash, came up with fi ve es-
sential rules for successful investing, which are 
still applicable today:

Invest for the long term. While the 
stock market can be risky over the short term, 
risk decreases as your investment time horizon 
lengthens. A good rule of thumb is that stock 
and bond investments should be funded with 
money you won’t need for at least fi ve years.

Some investors hope to improve their 
returns by selling a portion of their holdings 
just before a correction. Such “market timing” 
is something that even professional investors 
fi nd diffi cult to do well with any consistency 
and is not recommended for the average inves-
tor. Aside from the very real diffi culty of iden-
tifying the end of one market phase and the 
beginning of a new one, the basic emotions 
of greed and fear work strongly against those 
who attempt market timing, constantly tempt-
ing them to overstay their positions in a bull 
market and to remain on the sidelines for too 
long in a bear market.

Invest systematically. One way to 

avoid the timing dilemma is 
to use a simple strategy called 
dollar-cost averaging – the 
practice of investing a fi xed 
amount of money in a par-
ticular investment at regular 
intervals. Because the amount 
invested remains constant, 
the investor buys more shares 
when the price is low and fewer 
shares when the price is high. 
This means that the average 
cost per share tends to be lower 
than the average market value 
of the investment over the 
same period.

Diversify investments.
When people think about investing their 
money, they probably envision themselves 
comparing the merits of various invest-
ments. But before they get to that step, there 
is a more basic decision to make: asset al-
location. Asset allocation is the percentage 
of investment funds an investor allocates 
among asset classes such as stocks, fi xed 
income, cash equivalents, and tangibles/real 
estate.

The decision is an important one. A 
study of large pension funds determined 
that a pension manager’s allocations among 
asset classes had a far greater long-term ef-
fect on returns than the individual securities 
selected.* Of course, asset allocation or in-
vestment timing cannot eliminate the risk of 
fl uctuating prices and uncertain returns.

Buy quality. Periodically, investors be-
come enamored with initial public offerings 
(IPOs). For those who know how to invest 
in them and understand the risks, IPOs can 
be an appropriate investment. By defi nition, 
however, IPOs involve companies whose 
stocks are untested in public trading. The 
average investor should approach this arena 
with extreme caution and commit no more 
than a small percentage of investment capi-
tal to it.

At the other end of the spectrum are the 
many companies with histories of consistent 

FINANCIAL FORUM

What You Should Know About 

Market Corrections
There is no way around it – markets generally move in cycles!
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sales and earnings growth. Although noth-
ing is guaranteed in the investment markets, 
there is a lower probability that such compa-
nies will drop off the investment map during 
a correction. Rather, a correction presents in-
vestors with the opportunity to acquire more 
shares of historically seasoned, financially 
sound companies at reasonable prices.

Get professional advice. Each inves-
tor brings a different outlook and level of 
sophistication to the markets. Most investors 
can benefit from some degree of professional 
input. Whether that means professional 
research on individual securities, advice 
on asset allocation, or entrusting money to 
professional portfolio managers, investment 
professionals are great resources for helping 
investors achieve their financial goals.

Particularly during corrections, it helps to 
have a coherent investment strategy worked 
out in advance and to be able to keep that 

strategy clearly in mind as events unfold. A 
qualified investment professional can help plan 
a sound investment strategy.

* Gary P. Brinson, Brian D. Singer, and Gil-
bert L. Beebower, “Determinants of Portfolio 
Performance II: An Update,” Financial Analysts 
Journal, May/June 1991.

This article is provided by courtesy of Ronald 
H. Kaku, CFPTM, a First Vice President - Invest-
ments with Wachovia Securities in Woodland 
Hills, CA. Ron welcomes your comments and 
you can reach him at 800 400-1177 ext. 2230. 
The accuracy and completeness of this article 
are not guaranteed. The opinions expressed are 
those of the author(s) and are not necessarily 
those of Wachovia Securities or its affiliates. 
The material is distributed solely for information 
purposes and is not a solicitation of an offer to 
buy any security or instrument or to participate 
in any trading strategy. Wachovia Securities, 
LLC, Member New York Stock Exchange and 

SIPC, is a separate nonbank affiliate of  
Wachovia Corporation. ©2006 Wachovia 
Securities, LLC.

Investments in securities and insurance 
products: NOT FDIC-INSURED/NOT 
BANK-GUARANTEED/MAY LOSE 
VALUE.

About the author 
Ronald H. Kaku, CFPTM, is a First Vice President 
- Investments at Wachovia Securities, LLC, in their 
Woodland Hills office. He also holds the designation 
of  Retirement Planning Advisor. He earned a 
Bachelor of  Science in Pharmacy at the University of  
the Pacific and a Master of  Business Administration 
at UCLA. Ron has been an investment professional 
since 1986, specializing in retirement planning and 
investing, and is an Associate Member of  CPhA. 
Wachovia Securities, LLC, member New York 
Stock Exchange and SIPC, is a separate non-bank 
affiliate of  Wachovia Corporation. 



Offi cers:
President: Victoria Aldridge
President-Elect: Pam Broder 
Immediate Past-President/ CPhA Region 8 Trustee: Jason Kim
Executive Vice-President: Chris Woo
Secretary: Helen Park
Treasure: Allis Filipioglu-Fago 

Board of Directors:
Jennifer Howard
Jason Lam
Ed Meinardus

Meeting Held:
Third Tuesday of each month
7:30pm 
VA Medical Center- ICU Conference Room, 5th fl oor
La Jolla, CA
Contact Victoria Aldridge for more information at: 
   (858) 552-3535 ext. 5331

Primary Benefi ts of membership:
Great networking opportunities through social events
Opportunity to participate in community outreach events
An opportunity to make your voice heard on political issues 

Contact Information:
San Diego County Pharmacist Association
Post Offi ce Box 720812
San Diego, CA 92172-0812
Ph: 858-780-2613
www.sdcpha.com

L ocal associations are the foundation for the profession of 
pharmacy in the State of California, upon which CPhA builds 
momentum, unity, and strength. Many pharmacists, techni-

cians, and student pharmacists within the Association began their 
initiation into leadership roles at the local level. CPhA is dependent 
upon that leadership to make the “One Profession, One Voice” 
slogan into a reality. 

The mission of San Diego County Pharmacists Association 
(SDCPhA) is to promote the profession of pharmacy in the 
San Diego community. The goals are to: provide continuing educa-
tion, be a political voice for pharmacy, promote the integrity and 
pride of the profession, be an advocate for patient care, and serve 
as a liaison to other healthcare organizations.

In this interview with San Diego Country Pharmacists Associa-
tion President, Victoria Aldridge, California Pharmacist takes a look 
inside to see what makes this Association tick, and what other locals 
can learn from their success.

A fi rst-time visitor to a monthly meeting of SDCPhA, will 
be warmly greeted and quickly engaged by the agenda, as there 
is a lot going on within this award-winning local association. 
Members are very enthusiastic about their involvement in the 
Association’s activities. There is something for everyone here: 
events to attend that span a wide spectrum of interests, monthly 
CE meetings, on-going community outreach events, and a network 
of members who genuinely respect one another and are willing to 
pitch in when the need arises. "One of the things I like so much 
about our group is that you are never alone,” says Aldridge. “If 
someone is asking for help, it doesn’t fall on deaf ears; there’s always 
someone to help, which makes stepping into leadership roles less 
overwhelming.” 

The members of SDCPhA are very active within CPhA. Many 
have held CPhA leadership roles including: President, Speaker of the 
House, CPh-PAC President, Foundation Board positions and much 
more. They also attend events in force, keeping their fi ngers on the 
pulse of the most up to date information

In the spirit of collaboration, SDCPhA works with the San Diego 

48    California PharmaCist   Spring 2007

A Profile of the 
San Diego County 
Pharmacists Association
“CPHA’s San Diego chapter is a pleasure to be involved with. This organization displays 
true leadership and provides outstanding pharmacy services to the greater San Diego 
community. It also enables pharmacists to network with each other. I fi nd it very 
rewarding, and fun, to be part of SDCPHA.”    Tiffany Clarke, Pharm. D., SDCPhA Member

LOCALS IN ACTION

by Cathi Lord
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County Society of Healthcare Practitioners to 
make quality events and CE possible.

What happens at a typical meeting?
The agenda fl ows in pretty much the same 

manner for each meeting. 
•   Introductions and welcome to 

new members. 
• Review of minutes
• President’s Report
• Treasurer’s Report- budget-related issues
• Committee Updates from the Chairs
•  Upcoming Projects and Events (for Spring) 

Career Expo/ CE event- 4/26
Day at the Races
Day at the Ballpark
Residents and Pharmacy Student 
Welcoming Reception
Meet the Pharmacist Day
Upcoming CE Programs (in collaboration 
with SDCSHP) 1-2x per month

• Old & New Business
• Adjourn/Refreshments/Networking

How How many current members does your Association 
have?

Currently, we have 219 members, including student pharmacists.

How has your membership grown over the last few years?
Our membership numbers have consistently grown with each subse-

quent year. From 2005-2006, we experienced a 14% increase, while last 
year’s numbers were modest. Either way, we are on an upward trend.

What would you attribute to your growing success?
First and foremost is the people who make up our membership. 

They’re warm and inviting and their enthusiasm is infectious. They 
are very active within CPhA attending events like Outlook, CPhA 
California Pharmacists Legislative Day, and Synergy in large factions. 
Recently, we were contacted by a new member of the State Assembly- 
Joel Anderson of East San Diego County- who is looking to develop a 
relationship with the Association to and learn more about the issues 
facing pharmacy.

The UCSD Skaggs School of Pharmacy is conveniently located 
in the San Diego are and provides access to the student pharmacists 
interested in membership. Aldridge frequently visits the campus to look 
for ways to lecture, or help recruit at events like “CPhA Days.” 

A Profile of the 
San Diego County 
Pharmacists Association

Above: Meet the Pharmacist Day, from left to right: Karen Chen, Linafl ore Sacadraga, and Ken Kwan. 
Below: Outlook Caucus: Anesia Zeller, Rita Patel, Rani Dibbini, Jason Kim, Ashley Rosenquist, 
Helen Park, Tiffany Clarke, Jen Howard, Martha Aldridge, Vicky Aldridge, Karen Chen, Chris Woo.



We also offer a scholarship to second-year phar-
macy students, who are required to attend meet-
ings, and participate in outreach events. They keep 
coming back because they’re having fun, making 
connections with practicing pharmacists, and see-
ing fi rst-hand how to participate in legislative is-
sues. In addition, San Diego is a major location for 
pharmacy rotations. We do our best to recruit those 
candidates too.

You recently received the Chapter of 
Excellence Award at Outlook in February, 
which recognizes distinguished levels of 
activity, contribution, and participation 
in the profession. What do you attribute 
your success to in receiving that kind of 
statewide recognition?

The San Diego County Pharmacists Associa-
tion is honored to have received the award again 
this year, and want to do whatever it takes to 
maintain our status. We give our members every 
opportunity to participate by offering a wide variety of events that 
pulls in members who have different interests. Plus, CE is available 
each month and free to all members. In order to earn the award, a lo-
cal earns points throughout the year for each event they attend, spon-
sor, and/ or organize. The San Diego County Local has a full docket 
of events and CE each year, and plan to keep it that way 
going forward. 

We all want to achieve goals and have a good time with what 
we’re doing, but it has to be worthwhile for people to come back. 
So we try to make sure that our events are meaningful, the CE is 
timely and relevant, and the socials fun.

What would you say is the single most-important factor 
in maintaining a thriving local?

I think the single most important factor in maintaining a thriving 
local is strong leadership and a support network that helps those lead-
ers to accomplish the goals of the A ssociation. With strong leaders, 
their attitude and enthusiasm is infectious and encourages others to 
participate and get involved.

CPhA wants to continue to build on local associations as the 
foundation for the pharmacy of tomorrow. For more information 
about the local association in your area, contact Theresa Andrews 
at tandrews@cpha.com, or call (916) 779-1400, ext. 344.
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Above: Day at the Races, from left to right: Jason Zamora, Jason Lam, Patty Lok, Chris Woo, 
Tom Maez, Jason Kim, Jennifer Testa Below: Meet the Pharmacist Day, from left to right: Ashely 
Rosenquist, Rakhee Ranga, Karen, Chen, Victoria Aldridge, and Rani Dibbini.
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Member Recognition

New Members
CPhA welcomes those new members who joined CPhA 

from December 1, 2006-February 28, 2007.
• Levi Akparanta, Riverside, CA
• Sanjiv Bhalla, Marysville, CA
• Saeed Binaei, Irvine, CA
• Debra Bytendorp, Salinas, CA
• Rosemarie Calpito, San Francisco, CA
• Elizabeth Ceniceros, Calabasas, CA
• Tiffany Clarke, La Jolla, CA
• Stuart Kart, Sherman Oaks, CA
• Mikyung Kim, Pasadena, CA
• Susan Kornegay Arroyo, Grande, CA
• Ron Mehrdad, Los Angeles, CA
• Vang Moua, Madera, CA
• Henry Ngo, Cypress, CA
• Howard Nguyen, Redlands, CA
• Harshad Patel, McFarland, CA
• Steve Roessler, Fenton, MO
• Daniel Rojas, Tustin, CA
• Afshin Shamooni, Beverly Hills, CA
• Hamlita Singh, Sacramento, CA
• Avetis Tashyan, Glendale, CA
• Martha Tumban, Alta Loma, CA
• Colleen Vermillion, Visalia, CA
• Charles Wang, San Marino, CA
• Todd Wecker, Draper, UT

CPhA # 1 Club
CPhA acknowledges the following members for their 

outstanding recruitment efforts in 2006:  Steve Gray, Steven 
Miller, Kenny Scott, Jody Stewart, and Chris Woo.

CPhA # 1 Club Criteria for 2007
Members who recruit 10 or more new Pharmacist Mem-

bers in the calendar year ( January 1 through December 31) 
will be honored during the CPhA Awards Presentation at 
Outlook 2008.

Recruitment Credit
The recruiter of each new Pharmacist Member will re-

ceive a $50 credit to be used towards the recruiter’s dues 
or Outlook registration.

CPhA Fellows
CPhA recognizes the following individuals who have 

earned the prestigious designation of CPhA Fellow, by 
achieving a balance of successful leadership and respon-
sibilities within their profession as well as within 
their community:

• Deepak Anand
• Melvin Baron
• 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

To learn more about the CPhA Fellowship program, con-
tact Anne Hindman in Member Services at 1-800-444-3851 
Ext. 340 for more details.
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Western University
By Andrew Kosho, 
Board of  Trustee Representative

A t the start of the new year, the new 
Western University APhA –CPhA 
cabinet members took over their posi-

tions. Each and every one of us are looking 
forward to the opportunity to enhance our 
profession and serve our community. 

One of our goals is to conduct more 
health fairs in Pomona and the Inland 
Empire. Additionally, we hope to make our 
health fairs bigger and better than before 
– incorporating a Tobacco Awareness Cam-
paign into our health screenings! Our fi rst 
health fair for the year was at the Bally’s 
Fitness Center in Montclair in which we 
screened patients,from a variety of back-
grounds, for hypertension and diabetes. Our 
External Vice-President, Sevana Ghazarian, 
coordinated the event and met a number 
of very interesting patients. She shared this 
story with us: A 52-year-old gentleman came 
up to our booth and told us that he had had 
four kidney transplants! He was very ap-
preciative and said that checking his blood 
glucose and blood pressure was especially 
important for him to stay healthy, due to his 
kidney transplants. Another very interesting 
patient, who had been a drug-abuser, com-
plained of having trouble swallowing. He 
stated that he had heartburn and was taking 
over-the-counter antacids every day. His 
symptoms had been occurring for several 
months and he believed they were due to his 
previous drug abuse. His symptoms were 
alarming, especially the pain that accompa-
nied swallowing. We explained to him that 
over the counter antacids would not cure 
him or relive his symptoms, since his symp-
toms had been occurring for several months 
and he had trouble swallowing. We referred 
him to a physician. 

Our next health fair was February 24 at 
the Pomona Civic Center area (in front of 
the Pomona Public Library) located in down-
town Pomona. The event was conducted in 
conjunction with the city of Pomona, at the 
28th Annual Black Cultural Festival. We 
provided screenings for blood pressure and 

diabetes. Screening for these disease states, 
which affl ict many minorities in the Inland Val-
ley, helped prevent any serious complications 
that might occur. At Western University, we 
hope that we can continue assisting the people 
of Inland Valley and use our education to en-
hance the quality of life for all our patients.

In addition to our health fairs, we are pro-
moting different aspects of pharmacy practice 
and working with all the pharmacy organiza-
tions at Western University (i.e. APhA, NCPA, 
and CSHP). We coordinated our First Annual 
Career Roundtable, which was held on January 
22 and designed to expose our members to 
aspects of pharmacy that students might not 
be exposed to in their regular rotations. There 
were representatives from different areas of 
pharmacy including: nuclear pharmacy, in-
dustry, academia, and independent pharmacy. 
The format mimicked CPhA’s Student Summit 
Career Roundtable, in which students were 
broken up into smaller groups of ten or more, 
to allow for more intimate conversations with 
each representative. After thirty minutes, 
each representative rotated to a different group 
to provide the students with a different source 
of information. “They gave us valuable infor-
mation as to how we may prepare [for each 
career path] and the things that we could 
be doing in the meantime,” stated fi rst-year 
pharmacy student Siem Woldemariam. This 
event provided Western students with a new 
sense of enthusiasm for the changing world 
of pharmacy.

On a lighter note, we conducted our fi rst 
Valentine’s Day auction in efforts to raise mon-
ey to help send 15 of our members to APhA 
Annual in Atlanta. For this event, we auctioned 
off many items including a Night of Bowling 
with our President Vi Le and a round of golf 
with the two David’s of UPNI, David Breslow 
and David Fong. The auction was successful 
and students had a lot of fun participating! 

In conclusion, the Western University 
Chapter of APhA- CPhA looks forward to 
working with other student organizations and 
our community to make our goals a reality this 
year. We are planning to have a great year and 
hope to increase pharmacists’ exposure in Po-
mona and the surrounding area in the hopes of 
expanding our role in the lives of our patients. 

University of California, 
San Diego
By Shannon Bradley, 
Board of  Trustee Representative

Looking back on the school year, stu-
dents from the UCSD Skaggs School of 
Pharmacy have been very involved in 

planning and participating in CPhA-APhA 
events and activities. We’ve had several suc-
cessful community outreach programs as well 
as student events and look forward to many 
more next quarter.

To kick off the winter quarter, we held 
our Patient Counseling Competition on Janu-
ary 11, 2007. The winner of the competition 
was Patrick Chung, a second-year student 
pharmacist. The runner-up was Stephanie 
Gershgol, a third-year student pharmacist. 
Each student competed in the state competi-
tion at CPhA’s Annual Outlook Meeting and 
will have an opportunity to compete in the 
national competition at the APhA Annual 
Meeting in Atlanta, Georgia. 

Our fi rst CPhA-APhA educational out-
reach event of the year educated customers 
on heartburn and hypertension took place 
at Walgreens. Students passed out brochures 
and invited customers to get a free hyper-
tension screening inside the store. Students 
screened more than 20 patients in three hours 
with at least four patients diagnosed as Stage 
1 hypertension. The majority of our patients 
fell within the normal range or pre-hyper-
tension stage.  All of our patients received 
non-pharmacological advice and a small 
pamphlet describing blood pressure-lowering 
tips, such as eating a healthy diet, exercising, 
and lowering alcohol intake.  In addition, they 
took home small goodie bags that contained 
Rolaids and other free samples that were gen-
erously donated by our sponsors.

The Immunization Committee held an 
event on October 16, 2006 where students 
gave fl u shots at the Flu Clinic held at the 
UCSD Student-Run Free Medical Clinic Proj-
ect. Pharmacy students worked with medical 
students to vaccinate over 100 patients at 
clinic sites. Over 15 students participated. 
The Flu Clinic was the fi rst opportunity for 

UNIVERSITY NEWS

CAMPUS REPORTS
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student pharmacists to immunize patients 
in the community after completing the Im-
munization Delivery Training Course in May 
2006. Pharmacy involvement was developed 
through Operation Immunization, a project 
supported by the American Pharmacists As-
sociation (APhA).In addition to the public 
outreach programs, there were educational 
events catering to students as well. Students 
at UCSD were lucky enough to have CPhA 
CEO, Lynn Rolston, and CPhA staffer, 
Teresa Andrews, come and speak about the 
benefits of the organization at our CPhA Day. 
As a result, we had several students attend 
the CPhA Outlook Annual Meeting in Palm 
Springs. There were many educational semi-
nars scheduled throughout the weekend, and 
students were able to participate in the Quiz 
Bowl and speak with any of the numerous 
companies in the Exhibitor Hall.

We had a very successful winter quarter 
and look forward to continued success  
this spring.

University of California  
at San Francisco
By Mathew Browne,  
Board of  Trustee Representative

L ooking back on this last quarter in San 
Francisco, I am astonished at how much 
has been done by my fellow UCSF  

students amidst all the fog and city lights.   
We have been working very hard on different 
health outreach events, planning informational 
talks, and preparing for our professional con-
ferences, such as Outlook 2007.  We started 
the quarter with a health fair in the Tenderloin 
district, which was designed to provide health 
information to children and their parents.   
At this fair, our school’s SNPhA chapter con-
ducted some very exciting science experiments 
to entertain, as well as educate, everyone at  
the fair.  Outside of this health fair, there  
have been several elementary school outreach 
events, by many of our ASP and CSHP proj-
ects.  At these school outreaches, the projects 
educated the children about their project’s 
area of interest while at the same time taught 
them about pharmacy.  For example, in March, 
our Antibiotics Resistance Awareness Project 
taught children, teachers, and parents at a lo-
cal elementary school about the value of good 
hand-washing and the incorrect practice of 
over-prescribing antibiotics for common non-
bacterial illnesses.

Outside of our health outreach projects  
this winter, we had several UCSF pharmacy  
students heed the call for help from San 
Francisco’s large population of seniors confused 
about Medicare Part D.  Since the beginning  
of  the fall quarter, a group of third-year  
pharmacy students started working with Dr. 
Stebbins and Dr. Cutler to educate our fellow 
UCSF students through a Medicare elective.  

They also taught lectures to the medical stu-
dents, nursing students, and led hands-on 
training of students interested in learning  
how to use the Medicare Part D plan finder.  
Then, with a large group of pharmacy stu-
dents, newly trained in Medicare Part D, we 
were able to reach out and help our local se-
niors find the Medicare Part D plan that best 
suited their prescription needs.  This project 
was able to help over 200 seniors this year 
with Part D enrollment. 

Back on campus, there have been several 
professional development and informational 
lunch-time talks.  Our informational talks 
have ranged from current research in fighting 
antibiotic resistance in the ICU, presented by 
one of our esteemed UCSF clinical pharma-
cist, to STDs in Men, which was presented  
by one of our HIV faculty specialists.  In 
preparation for Outlook 2007, our ASP  
chapter hosted a Mock House of Delegates 
to teach and allow our students to practice 
Robertson’s Rules of Order.  All of these  
talks have been very successful, with phar-
macy students from each year participating, as 
well as the occasional medical student.  One 
of our biggest events this quarter, was the 2nd 
annual Red Dress Fashion show, which is a 
fundraiser put on by APhA-ASP’s Women’s 
Health Outreach Project.  The project coor-
dinators put a lot of time into this great event, 
with the goals of raising over $1,500 for the 
American Heart Association (AHA) and rais-
ing awareness about heart disease and other 
cardiovascular diseases that are prevalent in 
women today.  Thanks to the support of all 
who attended the event, and to the enter-
taining masters of ceremonies, Thu Nguyen 
(WHO project coordinator) and Luke Tso 
(ASP Co-President). This event raised over 
$1,800 for AHA!

Then there was Outlook 2007, where 
UCSF had approcimately 50 students in  
attendance.  Everyone had a great time, and 
I have heard great stories about meeting 
students from other schools, playing shuffle 
board with Mike Negrete, and talking to  
the vendors in the exhibit hall.  UCSF was 
able to send six delegates to the House of 
Delegates including: Kristin Harter (ASP 
President-Elect), Blake Bartlett (ASP SPIN 

Third-year pharmacy student, Anesia Zeller, and first-year medical student, Theresa Chu giving flu shots 

at the Free Clinic site at Baker Elementary School n San Diego.
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Coordinator), Stephanie Zi (CSHP Presi-
dent-Elect), Thomas Hong (ASP 1st-year 
representative), Tine Lee (ASP 1st-year 
representative), and Ha-Mill  Hwang 
(1st-year pharmacy student). Everyone 
agreed that they did a great job represent-
ing the University.  UCSF was also privi-
leged to have one of our students, Diane 
Hong (CSHP VP of Professional/Legisla-
tive affairs), sit on one of the reference 
committees.  Although there may not have 
been enough time to see all the sights of 
Palm Springs, it is pretty unanimous that 
all the UCSF students had a great time, 
and most importantly, learned a lot about 
their profession.

Finally, our school was blessed this 
year with a couple of unique achievements 
that need to be mentioned.  First of all, 
we are very proud of our school’s Patient 
Counseling Competition winner, Julie Chen 
(3rd-year pharmacy student), who went on 
to compete at the APhA-ASP national 
conference at the end of March. Also, our 
school’s AMCP chapter had a very com-
petitive P&T competition this year.  Our 
winning team, that is comprised of Linh 
Nguyen (AMCP President), Kimberly 
Dong (1st-year pharmacy student), Chris-
tine Bang (1st-year pharmacy student), and 
Michael Man (1st-year pharmacy student), 
was selected to compete with seven other 
teams in the national P&T competition at 
the AMCP national competition in April.  
Lastly, I’m very excited to announce that 
this quarter, several pharmacy students 
have started UCSF’s fi rst ever NCPA chap-
ter.  By adding this organization to UCSF’s 
large repertoire of pharmacy organizations, 
they will be providing students with a new 
perspective about community pharmacy.  
The founders plan to focus on the business 
aspect of running a pharmacy, which should 
be a great success with all of our students 
interested in owning an independent phar-
macy, or working in a community pharmacy 
when they graduate.  As I mentioned before, 
this has been a great quarter, and as always, 
I am excited to see what will be done in the 
upcoming months.  

UCSF girls with Marshall (USC student) at Oulook 70’s party.

Models and escorts from the Red Dress Fashion Show.

Campus reports (cont.)
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University of 
Southern California
By Garrett Ow, 
Board of  Trustee Representative

The USC School of Pharmacy and the 
American Pharmacy Student Alliance 
(APSA)—the umbrella organiza-

tion encompassing our CPhA chapter– has 
spent the past semester helping the students 
with their professional development. From 
conferences to networking events, APSA 
sponsored events bringing representatives 
from all areas of pharmacy to our members. 
We’ve stressed the importance of working 
with other organizations to promote CPhA’s 
vision of “One Profession, One Voice.” 

As January rolled around and the students 

came back to school, APSA spent a good 
portion of this time reaching out to our fi rst-
year members. Our APSA Presidents-Elect, 
Brandi Chock and Todd Okamoto, organized 
our First Annual Mentorship Fiesta. Over 
a lunch of taquitos and nachos, each of our 
Board members was paired with three to four 
fi rst-year students to provide guidance and 
information about the upcoming conferences, 
special APSA events, and the various Board 
positions within the organization. 

Later that month, we held a policy meet-
ing, led by Kristin Khalaf–Director of Legis-
lative Affairs– to discuss the issues and poli-
cies that would be brought up at CPhA’s Out-
look Annual Meeting. We chose six fi rst-time 
delegates and educated them on the policy 
process and what to expect during the House 
of Delegates. Our seven delegates to were: 

Yuli Chang, Bonnie Hui, Kristin Khalaf, 
Nazia Rashid, Sheena Patel, Candace Tan, 
and Christopher Waldapfel. Our delegates 
did a great job of representing our chapter 
as they presented their proposed amend-
ments and voiced their opinions on pressing 
issues affecting our profession.

In February, our CPhA-ASP student 
chapter continued to build relationships with 
other organizations by co-hosting events. 
Working in conjunction with the USC 
AMCP student chapter, we held our Distin-
guished Speaker Series. We were joined by 
the current AMCP President and CPhA Past 
President, Dr. Steven Gray, who educated 
many students about what managed care is 
and where it fi ts in the healthcare system. 

In keeping with the “One Voice One 
Profession” theme, APSA worked with our 

Campus reports (cont.)
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NCPA student chapter to hold our Academy 
of Pharmacy Owners Wine Mixer. We were 
joined by many guests from the APO, in-
cluding the Co-Chair Dr. Jerry Shapiro, Co-
Chair and Trustee, Dr. Dennis Witherwax, 
Dr. David Fong of the United Pharmacists 
Network, Inc., numerous guests from the 
Indian Pharmacists Association (IPA), and 
students from Western University. We were 
also pleased to be joined by Lynn Rolston, 
who motivated the students with inspiring 
words about the importance of CPhA. To tie 
it all together, CPhA Past President, Dr. Bri-
an Komoto, instructed the guests on the fi ne 
art of wine tasting. We would like to send 
a big thank you to our guests and speakers 
for attending. Students were able to network 
with pharmacists, other students, and faculty, 
while learning a little more about what it 
takes to become an independent pharmacy 
owner. I’d also like to thank our planning 
committee, which consisted of CPhA-ASP 
President Danielle Colayco, CPhA-ASP Pres-
ident-Elect Brandi Chock, NCPA Director of 
Legislative Affairs, Anna Chaparyan, CPhA 
Director of Local Associations, Sheena Patel 
and our IPA Liaison, Nazia Rashid. 

Later in February, we held our First 
Annual Business Etiquette workshop, co-
ordinated by Brandi Chock. The workshop 
was facilitated by the renowned speaker and 
author, Pamela Hillings. Students attending 

the event were shown proper manners and 
etiquette in certain situations, such as business 
dinners, receptions, and networking events. 

At Outlook, we had nearly 50 students at-
tend the meeting, many who were fi rst-time 
attendees. The students were able to experience 
many of the continuing education classes, the 
House of Delegates, Reference Committee 
Hearings, the Exhibit Hall, and the Quiz 
Bowl to go along with the numerous student 
receptions and parties. The students all had a 
great time and I just wanted to extend a thank 
you to all the CPhA staff and Pharmacy Foun-
dation staff for putting on a great conference. 
We were also pleased to announce that several 
USC student pharmacists were recognized at 
the awards ceremony. David Truong, our Past 
President was named the Student Pharmacist of 
the Year. Danielle Colayco was one of three re-
cipients of the Robert C. Johnson Scholarship, 
and Emmanuelle Mirsakov was the statewide 
winner of the CPhA Patient Counseling Com-
petition. Congratulations to all the winners and 
the candidates! 

 This coming March, we are looking 
forward to number of exciting events and 
programs organized by the USC School of 
Pharmacy. At the beginning of the month, 
Skull and Mortar (our Community Service or-
ganization), will be holding “Kid’s Day,” where 
we will be inviting a middle school to USC to 
teach the kids about healthy living/nutrition, 

alcohol/substance abuse, sexual education, 
and gang violence; while also teaching them 
about health sciences. Later on in March, 
Skull and Mortar, along with our Director 
of Geriatric Health, Kimberly Lau, will be 
holding a Senior Prom at the St. Barnabas 
Senior Center in Downtown Los Angeles. 
The event will be preceded by a health fair 
with our student pharmacists providing 
health education and screenings for the 
Center’s geriatric residents. 

As the school year begins to wind down, 
our members will be looking forward to 
the APhA Annual Meeting in Atlanta. 
The students are excited to have the op-
portunity to experience pharmacy at the 
national level. After the APhA Meeting, we 
will elect next year’s APSA Board to carry 
our torch. Finally, we will celebrate the end 
of another productive and exciting year at 
our Annual Banquet.

Touro University
By Charlene Chiu, 
Co-President APhA-ASP/CPhA.

I t seems as though only yesterday the 
school year began. Touro University 
– California’s (TU-CA) College of Phar-

macy Charter Class was just getting used to 
the idea of sharing the campus with a new 
set of student pharmacists and now it’s hard 
to imagine that this year is almost over. 
Nevertheless, that hasn’t stopped the stu-
dent pharmacists at TU-CA from continu-
ing to promote the profession of pharmacy 
and serve the local community. 

First and foremost, we are extremely 
excited to once again participate at CPhA’s 
Legislative Day. Over 74 student pharmacists 
and faculty will be in attendance to discuss 
and lend support to policies affecting the 
profession of pharmacy. We are excited to 
get involved and speak with our local legisla-
tors to push forth those policies. Our APhA-
ASP/CPhA SPIN Coordinator, Crystal 
Canlas, has worked hard to keep our student 
pharmacists informed about these policies by 
holding lunch-time discussion sessions.

On April 22nd, our TU-CA APhA-ASP/ 
CPhA Chapter will be hosting our fi rst local 

USC Students at Outlook 2007.
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Health Fair. Our Project Coordinators, El-
lena Mar and Jessica Oseguera, have worked 
diligently to set up this amazing event. We 
hope to educate the Vallejo community 
about important topics in healthcare and 
inform them about the resources available 
from healthcare professionals. TU-CA 
students from the Colleges of Pharmacy, 
Health Sciences and Osteopathic Medicine, 
have been invited to participate in this 
event. Several booths will be set up to pro-
mote wellness through the discussion of 
pertinent issues including: heartburn aware-
ness, diabetes, hypertension and hyperlipid-
emia just to name a few. Approximately 800 
community members are expected to attend.

Just a week later, our student pharmacists 
will be in attendance at CPhA’s 2nd Annual 
Student Pharmacist and New Practitioner 

Summit Meeting. We look forward to net-
working with other student pharmacists and 
learning more about our profession. 

Lastly, with the end of the school year just 
around the corner, our APhA-ASP Vice Pres-
idents of Social Affairs, Sogol Haronian and 
Puja Khana, have worked hard to establish 
the First Annual TU-CA APhA-ASP/CPhA 
Chapter Banquet. We are excited to have 
CPhA President-Elect, Dr. Paul Lofholm, as 
our Keynote Speaker.

It has been an honor and a pleasure to 
serve as Touro University – California’s 
APhA-ASP Chapter Co-President. My fellow 
Co-President, Ricardo Duenas and I look  
forward to what our newly-elected cabinet 
will have in store for the upcoming year.  
It has never been a better time to be a stu-
dent pharmacist. 

 Loma Linda University 
School of Pharmacy
By: Nkeonye Emuh  
CPhA President & Board of  Trustee 
Representative,  2006-2007

In the last couple of months, there has 
been much to celebrate and be thankful 
for, and it only seems fitting to reserve 

this issue’s update to share Loma Linda’s 
good news. In January, after a well rested-
break for most students at Loma Linda 
University, an appreciation lunch was put 
on to recognize and give awards to those 
students that dedicated their time and efforts 
to CPhA. It was also an opportunity for the 
new officers to get acquainted with their 
roles and plan CPhA activities for the rest 
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of the year. Congratulations to Tam Trieu, 
Mike Doan, Dianna Ambartsumyan, No-
ella Ndrekaj, Pisey Long, Stacia Noel and 
Greg Harrington.

Not only were there changezs among 
the students of the Executive Board, but 
also for our advisor, Dr. Eric Mack. As a 
licensed practicing community pharmacist, 
strong advocate for community pharmacy, 
and liaison for the Inland Empire Pharma-
cists Association Board- our local chapter 
of CPhA- Dr. Mack has recently been 
named Associate Dean for Academic 
Affairs. Congratulations Dr. Mack!   

Outlook this year was, as it always is, 
an extraordinary experience. It was nice 
to see both familiar and new faces. Our 
student chapter was one that was fortunate 
enough to have several sponsors who pro-
vided scholarships for students to attend 
Outlook, which was greatly appreciated. 
Thank you to Raylene Mote of Inland 
Compounding Pharmacy, Mark Gilbert, 
Gerry Afkari, Robert Nickell, Ralph’s 
Pharmacy, and McKesson. 

The upcoming months are going to be 
busy, as we anticipate an eventful spring 
in  collaboration with Western University 

School of Pharmacy and our student CSHP 
chapter, stay tuned!

University of the Pacifi c
By Michael Hua, 
Board of  Trustee Representative

According to the Centers for Disease 
Control (CDC), cardiovascular diseases 
are the leading cause of death for both 

men and women in the United States. These 
cardiovascular diseases are highly preventable 
with the appropriate lifestyle modifi cations. 

Student pharmacists from the University of 
the Pacifi c launched the New Year with proj-
ects that were aimed at increasing the public’s 
awareness of some of the current health care 
issues affecting Americans. In January, Pa-
cifi c students and faculty organized a Smok-
ing Cessation and Asthma clinic at the San 
Joaquin General Hospital. Both student and 
faculty performed a myriad of services which 
ranged from educating patients on the dangers 
of smoking to equipping the patients with the 
tools and knowledge to quit successfully. Stu-
dents educated patients on various smoking 
cessation products and made the appropriate 

recommendations based on the patient’s 
medical history and smoking habits. Since 
smoking cessation is a daunting task to ac-
complish, students also provided patients 
with encouragement and information in 
regards to local social support groups. In 
addition to providing patients with informa-
tion regarding smoking cessation, Pacifi c 
students emphasized the correlation be-
tween smoking and asthma. Patients were 
informed that cigarette smoke can act as 
an irritant that can potentially trigger the 
development of asthma. For patients who 
already suffer from asthma, there were dem-
onstrations aimed at teaching the proper 
technique to use various inhalers.

In the following month, members of the 
American Cancer Society Committee sold 
daffodils as part of the nation-wide Daffodil 
Days campaign to raise money for cancer 
research. Providing the young people in 
attendance with information about the dan-
gers of drug usage and abuse is pivotal in 
encouraging them to practice preventative 
health and medication to increase the prob-
ability of securing a healthy future. Pacifi c 
students organized various events that were 
centered on educating young people about 

Breakfast at Outlook Left to Right: Nkeonye Emuh, Pisey Long, and Mike Doan. USC Student, Jennifer Erickson, with Past-President Dr. Brian Komoto at the 

USC-APO Wine Tasting Mixer
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the dangers of drug usage and abuse. Ado-
lescents and teenagers are often susceptible 
to peer pressure in the pursuit to gain social 
acceptance. Pacifi c’s American Lung As-
sociation Committee held an educational 
program, which was entitled “360 Degrees 
of Smoking,” for elementary school students 
to discuss the importance of being smoke-
free. The event focused on how to respond 
to peer pressure associated with smoking. 
Pacifi c students lead the second graders to 
act out various scenarios aimed at teaching 
them different ways to refuse smoking and 
be comfortable knowing that it’s okay to say 
“no.” The Children’s Awareness Committee 
visited the TLC Homeless shelter and dis-
tributed gift bags fi lled with toothbrushes, 
snacks, and prizes for the kids. The volun-
teers designed fun and creative educational 

games to teach children the dangers of drugs. 
 Pacifi c student pharmacists also performed 

blood pressure, heartburn, and diabetes 
screenings throughout the month of February. 
Black Family Heritage Day provided students 
an opportunity to perform screenings and 
educate attendees about disease prevention 
and healthy living. In celebration of Black His-
tory month, the campus-wide event showcased 
African-American culture and served as a 
venue for the community to come together. 
Pacifi c students followed up the event by 
performing additional screenings at different 
churches throughout the city of Stockton.

Last but not least, Pacifi c held an event 
aimed at providing students with an oppor-
tunity to learn about the different facets of 
pharmacy. The Professional Night showcased 
numerous pharmacists and other experts in 

the profession to share their respective 
experiences in independent pharmacy, 
managed care, health systems pharmacy, 
and industry. Some of the special guests 
included Jerry Mazzucca, current CPhA 
President, and Steve Gray, current AMCP 
President. The event allowed students an 
opportunity to interact and network with 
current pharmacists. Students gained a 
lot of valuable information regarding the 
different avenues of pharmacy that will be 
available for them in the future. Hopefully, 
this event will spark an interest and help 
guide them in choosing a career path. 

Pacifi c students continue to challenge 
themselves in new endeavors that will 
promote good health and increase the 
public’s awareness of preventable health 
care issues. 
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Cervical Cancer: Prevention by 
Immunization Against Human 
Papillomavirus Infections

Thomas A. Gossel, R.Ph., Ph.D.
Professor Emeritus
Ohio Northern University
Ada, Ohio and 
J. Richard Wuest, R.Ph., 

PharmD
Professor Emeritus
University of Cincinnati
Cincinnati, Ohio
Goals. The goals of this les-

son are to discuss the association 
between human papillomavirus 
infection and cervical cancer, and 
describe the new vaccine to prevent 
HPV infection.

Objectives. At the conclusion of this les-
son, successful participants should be able to:

1. summarize key points relative to the 
human papilloma-virus (HPV);

2. identify the pathological response to 
infection by HPV;

3. describe the new vaccine for prevention 
of HPV infections in terms of its physiologi-
cal and clinical characteristics; and

4. select from a list important points to 
convey to patients relative to the new vaccine.

Introduction 
About 1400 women worldwide are diag-

nosed with cervical cancer every day, result-
ing in more than 500,000 new cases and 
276,000 deaths annually. More than 10,000 
new cases of cervical cancer will be diagnosed 
and 4000 deaths recorded in the U.S. in 2006. 
Human papillomaviruses (HPVs) are the 
primary cause of cervical cancer. In fact, of 
the 10 million cases of all types of cancer that 
develop annually throughout the world, more 
than 15 percent are estimated to be attributed 
to infectious agents. Infection by HPVs ac-
counts for approximately 30 percent of virus-
induced cancers. 

Etiology and Pathogenesis 
HPV Infection. HPV infection is be-

lieved to be the most common sexually trans-
mitted infection in the U.S. and worldwide. 
The HPVs include a group of approximately 

120 small DNA viruses, of which about 40 
can infect the epithelial lining of the genital 
tract. Of the approximate 40 types, HPV 16 
and HPV 18 are considered high-risk oncogenic 
types, and account for development of about 
70 percent of all cervical cancer cases. In ad-
dition to cervical cancer caused by HPV types 
16 and 18, infection with low-risk HPV types 
such as 6 and 11 can result in anogenital warts 
(condyloma acuminata), which are outgrowths 
of the cervicovaginal or vulvar tissues and 
external genitalia. They rarely cause cancer. 
The HPVs also cause other, less common, types 
of cancer (Table 1). Among them are vulvar 
and vaginal cancer in women and penile cancer 
in men.

Epidemiological evidence linking cervical 
cancer with HPVs was confi rmed in the 1980s 
when HPV DNA was identifi ed in virtually all 
cervical cancer cells and precursors. It is now 
accepted that HPV infection is necessary for 
development of virtually all cervical squamous 
cell carcinomas and adenocarcinomas. HPV 
infection is usually transmitted during sexual 
intercourse. The risk of infection within fi ve 
to seven years of the fi rst sexual contact is 50 
percent, with a 70 percent lifetime risk. One 
study of more than 600 female university 
students revealed that 24 months after sexual 
activity, the incidence of HPV infection was 
40 percent. Most HPV infections are transient 
(i.e., benign), however, and only 3 to10 percent 
of women will become persistent HPV carriers 
and constitute the high-risk group who will 

contract cervical cancer. 
Condoms offer limited protec-

tion against HPV transmission. 
Perinatal infection may occur via 
maternal transmission, through 
amniotic fl uid during gestation 
or delivery, or direct exposure to 
HPV lesions of the cervix or geni-
talia during birth, thus resulting in 
laryngeal papillomatosis. This rare, 
but debilitating, disease results in 
papillomas (benign tumors derived 
from epithelium) that obstruct the 
airway. Postnatal transmission by 
nonsexual activities has also been 
documented.

Risk Factors. Young age (20 
to 24 years for females; 25 to 29 years for 
males) is the most signifi cant risk factor for 
development of HPV infection. Most risk 
factors (Table 2) are linked to sexual behavior, 
including the total number of sexual contacts. 
Women who are HPV-positive for type 2 
herpes simplex virus (HSV-2) or Chlamydia 
trachomatis antibodies are at moderately in-
creased risk. Males who are not circumcised 
are at increased risk of acquiring HPV infec-
tion or transmitting it to a sexual partner of 
either gender. Having sexual intercourse at an 
early age is a risk factor for females, as well as 
having intercourse with sexually promiscuous 
male partner(s).  HPV-positive women who 
report seven or more full-term pregnancies 
have a four-fold increased risk of cervical 
cancer as compared to similar HPV-positive 
women who are nulliparous (have never given 
birth). Smoking is associated with a two-fold 
statistically signifi cant increased risk of cervi-
cal cancer. Among HPV-positive women, any 
use of oral contraceptives is associated with 
an increased risk of cervical cancer. 

Cervical Cancer.  In women world-
wide, cervical cancer is second to breast 
cancer as the most common cancer, and 
generally the most common cause of death 
from cancer. It is the eleventh most common 
cancer among women in the United States.  
In developing countries, cervical cancer is the 
most frequent cancer in women, with more 
than 80 percent of new cases appearing in 
these locales. 
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   Table 1 
 Cancer types attributed to HPV Infection

 

 Cancer Type  Association With Certain HPV Types (%) 
 
 Cervical*    >95
 Vaginal*    50
 Vulvar*  >50
 Penile    50
 Anal  >70
 Oropharyngeal    20
 Nonmelanoma skin/cutaneous    90†

  
*Includes cancer and intraepithelial neoplasias
†Immunocompromised patients
Adapted from Pichichero ME. Clin Pediatr 2006;45:393.
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Prognosis of Human Papillomavirus 
Infection 

Seventy to 90 percent of HPV infections 
are transient in women at high risk for HPV 
infection. The median duration of new HPV 
infection shown in a longitudinal study of 
female university students was eight months. 
Infection is considered persistent when 
the same HPV type can be detected two 
or more times in the same woman within 
several months to a year. Factors correlated 
with persistent HPV infection include older 
age, high risk types of HPV (i.e., HPV 16 
and/or 18), infection with multiple types of 
HPV, and immune suppression. Consecutive 
premalignant stages (i.e., cervical intraepi-
thelial neoplasias [CIN]) are involved in 
progression from persistent infection with 
HPV to cervical cancer, usually over a pe-
riod of 12 to 15 years. 

Cervical Screening. Cancer of the 
cervix is unique among malignant diseases. 
It has a well-characterized and long-lasting 
pre-invasive phase which invariably precedes 
clinical cancer. Cervical cancer prevention, 
therefore, focuses on routine screening with 
the Papanicolaou test (Pap smear) followed 
by early intervention. The Papanicolaou test 
aids detection of early dysplastic (abnor-
mal tissue growth) and neoplastic cellular 
changes, thereby reducing cancer-associated 
mortality by more than two thirds. Coun-
tries with organized cervical cancer screen-
ing programs report a marked reduction (in 
compliant individuals) of nearly 75 percent 
in the incidence of invasive cancer. 

Cervical screening imposes technical 
limitations and results are sometimes dif-
ficult to interpret. Moreover, screening and 
treatment are not equally accessible to all 
groups of women; more than half of all cer-
vical cancer cases in the United States occur 
in women who have never or rarely been 
screened. Although the Papanicolaou test is 
significant from its historical perspective, its 
impact on the incidence of cervical cancer, 
and its position as the most widely used 
cancer screening test in the world, must be 
realistically considered. Recent publications 
suggest that the sensitivity of the Pap smear 
is only 50 to 60 percent. 

Cost-effective public health strategies 
designed to reduce the risk of cervical can-
cer in vulnerable groups are a high priority. 
From a national policy perspective, among 
the most pressing concerns are the escalat-

ing costs associated with current screening 
practices. For example, more than $6 billion 
is spent each year in the United States on the 
evaluation and management of low-grade le-
sions, the majority of which would regress 
naturally without intervention. At present, 
these lesions cannot be identified as such. The 
need for a vaccine to prevent HPV infection, 
and thus cervical and other less common can-
cers, is therefore apparent.

Quadrivalent HPV (Types 6, 11, 16, 18) 
Recombinant Vaccine 

A non-infectious recombinant, quadriva-
lent vaccine (Gardasil/Merck & Co., Inc.) has 
been approved for use in the United States. It 
is prepared from the highly purified virus-like 
particles (VLPs) of the major capsid protein 
of HPV Types 6, 11, 16, and 18. Vaccine pro-
teins are produced by separate fermentations 
in recombinant Saccharomyces cerevisiae, and as-
sembled into VLPs. VLPs are morphologically 
and antigenically similar to natural virions and, 
consequently, induce a potent neutralizing im-
mune response following vaccination. They do 
not contain the viral genome and, therefore, 
cannot spread infection.

Efficacy was assessed in an early clinical 
trial involving 552 young women (age 16 to 
23 years) who received the vaccine or placebo. 
The primary end point was the combined 

incidence of infection with one or more of 
the oncogenic (cancer causing) HPV types, 
or cervical or external genital disease (i.e., 
persistent HPV infection, HPV detection at 
the last recorded visit, CIN, cervical cancer, 
or external genital lesions caused by one of 
the HPV types in the vaccine). Vaccine ef-
ficacy was 100 percent for prevention of clini-
cal disease associated with the HPV types. 
Overall, the combined incidence of persistent 
infection or disease with HPV types 6, 11, 16, 
or 18 declined by 90 percent in women who 
received the vaccine compared with those 
given placebo. The study was not powered to 
assess vaccine efficacy for specific disease end 
points. Only six women (all in the placebo 
group) developed genital warts or type- 
specific CIN during follow-up. The vaccine 
proved to be highly immunogenic, with all 
patients showing evidence of HPV 6-, 11-, 
16- and 18-specific antibodies following vacci-
nation. There were no serious vaccine-related 
adverse events.

A more recent study enrolled 12,167 
women aged 16 to 26 years at 90 centers in 
13 countries. The study was double-blinded; 
women were randomized to receive three 
doses of the quadrivalent vaccine or placebo 
over six months. Recipients of a full course of 
vaccine who were free of infection with HPV 
types 16 and 18 at month 7, were 100% infec-
tion free at 17 months. In the 5301 vaccinated 
women, there were no observed cases of high 
grade precancers or non-invasive cancer (CIN 
2 or 3 or adenocarcinoma) related to HPV 16 
or 18. There were 21 cases in the women who 
received placebo.

Mechanism of Action. HPV is specific 
for humans, but animal studies with papillo-
maviruses suggest that the efficacy of the VLP 
vaccines is attained through development of 
immune responses. Gardasil prevents HPV 6-, 
11-, 16-, and 18-related cervical cancer, cervi-
cal dysplasias, vulvar or vaginal dysplasias, or 
genital warts from occurring.

Adverse Effects. In pre-marketing  
clinical trials, vaccine-related adverse experi-
ences included pain, swelling, redness, itching, 
and fever.

Gardasil may be given concomitantly with 
hepatitis B vaccine (recombinant) but at a 
separate injection site. Co-administration with 
other vaccines has not been studied.

Subjects in premarketing clinical trials 
who used hormonal contraceptives did not 
experience an altered response to the vaccine. 

Continuing Education for Pharmacists Table 2 
Risk Factors for Human  
Papillomavirus Infection 

  Females 
  Young age (peak age group,  
     20 to 24 years)
  Lifetime number of sexual partners
  First sexual intercourse at early age
  Male partner’s overall sexual behavior
  Smoking
  Oral contraceptive use
  Previous pregnancies
  Uncircumcised male partners

  Males 
  Young age (peak age group,  
     25 to 29 years)
  Lifetime number of sexual partners
  Lack of circumcision

  Adapted from: Pichichero ME. 
  Clin Pediatr 2006;45:393.
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Immunosuppressive therapies, including ir-
radiation, antimetabolites, alkylating agents, 
cytotoxic drugs, and high doses of corti-
costeroids, may interfere with the immune 
response to vaccines.

Hypersensitivity to the active substances 
or to any excipients in the vaccine is a con-
traindication to its use. Individuals who de-
velop symptoms suggestive of hypersensitiv-
ity after receiving a dose of Gardasil should 
not receive further doses.

Indications and Uses. Gardasil is 
indicated for prevention of the following dis-
eases caused by HPV types 6, 11, 16, and 18 
in girls and women nine to 26 years of age:

• Cervical cancer
• Genital warts (condyloma acuminata) 

and the following precancerous or dysplastic 
lesions:

• Cervical adenocarcinoma in situ
•  Cervical intraepithelial neoplasias grade 

2 and grade 3
•  Vulvar intraepithelial neoplasias grade 2 

and grade 3
•  Vaginal intraepithelial neoplasias grade 2 

and grade 3
•  Cervical intraepithelial neoplasias  

grade 1
The vaccine does not protect against 

infection by HPV types not contained in 
the vaccine or diseases that are not caused 
by HPV. Individuals with impaired immune 
responsiveness, whether due to use of immu-
nosuppressive therapy, a genetic defect, HIV 
infection, or other causes, may have reduced 
antibody response to active immunization. 
Safety and efficacy have not been assessed in 
girls younger than nine years or women older 
than 26 years.

As is true with other intramuscular  
injections, Gardasil should not be given to 
individuals with bleeding disorders, includ-
ing hemophilia or thrombocytopenia, or  
to individuals using anticoagulant therapy,  
unless the potential benefits from the vac- 
cine clearly outweigh the risk of administra-
tion. If the decision is made to administer 
Gardasil to such persons, it should be given 
cautiously with measures to avoid the risk  
of hematomas.

Dosage, Administration, and 
Availability.  Gardasil is given intramus-
cularly as three separate doses: first dose at a 
chosen date, second dose two months after 
the first dose, and third dose six months 
after the first dose. Injections should be ad-

ministered in the deltoid region of the upper 
arm or in the higher anterolateral area of the 
thigh. The vaccine should not be injected via 
any other site.

Gardasil is available in prefilled syringes 
and vials for single use. The vaccine should 
be stored under refrigeration, brought to 
room temperature, and shaken well before 
use. No dilution or reconstitution of contents 
is necessary.

Patient Information.  Information to 
convey to the patient, parent, or guardian 
includes the following points:

• Vaccination does not substitute for rou-
tine cervical cancer screening. Women who 
receive Gardasil should continue to undergo 
cervical cancer screening.

• Be sure to read the information that is 
provided with each vaccination.

• Report any adverse reaction to the vac-
cination to your physician.

• Do not receive the vaccine if pregnant.
• This vaccine is maximally effective 

following three injections spread over six 
months. Be sure to complete the immuniza-
tion series, unless contraindicated.

Anticipated Impact of HPV Vaccination 
in the United States

It is difficult at present to predict the im-
pact of the new vaccine on HPV infection 
and cervical and other cancers caused by 
HPV. However, it is possible to arrive at some 
estimates. The greatest short-term impact in 
developed nations such as the United States 
will be a reduction in the overall number 
of CIN 2 or 3 cases to about one-third to 
one-half as many such lesions in vaccinated 
women compared with non-vaccinated 
women, given that, as noted earlier, HPV 16 
and HPV 18 together account for approxi-
mately 70 percent of such lesions. This level 
of protection can translate to a substantial 
reduction in morbidity and treatment together 
with a reduction in related costs. The eventual 
reduction in the incidence of cervical cancer 
and its consequences can be anticipated to 
be at least as great. If the vaccine were widely 
administered to populations that historically 
are less likely to be screened regularly, it  
could prevent most serious infections that 
currently are not detected. The impact on 
subclinical and low-grade dysplasias would 
be expected to be more modest, since only 
a minority of these infections are attribut-
able to HPV types 6, 11, 16, or 18. Although 

these anticipated reductions in CIN 2 or 3 
and invasive cervical cancer are impressive, 
it must be recalled that there would still be 
many serious HPV infections against which 
the vaccine will not protect. Therefore, it 
will still be necessary for vaccinated women 
to follow the most current cervical cancer 
screening guidelines.

Another HPV vaccine for use in women 
is also in development, but was not yet avail-
able at the time this lesson was prepared. 
GlaxoSmithKline is testing a bivalent vac-
cine against HPV types 16 and 18 that is 
also administered in three doses (at birth, 
one month, and six months).

Vaccine Use in Males 
Although the immune response of men 

to the approved vaccine seems to be sim- 
ilar to that of women, it is not known 
whether the vaccine will confer protection 
in men or reduce their ability to transmit 
HPV to others. Gardasil is not approved for 
use in men. 

While many vaccines have comparable 
efficacy in males and females, a subunit 
vaccine for herpes simplex virus (HSV-2), 
another sexually transmitted viral infec-
tion, was shown to be effective in women 
but not in men. This raises the possibility 
that an analogous difference might be noted 
with the HPV vaccine. HSV-2 infection is 
more likely to be mucosal in women and 
cutaneous in men; therefore, the difference 
in protection from the HSV vaccine might 
be attributable to higher antibody titers in 
mucosa than in skin. At the same time, the 
high level of protection afforded by the new 
vaccine against cutaneous genital warts in 
women would also be expected to apply to 
men, since these warts appear on keratin-
ized skin in both genders. Future efficacy 
trials of the HPV vaccine in men will most 
likely address this issue.

Overview and Conclusion 
The thought that cervical cancer and 

other cancer types caused by HPV can  
be safely and effectively prevented by a 
vaccine is both exciting and challenging. 
Candidates for the new quadrivalent HPV 
vaccine now have a means of protection 
against HPV infection caused by four com-
mon HPV types. HPV vaccination will most 
likely result in health gains that will justify 
the cost. 

Continuing education (cont.)
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1.  The types of HPV infection that most likely result in cervical cancer are:
 a. 6 and 11. c. 11 and 18.
 b. 6 and 16. d. 16 and 18.

2. All of the following statements are true EXCEPT:
 a.  HPV infection is necessary for development of virtually all cervical squa-

mous cell carcinomas.
 b.  if used correctly, condoms offer nearly complete protection against HPV 

transmission.
 c. HPV infection is usually transmitted during sexual intercourse.
 d. most HPV infections are transient and benign.
  

3.  All of the following are linked to an increased risk of cervical cancer EXCEPT:
 a. previous pregnancies.
 b. smoking in females.
 c. use of oral contraceptives.
 d. circumcision in males.

4.  Countries with organized cervical cancer screening programs report a reduction 
(in compliant individuals) in the incidence of invasive cancer of nearly:

 a. 25 percent. c. 75 percent.
 b. 50 percent. d. 100 percent.

5. Gardasil is a:
 a. quadrivalent vaccine.
 b. trivalent vaccine.
 c. bivalent vaccine.
 d. monovalent vaccine.

Continuing Education Quiz

6.  Gardasil may be given concomitantly with which of the following vaccines?
 a. Herpes Simplex c. Herpes Zoster
 b. Hepatitis A d. Hepatitis B

7. Gardasil is indicated for use in females:
 a. 6 to 18 years of age.
 b. 9 to 26 years of age.
 c. 13 to 35 years of age.
 d. 20 to 40 years of age.

8.  Which of the following is true?
 a.  Vaccination does not substitute for routine cervical cancer screening.
 b.  Females who receive Gardasil do not need to undergo cervical cancer 

screening.

9. Gardasil is maximally effective following:
 a. a single injection.
 b. two injections spread over three months.
 c. three injections spread over six months.
 d. four injections spread over 12 months.

10. All of the following are true about Gardasil EXCEPT:
 a. it is approved for use in males.
 b. it is stored under refrigeration.
 c. dilution or reconstitution is not necessary.
 d. it is administered in the deltoid region of the upper arm.

Cervical Cancer: Prevention by Immunization Against Human Papillomavirus Infections
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CAPE#: 197.  A Statement of Continuing Pharmaceutical Education Credit 
indicating 1.5 hours (0.15 CEUs) will be issued, within three weeks to Pharmacist 
members, who receive a passing score and complete this course prior to Nov-
ember 15, 2009. The Ohio Pharmacist Foundation Inc. has graciously provided 
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Date:

Name:

Address: FOR OFFICE USE ONLY
You successfully passed with a score of ____%.

___________________________________________________________
CAPE Administrator                                                                                          Date 
Not valid unless signed by CAPE Administrator                                  

City, State, Zip:

Signature:

Mail entire test page and self-addressed stamped envelope to: CPhA Journal CE 4030 Lennane Drive, Sacramento CA 95834

California Pharmacist Journal Continuing Education is a service provided by CPhA to its members. Read the article and take the test below to receive 1.5 hours of cred-
it. Return the entire test page and a self-addressed stamped envelop to CPhA. Please note that the passing score is 70%. If necessary, one retest will be administered.

Course name: Cervical Cancer: Prevention by Immunization 



68    California PharmaCist   Spring 200768    California PharmaCist   Spring 2007

Pharmacy Laws 2006–California 
Edition
Item #B-046
Members $17.00 
Non-Members $19.00
The most current issue available 
of the California State Board of 
Pharmacy’s laws with rules and 
regulations, including pertinent
sections of the Business and Pro-

fessions Code and of Title 16 of the California Code of Regu-
lations that govern pharmacy practice in our state.**

Pharmacy Certifi ed Technician 
Training Manual
Item #B-060
Members $28.00 
Non-Members $40.00
This manual, developed by the 
Michigan Pharmacists Asso-
ciation, provides comprehensive 
training for technicians in both 
the inpatient and outpatient 

settings. Completion of this course will help prepare your 
technician to sit for the PTCB’s voluntary certifi cation exam 
which is offered three times each year. 

PCT Calculation Workbook
Item #B-056
Members $19.50 
Non-Members $25.00
This workbook has been designed 
for use in conjunction with the 
Technician Training Manual and 
other calculations workbooks. 
This manual provides the phar-
macy technician with a tool that 

is both useful and practical. 

California Law Supplement to 
the PCT Training Manual
Item #B-053
Members $10.00 
Non-Members $20.00
This supplement to the Michigan 
PCT Training Manual was pre-
pared for technicians wishing to 
become certifi ed in the state of 
California. This publication sup-

plements the material on federal law contained in Chapter 30 
of the PCT Training Manual and deals specifi cally with the 
California Pharmacy Law.

Pharmacy Technician Training 
Program CD
Item #B-071
Members $250.00 
Non-Members $375.00
This CD ROM based training 
program was developed specifi -
cally to assist users in passing 
the Pharmacy Technician Certifi ca-
tion Exam. The presentation 

is structured with 6 major topics, 42 subsections, and 
guided by 7 ½ hours of studio recorded audio. Over 2500 
pictures and graphics illustrate the technical aspects of 
a Pharmacy Technician. A 27,000 word searchable “help 
fi le” gives the student more than ample reference material 
and is printable. The training system includes a testing sys-
tem that automatically generates tests from a test database 
of 1000 plus (12 part) questions. In addition, this product is 
backed by Pass-Assured’s exclusive “Blue Ribbon” Guar-
antee. Simply stated, “.....if an eligible, registered user of 
PassAssured Training Program fails their PTCB exam, 
PassAssured will pay the registration fee ($120.00) for the 
second exam.”

fessions Code and of Title 16 of the California Code of Regu-

is both useful and practical. 

is structured with 6 major topics, 42 subsections, and 

PUBLICATIONS & PRODUCTS

Order. Indicate the items you want on this form, making sure the correct item number is included, and send it to: California Pharmacists Association, Attn: Bookstore, 
4030 Lennane Drive, Sacramento, CA 95834. You can also fax your order form to (916) 779-1401, order by phone at (916) 779-1400 ext. 321, or email your order 
to orders@cpha.com. Fax, email and phone orders must be paid by credit card.

Payment. All orders must be prepaid. Only purchase orders from institutions will be honored. All non-USA orders must be prepaid by checks drawn on a U.S. bank. 
Charges (MasterCard, Visa or American Express) require a $25 minimum purchase. Please be sure to include the expiration date of your credit card and the exact 
name on the card along with your signature.

Refund Policy. Any product ordered from CPhA, if unsatisfactory, must be returned within two weeks of shipping in order to receive a refund. CPhA will not be 
responsible for shipping costs of returned items.

Shipment. Please allow approximately 1-2 weeks for delivery within the continental United States and 2-4 weeks for shipments outside the USA. Shipping charges 
are above. Your order can only be shipped if proper payment has been received.
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 CPHA’S MARKETPLACE

Consultant Pharmacist for 
all pharmacy settings

Your one-stop solution for 
pharmacy related 

Questions in California.

• Do you have questions for setting up a new pharmacy?
•  Do you need a consultant to assess your setting for 

adherence to pharmacy rules and regulations?
•  Do you need periodic evaluation of your practice setting?
•  Are you mandated by any agency (such as the Board of 

Pharmacy) to retain a consultant pharmacist?
•  Are you a party to an investigation and have questions 

or need guidance?

Dr. Nahal Bahram
16 years of experience in healthcare

(818) 458-1681
www.consultantpharmd4u.com

Pharmacy Law 
Specialists 

Law Offi ces of Brown & Brown
Donald B. Brown Adam B. Brown

FREE CONSULTATION
(310) 792-1315

55 years of successful practice

Judge. Pro Tem, L.A. Muni Court 
Arbitrator, L.A. Superior Court

Pharmacy Board,Criminal 
Defense, Medi-Cal, DEA, etc. 

Statewide Practice

Federal Criminal Medi-Cal Fraud 
Defense

3848 Carson Street, Suite 206
Torrance, CA 90503

Phone: (310) 792-1315
Fax: (310) 792-0691

www.brownlawoffi ces.net

Stephen B. Mashney
Registered Pharmacist & 

Attorney at Law

MASNEY LAW OFFICES
501 N. Brookhurst, Ste. 306

Anaheim, CA 92801

TEL: (714) 535-5090
 Fax (714) 535-7263
sami@mashneylaw.com

http://www.mashneylaw.com
Pharmacy Board, Criminal Defense,

Medi-Cal, DEA, Malpractice

Law Offi ces of
McGuire Woods LLP

Herb Weinberg, Pharm. D., JD
Statewide Pharmacy Law Practice

FDA/ Board of Pharmacy/ DEA
Medi-Cal and Third Party Audits

Federal Criminal Defense (Medi-Cal Fraud)

1800 Century Park East 8th Floor
Los Angeles, CA 90067

(310) 315-8200

PHARMACIES

Selling your pharmacy?

Call (818) 342-5222 ext. 315
Massoud Javadizadeh

pharmacy broker specialist

Our marketing is second to none
Hundreds of qualifi ed buyers
Numerous satisfi ed clients

Free valuations and consultation
No fee unless we sell your

Pharmacy at a price you agree with

www.SunbeltCA.com

CONSULTING

Pharmacy Lawyer
35 years experience in pharmacy law

Former Deputy Attorney General 
Representing Pharmacy Board

Statewide representation of pharmacists 
In Pharmacy Board Matters, DEA,
Medi-Cal Audits, Civil Litigation.
Charter member of the California

Academy of Attorneys for Healthcare
Professional, Former Law Professor 

and Administrative Law Judge.

Reasonable Fees

Ronald S. Marks
A Professional Law Corporation
21900 Burbank Blvd., Third Floor

Woodland Hills, CA 91367

(818) 347-8112

great opportunities await 
both buyers and sellers.

ACT NOW
Call or Write:

Don Luthringer, Agent
P.O. Box 231037

Sacramento, CA 95823
Or

(916) 971-8150 (24 hours)
don@luthringerpharmacyservices.com

www.luthringerservices.com
37 years of experience!

LEGAL SERVICES

PHARMACY RELIEF

Advertise in the next issue of

(916) 779-1400, ext. 317

Advertise in the next issue of

(916) 779-1400, ext. 317

California 
PharmaCist

Pharmacy Space for Lease
in Medical Center in South Gate Ca,
e-mail: jbarkodar@yahoo.com
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CALENDAR

MAY 2007
 7-10  National Council for prescription Drug programs annual Conference, scottsdale, aZ

 14-16 NCpa- National legislation and government affairs Conference, Washington, DC

JUNE 2007
  24-2 american society of health-system pharmacists summer  

   meeting, san francisco, Ca

JULY 2007
 6-11  mcKesson pharmacy strategies Conference and tradeshow las vegas, Nv 

 10-15    amerisourcebergen National healthcare Conference & exposition, las vegas, Nv 

 14-18 american association of Colleges of pharmacy annual meeting, orlando, fl 

 20-24 Npha annual meeting- las vegas, Nv

 25-26 state board of pharmacy meeting, los angeles, Ca

 25-28 Cardinal health’s retail business Conference, boston, ma

 

AUGUST 2007
 11-15 NaCDs  pharmacy & technology Conference, boston, ma

SEPTEMBER 2007
 15-16 long term Care Weekend, pasadena hilton

   Cpha elections open

OCTOBER 2007- NATIONAL PHARMACISTS MONTH
 13-17 NCpa 109th annual Convention and trade exposition, anaheim, Ca

 18-21 Cshp seminar 2007, palm springs, Ca

 24-25 state board of pharmacy meeting- san francisco, Ca

 24-27 amCp 2007 educational Conference, boston, ma

   Cpha elections Close

NOVEMBER 2007
 10-11 synergy Conference, sacramento, Ca

 14-17 american society of Consultant pharmacists annual meeting, philadelphia, pa

DECEMBER 2007
 2-6 american society of health-system pharmacists midyear Clinical meeting, las vegas, Nv






