California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY
1625 N. Markel Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS

Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916)574-8618

NOTICE OF MEETING and AGENDA

Communication and Public Education Committee
Contact Person: Virginia Herold
(916) 574-7911

Time: 2:00 - 5:00 p.m,

Date: September 14, 2007

Place: First Floor Hearing Room
Department of Consumer Affairs
1625 N. Market Boulevard
Sacramento, CA 95834

This committee meeting is open to the public and will be held in a barrier-free facility in accordance with the
Americans with Disabilities Act. Any person with a disability who requires a disability-related modification or
accommodation in order to participate in the public meeting may make a request for such modification or

accommodation by contacting Karen Abbe at (916) 574-7946, al least five working days before the meeting.

Opportunities are provided for public comment on each agenda item. Board members who are not on the
committee may also attend and comment.

Note: Pharmacists and pharmacy technicians who attend the full committee meeting can be
awarded two hours of CE, in accordance with the board’s CE policy. A maximum of four CE hours
can he earned each year by attending the meetings of two different board committees.

Call to Order 2 p.m,
1. Consumer Fact Sheet Series with UCSF's Center for Consumer Self Care
2. Update Report of The Script
3. Development of New Consumer Brochures
4, Update on a Proposed Forum on Medicare Part D Plans
5

Medication Compliance Report by the National Council on Patient
Information and Education

o

Board of Pharmacy Web Site Redesign
Miscellaneous Consumer Issues/Articles in the Media

8. Update on the Board’'s Public Outreach Activities

Adjournment 5 p.m.
Meeting materials will be on the board’s Web site by September 7, 2007



Agenda Item 1

Consumer Fact Sheet Series
with UCSF’s Center for
Consumer Self Care
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Date: September 7, 2007
To: Members, Communication & Public Education Committee

Subject: Update on the Consumer Fact Sheet Series with UCSF's Center for
Consumer Self Care

BACKGROUND:

Four years ago, the board approved a proposal by the committee to integrate pharmacy
students into public outreach activities. The project involved UCSF students developing
one-page fact sheets on diverse health care topics for public education.

An important objective of the fact sheets was to develop new educational materials for
issues that emerge in the health care area and for which there is no or little written
consumer information available. This would aid the interns who develop the materials
and gain the experience of developing consumer informational materials. It also benefits
the board, because it gains an invigorated set of public informational materials that are
topical and not generally available.

The UCSF Center for Consumer Self Care works directly with the students to develop the
fact sheets, which are then reviewed by faculty members and then by the board. The
board distributes these fact sheets at community health fairs and has them available
online. The fact sheet format is intended to be attractive whether printed or photocopied.
Bill Soller, PhD, of the UCSF Center for Consumer Self Care is overseeing this project.

To date, nine fact sheets have been approved by the committee, as follows:

Generic Drugs — High Quality, Low Cost

Lower Your Drug Costs

Is Your Medicine in the News?

Did You Know? Good Oral Health Means Good Overall Health

Have You Ever Missed a Dose of Medication?

What's the Deal with Double Dosing? Too Much Acetaminophen, That's What!
Don’t Flush Your Medication Down the Toilet!

Thinking of Herbals?

Diabetes — Engage Your Health Care Team

These nine fact sheets have been translated into Spanish, Viethamese and Chinese.
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At the September 2006 committee meeting, Dr. Soller provided four new draft fact
sheets, as follows:

e An Aspirin a Day? ... Maybe, Check it Out!
e Uncommon Sense for the Common Cold

¢ Medication Errors, Mistakes Happen ... Protect Yourself
e Putting the Chill on Myths about Colds and Flu

The committee recommended changes to the draft fact sheets in September 2006, which
were provided to Dr. Soller. In January 2007, the board's new consumer outreach
analyst Karen Abbe noted several additional changes that needed to be made to the
draft fact sheets, and also requested annotated references to specific data contained in
the fact sheets.

At the April 2007 Communication & Public Education Committee meeting, Dr. Soller
provided edited versions of the four draft fact sheets. The edited versions contained
some of the suggested changes, as well as new language not previously included. No
annotated versions were provided for the committee.

Dr. Soller also provided additional (new) draft fact sheets for the committee’s review and
consideration:

¢ Preventing falls
e |s the site reliable?
e Yourrights as a patient and consumer of healthcare!

Dr. Soller also referenced the following draft fact sheets under development. To date,
the board’s staff has not seen these items:

Consumer reporting of adverse drug events
Driving when you are taking medicines
Tips for Parents

Allergies to medicines

Following the June 2007 Public Education Meeting, Dr. Soller provided a draft fact sheet
on pill-splitting.

UPDATE FOR THIS SEPTEMBER MEETING:

Since the April 2007 Communication and Public Education Meeting, board staff have
sought corrections to these fact sheets, and hoped to have the corrected versions and
the 12 proposed new fact sheets available for comment. However, as of this date, the
board does not have these materials. Additionally, the nine (approved) fact sheets
currently posted on the board’s Web site contain a previous UCSF Center for Consumer



Self Care address. Select fact sheets posted to the UCSF Web site contain the board’s
previous address at 400 R Street and (both) UCSF’s Parnassus Avenue and California
Street addresses.

On August 9, Board Member Schell and | met with Dr. Soller at UCSF to discuss the
future of the fact sheet series.

Dr. Soller indicated there is need for the Center for Consumer Self Care to be viable, and
as such, some projects which formerly were produced without a stipend could no longer
be pursued.

He proposed that while the Center for Consumer Self Care was interested in continuing
to work with the board on developing fact sheets, they could no longer do so without a
subsidy or some sort of subsidy. The suggestion was for the board to contract with UCSF
to develop 16 fact sheets over the next year, for a fee of $25,000.

Since this August meeting, there has been no additional work on the pending fact sheets
from UCSF. We have requested versions of the fact sheets that could modified, but have
not received these items.

Meanwhile, at the June meeting of the committee, Board Members Schell and Ravnan
and | agreed to contact California’s other pharmacy schools to learn if they were
interested in having their interns develop fact sheets in conjunction with the board,
working under the auspices of board staff. A report of these contacts will be provided at
this meeting.

The committee needs to determine what it wishes to do with respect to the fact sheet
series. | believe that steps need to be taken to revitalize this project in some manner
because this collaboration with interns holds the potential to benefit the board, the
interns, and most especially the public.



Agenda Item 2

Update Report of
The Script
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Date: September 7, 2007
To: Members, Communication & Public Education Committee

Subject: The Script

The next issue of The Script is planned for publication and distribution in January 2008.
The focus of this issue will be on new laws, questions and answers about pharmacy
practice asked of the board, and new regulation requirements. We will also include
detailed information about e-pedigree implementation and the board’s forthcoming fee
increases.

The committee may wish to discuss items for future newsletters at this meeting.
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Date: September 7, 2007
To: Members, Communication and Public Education Committee
Subject: Update on Development of New Consumer Brochures and Licensee

Outreach Material

Outreach Analyst Karen Abbe revised the text of some of the board’s public education
materials, and board staffer Victor Perez graphically designed the revised language.
Refinements will be made to the materials at the request of the Communication and
Public Education Committee (Committee) to ensure that the board’s mission is reflected
in all outreach materials.

1. Board of Pharmacy Overview Brochure and Complaint Brochure

The Committee approved revised text for both brochures on April 3, 2007. The
approved text was provided to the DCA Policy and Publications Development
Office on April 11, 2007. DCA edited the brochure titles and text and prepared
graphic layouts, which were provided for Committee review on June 27, 2007.

Committee members noted arithmetic errors in DCA's graphic layout of the
brochures, and expressed concerns about the language and images used. The
changes made by DCA revealed a lack of understanding of what the board does.
The Committee determined that both brochures should be reworked, using the
language previously approved.

Both brochures were modified, and graphic mockups were provided for review at
the July 2007 Board Meeting. Copies of the overview brochure and complaint
brochure are now available at the board's public counter, and will be distributed at
future consumer outreach events and available on the board’s Web site.

Prior to printing additional copies, Committee input on language, color, and layout
is encouraged for both brochures.

2. Prescription Drug Discount Program for Medicare Recipients

Ms. Abbe revised the text included in the board’s original brochure that was
developed in response to SB 393 (Speier, Chapter 946, Statutes of 1999). This
state program allows Medicare recipients to obtain medications at the Medi-Cal
price if the patients pay out of pocket for the medication. The revised text
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reflected the Medicare Part D Plan benefits that are now available to beneficiaries.
The revised text was reviewed by the Committee on June 27, 2007. The
Committee approved the revised language, but a meeting attendee questioned
whether the state program was still in effect. Ms. Herold subsequently confirmed
with the Department of Health Services that the state program is still in effect.

A graphic mockup is provided for review in the packet. Committee input on
content and layout is encouraged. Refinements, if needed, will be made to ensure
the accuracy of the information.

. What You Should Know Before Buying Drugs From Foreign Countries or Over the
Internet

Minor revisions regarding the board’s contact information were recently made to
the English version of this brochure. The same revisions were made to the
Spanish, Chinese, and Vietnamese versions of this brochure. Committee input on
this document is encouraged to ensure that relevant and meaningful information is
provided to the public. Revisions will be made at the Committee’s request.

. Pharmacist Licensure Information for Applicants

There is a wealth of information on the board’s Web site regarding instructions for
the pharmacist exam, but some applicants do not read this information or perhaps
do not retain it.

Ms. Abbe has drafted a fact sheet geared towards graduates of U.S. Schools of
Pharmacy, and a separate fact sheet geared towards foreign graduates who want
to qualify for a pharmacist license in California. Both fact sheets are being
reviewed by the Executive Officer, and drafts will be provided for review at the
next Committee meeting.

Meanwhile, attached is an article on pharmacist licensing information being written
for the next issue of the CSHP magazine.

. BOP Fact Sheet on Pill Splitting

Absent a draft fact sheet from UCSF’s Center for Consumer Self Care, Ms. Abbe
drafted text on the subject of pill splitting. The text is geared towards consumers,
and provides “dos” and “don’ts” on the practice of pill splitting. The Committee
reviewed the proposed text on June 27, 2007. Committee Members and the
public in attendance suggested revisions to the fact sheet, and revisions have
since been made to the fact sheet.



Copies of the fact sheet will be distributed at future consumer outreach events and
made available on the board’'s Web site. Additional revisions to the document will
be made at the Committee’s request.

. BOP Fact Sheet on Counterfeit Drugs

Ms. Abbe drafted a fact sheet geared towards consumers, and warning them
about the prevalence of counterfeit drugs. This document is in draft form, and
Committee input is encouraged to ensure that relevant information is provided to
the public. Revisions will be made at the Committee’s request.

. BOP Fact Sheet on a Traveling Medicine Chest

Ms. Abbe drafted a fact sheet geared towards consumers about items that may be
helpful to bring when traveling. This document is in draft form, and Committee
input is encouraged to ensure that relevant information is provided to the public.
Revisions will be made at the Committee’s request.

. BOP Fact Sheet on Vaccinations and Travel Outside the United States

Ms. Abbe drafted a fact sheet geared towards warning consumers about
vaccinations as they relate to travel outside the United States. This document is
in draft form, and Committee input is encouraged to ensure that applicable
information is provided to the public. Revisions will be made at the Committee’s
request.



Where to find more information

The board's Web site provides
consumer education material,
application material for licensing,
and information for ensuring
compliance with California
Pharmacy Law. The Web site also
provides information on board
meetings and critical forums vital
to pharmacy services where public
comments and input are
encouraged. Goto
www.pharmacy.ca.gov for
materials including:

Consumer Education Material

Applications and Forms

Complaint Resolution process

Publications and Newsletters

Pharmacy Law and Regulations

License Verification

Licensing Requirements and
Renewal Information

Public board and committee
meeting dates, agendas, meeting
materials and minutes

Did you know?

Anvone interested in receiving e-mail alerts about
updates to the boards Web site can join the boards
e-mail notification list. Go to to www pharmacy.cagov.
click on "Information For Consumers’, then scroll to
Join our e-mail list” E-mail alerts provide information
regarding:

B Regulations implemented or released for public
comment

Board newsletters when they are published
Agendas for public meetings when released

Questions and answers about new laws

Board actions frem board meetings

Consumers and licensees may also
call or write to the board:

.Caﬂfomia State Board of Pharmacy

1625 N. Market Blvd.,, Suite N-219
Sacramento, CA 95834

(916) 574-7900 September 2007
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Californians

Through Quality
Pharmacist’s Care

California State Board of Pharmacy &
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Who we are

The California State Board of Pharmacy (board)
serves the public as a consumer protection agency.
The board is part of the Department of Consumer
Affairs, which is in the executive branch of
California's government. The Governor is at the top
of the executive branch.

The board consists of 13 members, appointed to
four-year terms. Members can serve only two
consecutive terms. There are seven pharmacists
and six public members appointed to the board.
The Governor appoints the seven pharmacists, as
well as four of the public members. The Senate
Rules Committee and the Speaker of the Assembly
each appoint one public member. Public members
are individuals who are not licensed by the board.

Members of the board appoint the executive
officer, who directs board operations and oversees
a staff of more than 55 people. The staff includes
over 20 pharmacists who inspect licensed premises
and investigate suspected violations of pharmacy
law. The board is self-funded through licensing
fees, and receives no tax money from the General
Revenue Fund of California.

.

How we protect
the public

The board develops and enforces regulations to
protect the public from the misuse and diversion of
prescription drugs from pharmacies. The board
licenses pharmacists, pharmacist interns, pharmacy
technicians, and designated representatives (those
involved with wholesaling medicine and medical
devices, but who do not hold a pharmacist license).

The board also regulates firms that distribute
medicine and medical devices in California. These
firms include community pharmacies, hospital
pharmacies, clinics, out-of-state pharmacies that fill
prescriptions and deliver them to patients in
California, and wholesalers who ship medicines into
California.

To become a licensed pharmacist, an individual must
graduate from an accredited pharmacy school, pass
two examinations, and complete experience in both
community and hospital pharmacies. In addition,
continuing education is required for a pharmacist to
renew his or her license.

What we do

Under California law, the board’s mandate is
consumer protection. The board oversees those that
compound, dispense, store, ship, or handle
prescription drugs and medical devices to patients
and practitioners in California. Currently, the board
licenses over 100,000 pharmacists, pharmacies, and
other individuals and businesses who are involved in
these activities. The board sets standards and

Did you know?

Information regarding license status and official
actions taken in connection with a licensee, if
known, are disclosed to the public upon request.
You can obtain: -

Licensee Name
License Number
Name of Licensed Facility Owner (including the
corporation name and corporate officers) and
the Pharmacist-in-Charge
Address of Record
Date the original License was issued
License Expiration Date
Current License Status
Letters of Admonishment
Citations :
Referrals for formal Disciplinary Action
Accusation/Petition to Revoke Probation
- Board Decisions
Temporary Restraining Order
Automatic Suspension Order
Summary Suspension Order
Interim Suspension Order
Penal Code 23 license restrictions

licenses those who comply with these
standards to ensure practitioners and
businesses possess necessary skills and follow
essential components.

The board ensures that pharmacists provide
patients with quality pharmacist care when
dispensing prescribed medicine, providing
information to protect patients to prevent drug
misadventures, and taking responsibility for
therapeutic outcomes resulting from their
decisions.




HOW TO FILE A COMPLAINT

Complaint forms are found at www.pharmacy.ca.gov.
The form may be filled out and submitted electroni-
cally, or the form can be printed and filled out by
hand. The completed form must be sent to the
California State Board of Pharmacy, 1625 N. Market
Blvd., Suite N-219, Sacramento, CA 95834. An on-line
complaint form is also available on the Web site that
can be submitted electronicatly

WHAT HAPPENS TO MY COMPLAINT?

The board strives to complete most investigations
within 120 days. Routine investigations may take up
to 90 days, while more complex cases requiring
extensive investigation may take longer.

If the complaint is within the board's jurisdiction, the
complaint will be referred to staff for mediation or
investigation. If the complaintis not within the
board's jurisdiction, it may be closed with no action
taken or referred to another agency that may have
jurisdiction. A complaint could result in disciplinary
action being taken against a licensee ranging from a
reprimand, a citation and fine, or revocation of the
ficense with loss of the right to practice or operate a
pharmacy.

If you write to the board and request information
regarding the outcome of a complaint, the board will
respond in writing. The following information may be
obtained:

- The date the complaint was received by the board
- Asummary of the investigation

The outcome or type of discipline
Formal disciplinary actions are a matter of public
record, as are the names of licensees, their license
numbers, their address of record, the date the original

license was issued, and the current status (active or
inactive) of that license.

r. CALIFORNIA STATE BOARD OF PHARMACY
[ %

: FOR MORE INFORMATION ABOUT THE BOARD,
LICENSING, OR THE COMPLAINT PROCESS, YOU MAY:

' VISIT THE BOARD'S WEB SITE AT
] WWW.PHARMACY CAGQOV

WRITE TO THE BOARD AT
1625 N. MARKET BLVD, SUITE N-213
SACRAMENTO, CA 95834

CALL THE BOARD AT
{916) 574-7900
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COMPLAINT RESOLUTION

A primary way the California State Board
of Pharmacy (board) protects the public
is through the investigation of consumer
inquiries and complaints involving the
care patients have received. Errorsin
filling prescriptions or suspected miscon-
duct by a pharmacist may be violations
of pharmacy law, and should be
reported, whether or not a patient was
harmed. The board does not have
jurisdiction over drug prices charged by
the pharmacy or prescription billing
disputes with insurance carriers.

The board advocates and enforces laws
that protect the health and safety of
patients, and encourages submission of
complaints and inquiries from the public.
Each complaint is evaluated to deter-
mine if the complaint involves a pharma-
cist, pharmacy, or firm regulated by the
board, and whether the complaint
involves a violation of California
Pharmacy Law.

B

WHAT IS PHARMACIST
MISCONDUCT?

Examples of misconduct by a pharmacist
include (but are not limited to) instances
where:

The pharmacist fails to counsel you
about how to take a new prescrip-
tion medicine (or a prescription with
changed instructions) and its
possible side effects

A non-pharmacist counsels you
regarding your prescription

A pharmacist is not present and your
prescription is filled by a non-
pharmacist

A pharmacist fails to maintain the
confidentiality of your prescription

A pharmacist appears unable to
function safely (due to alcohol or
drug abuse)

The pharmacy is dirty, cluttered, or
looks unsanitary

A pharmacist fails to assist you in
obtaining a prescribed drug or
device from another pharmacy,
when the drug or device is out of
stock

A pharmacist fails to assist you in
obtaining a prescribed drug or
device from another pharmacy,
when the pharmacist refuses to fill
the prescription for ethical, moral, or
religious reasons

WHAT ARE PRESCRIPTION
ERRORS?

Examples of prescription error violations
include (but are not limited to) instances
where:

- Incorrect information is entered on
the label of the prescription
container

A prescription is dispensed with the
wrong drug or wrong dosage

« A prescription is refilled without
proper authorization from the
prescribing physician

A generic drug is substituted for a
brand name drug, without informing
the patient of the substitution

A prescription is filled using drugs
whose expiration date has passed



A. Prescription pricing can differ from
pharmacy to pharmacy under this
program. Most of the time this will occur
because different drug manufacturers
charge Medi-Cal different prices for the
same drug.

Q. [ just refilled my prescription, and it
cost more than fast time, why?

A. Prescription drug manufacturers change
their prices periodically. Price increases
occur throughout the year, and for some
drugs, many times during the year.
Medi-Cal updates the prices it pays for
drugs in its computer every month. If
your prescription price does increase,
you can ask your pharmacist if the
manufacturer has increased the price.

Q. If | already have prescription
coverage, will this program affect me?

A. The program covers Medicare patients
who themselves pay the full drug price.

If you have prescription drug coverage

through an insurance plan, your

pharmacy is not required to charge the
insurance company the Medi-Cal price,
even if you are a Medicare patient.

However, if you have prescription

coverage, it might be advantageous to

use the program if:

e You have reached your yearly or
monthly prescription maximum paid
amount under your insurance program
and now have to pay full price for your
prescriptions.

e Your prescription insurance doesn't
cover a certain drug prescribed for
you.

¢ You have a deductible to meet before
your coverage begins.

Q. Will this program affect my Medicare
coverage?

A. No. This program does not affect your
coverage under the Medicare program.

Q. Can | receive the Medi-Cal price from
my mail order pharmacy?

A. Yes, if that pharmacy is a Medi-Cal
provider.

Q. Who do [ cail if | believe the pharmacy
is not charging me the right price, and
| haven't been able to work it out with
the pharmacy?

A. You can contact the California State
Board of Pharmacy, Monday through
Friday between the hours of 8 a.m. and
5 p.m. at (916) 574-7900.

Obtaining prices from several
pharmacies may help you find the lowest
cost, but it's best to get all your prescriptions
from the same pharmacy. This way the
pharmacist can record all the medications
you are taking and what you are taking them
for, and your pharmacist can tell you what to
do if you have a bad reaction to a drug or
find that a drug isn't working. Also, the
pharmacist can check your new prescription
to make sure it won't react badly with
medicine you're already taking. Proper
pharmaceutical care can protect your health
or even save your life!

16235 N. Market Blvd, Suite N-219
Sacramento, CA 95834
(916) 374-7900

www.pharmacy.ca.gov
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You may be able to save up to
40% on the cost of your
prescriptions not available under
Medicare Part D, the Medicare
Prescription Drug benefit. All you
need is your Medicare card!
California law makes it possible for
Medicare recipients to obtain their
prescription drugs at a cost no
higher than the Medi-Cal price for
those drugs.

California State Board of Pharmacy
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. Show your Medicare card to the
pharmacy staff.

. Give your prescription to the pharmacy
staff, and ask for the Medi-Cal
prescription price. Ask if that is the
lowest price the pharmacy will accept for
the drug.

. If the Medi-Cal price is the lowest price,
you can pay that price, plus a small
processing fee of 15 cents, for the
prescribed drug. The processing fee is
intended to reimburse the pharmacy for
electronically checking Medi-Cal for
prescription pricing information.

. Pay for the prescription in full at the
pharmacy. If you have prescription drug
coverage, your insurance company is not
eligible to receive the Medi-Cal price.

. Only Medi-Cal provider pharmacies are
required by law to offer and accept the
Medi-Cal price as payment for
prescription medication for Medicare
recipients, but non-Medi-Cal pharmacies
may also offer the Medi-Cal price if they
choose.

. What is the Prescription Drug
Discount Program for Medicare
Recipients?

. Itis a program that requires Medi-Cal
provider pharmacies to charge Medicare
recipients no more than the Medi-Cal
price for their prescription drugs.

.Who is eligible?

. Anyone who has a Medicare card is
eligible. That includes seniors over age
65 and those under age 65 who are
disabled and have a Medicare card. You
do not have to be on Medi-Cal.

.Is Medi-Cal paying for my

prescription?

. No, Medi-Cal is not paying for the

prescription. You, the Medicare recipient,
are still responsible for paying for the
prescription medication and the
processing fee.

. Do | have to fill out any forms to take

advantage of the program?

. No. All you need is your Medicare card.

. Does the program work for drugs not

covered under the new Medicare Part
D benefit?

. Yes. When you give your prescription to

the pharmacist, show the pharmacy staff
your Medicare card, and request the
Medi-Cal price rate. The pharmacist will
electronically check Medi-Cal for the
price of the prescribed drug, and you will
be eligible to buy the drug at that price,
plus the 15-cent fee.

. How does the discount program work

with telephoned prescriptions?

. Ask the doctor’s office to advise the

pharmacy that you are a Medicare
patient when they phone in your
prescription. Then show your Medicare
card when you pick up your prescription.
For future prescriptions, it is also a good
idea to ask your regular pharmacy to
note on your record that you are a
Medicare recipient.

. What drugs are covered?
. Virtually every prescription medication is

covered including both generic and brand
name drugs; however, over-the-counter
drugs and drugs that the pharmacist has
to compound are not covered under this
program.

Q.

A.

>0

>

Can | go to any pharmacy | want to get
the Medi-Cal price?

Only Medi-Cal pharmacy providers are
required to charge a Medicare recipient
no more than the Medi-Cal prescription
price; however, most pharmacies in
California do participate in the Medi-Cal
program. Ask your pharmacy ifitis a
Medi-Cal provider. Some non-Medi-Cal
pharmacies are willing to charge a similar
prescription price.

. How much money will | have to pay?
. What you pay will depend on the

medication, but it will not exceed the
amount Medi-Cal pays the pharmacy for
the medication, plus the 15-cent
processing fee.

. How much money will | save?
. Again, that will depend on the

medication, as well as the quantity
ordered and the drug manufacturer.
Several companies, with each charging a
different price, may manufacture the
same drug.

.How do [ know I'm being charged the

right amount?

. Ask the pharmacist for a printout of the

Medi-Cal information obtained through
the pharmacy’s computer. Be sure to
make this request when you hand your
prescription to the pharmacy staff or
when the doctor’s office calls in the
prescription.

. I have called four different pharmacies

and have received four different
prices. Why is that?
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California State - “Prescription drugs"

. = T means those drugs that
Board of Pharmacy PUFChZSfIJg Ereqaejltl)/ 'if;:s:;ﬁ?t;‘l;‘:n‘lﬁe
Tel: (916) 574-7900 e gerous ¢
Web: www.pharmacy.ca.gov Prescription Drugs Asked sold only after a health

. care‘provider (for ex-
QUES[]OI]S ample, a doctor or -
nurse) has examined a
patient and ordered:the

from Foreign
Countries and

. , Canlbring drug for the patient.
Reducing Drug Costs Q prescription The order is typically
S S S e s g l : drugs I buy out- called a prescription.
The prices of prescription drugs are high. side the USA into Consumers cannot
Whart You Should

legally purchiase the
prescription drugs
legally? ‘without an order or
prescription from a
health care provider
A Food and Drug whohas examined the

Some patients go without food in order the country
to purchase their medications or reduce
the quantity of prescription drugs they
are supposed to take to make a supply of The Federal
medication last longer. Other patients
simply don’t purchase medication Administration

prescrii?ed for them because it 1s too (the FDA) regulates prescription drugs
€Xpensive. made in the USA. Under federal law it is
illegal for anyone except a drug manufac-
turer to import prescription drugs into the
USA. There are strict requirements on
drug manufacturers who import drugs.

Know Before
Buying Drugs
From Foreign

Countries or Over
the Internet

Today, many patients are seeking lower
priced drugs from nontraditional sources
— places other than their local pharma-
cies. Some patients are purchasing pre-
scription drugs from foreign

These import laws were established for

countries, typically Canada or Mexico,
because the prices are lower. Other
patients are purchasing drugs online,
from companies they do not know.
Some patients purchase these drugs
online without a prescription written for
them by a health care provider.

Can you purchase drugs for lower prices?
What should you know about purchasing

consumer protection — so that the only
drugs available in the USA have been
made by companies approved by the
FDA, and have been manufactured at
locations inspected by the government to
produce the specific drugs. These laws are
important for consistency — and uniform-
ity — so that a specific drug has the same
ingredients, strength, and will act in the
same way regardless of who manufac-

drugs from foreign tures the drug or when
countries? What about purchasing drugs “Qver the Counter the drug was made.
over the Internet? Do you really need a Drugs” (orOTC This is important be-
prescription before you obtain prescrip- drugs) are the drugs cause it means the

: ¢ that you can buy
gon.drugs? The follow- without a prescription Strength of the drug
ing information may help

_ ! ; (forexample, aspirin. - will be the same for
you in making wise or cold medicines). every dose.
choices. Consumers can go to
a store and select
OTC drugs them-
selves.
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Frequently Asked Questions (continued)

Such consistency in your

medication is important

. for health care providers

to treat you, and for you to

.y receive the drug treatment
planned and prescribed for
you.

However, the FDA does not always en-
force provisions for importing prescrip-
tion drugs. Sometimes prescription
drugs that are not FDA approved for
sale in the USA are allowed in the USA
on “humanitarian grounds™ to treat seri-
ous conditions such as AIDS before the
drugs are approved for use in the USA.
Also, in the past the FDA has not en-
forced provisions against those who ob-
tain a 90-day supply of medication for
their personal use.

. Why are prescription drug prices
€ lower in other countries than here at
~ home?

~ There are a number of reasons.
A Among them: some governments
*7 set maximum drug prices for pre-
scription drugs which holds down drug
prices. In the USA, the government
does not set maximum prices overall for
prescription drugs. Also, typically the
costs of researching and developing new
drugs are passed on to American cus-
tomers as part of a
drug’s price.

* Why are prescription
drug prices different at
the local pharmacies in my
neighborhood?

There are a number of
reasons — among them:

¢ Volwme discounts -- some pharmacies
can purchase drugs from wholesalers
at lower prices than other pharmacies,
based on the quantities of drugs sold or
whether the pharmacy is part of a buy-
ing group with other pharmacies.

>

Rebates —money is sometimes paid to
pharmacies by drug manufacturers for
sales of particular drugs. Not all
pharmacies may get these rebates.

<

Overhead -- charges that cover the
expenses for the operations of the
pharmacy and the services provided by
the pharmacy.

Are the drugs [ get from a foreign
) country lower in quality or strength?

The drugs you obtain this way may be
A~ of the same quality as those you get in

the USA — the prescription drugs may
even have been manufactured here.
However, you cannot tell what the drug is
just by looking at it. If the drugs are coun-
terfeit, are of a different strength, have
been stored improperly or are not really the
drugs the label says they are, a patient us-
ing such drugs could suffer serious health
problems.

Is the Internet a good way to
purchase prescription drugs?

Sometimes. Be cautious and careful.

.

*

*

>

>

-

Make certain you are dealing with a
pharmacy, and not another type or unknown
form of drug supplier. Some businesses
operating what appear to be Internet
pharmacies are not pharmacies

at all.

Learn where the company is located — it may
be located outside the USA in a country you
know little about and where there is little
government regulation of drug supplies.

Beware if you do not need a prescription to
purchase prescription drugs. The
requirement for a prescription from a health
care provider who has examined you is a
legal requirement that exists to protect your
health.

Be careful if you must provide personally
identifiable information (health information,
social security number, credit card numbers)
-- identity theft is a growing problem and
you may not know to whom you are
providing this sensitive and important
personal information.

Evaluate all costs for purchasing the drugs
this way — it may not be cheaper after all.

Purchase prescription drugs only from sites
that are certified by national organizations —
like the National Association of Boards of
Pharmacy VIPPS seal on the Web site (the
California Board of Pharmacy can help you
with this information).

Advise your health care provider if you
obtain prescription drugs this way.

Before buying drugs from
a foreign country or over
the Internet, carefully
consider your options.

¢ Beware of any changes in your
health after taking any drug ob-
tained this way. Ifthere is a change
or if you feel differently, talk to
your health care provider.

¢+ Consider whether you want to give
a credit card number to a company
that is making these purchases for
yvou.

¢ Determine the handling and other
extra fees you pay for imported
prescription drugs. How much will
vou really save?

¢ Ask any company that orders pre-
scription drugs for you what it will
do if there is a problem with the
medication you receive.

¢+ Keep your health care provider in-
formed.

vese=os., For further assistance, please contact:

California State Board of Pharmacy
1625 North Market Blvd., Suite N219
Sacramento, California 95834

Phone: (916) 574-7900

Or visit us on the web at:
www_pharmacy.ca.gov
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Comité de Farmacia del
Estado de California

Tel; {316) 574-7800
Web: www.pharmacy.ca.gov

s Qué necesita
saber antes de
comprar

medicamentos de
paises extranjeros

o por Internet?

Compra de medicamentos
de prescripcion (o por
receta) de paises
extranjeros y reduccion del
costo de los mismos

Los precios de los medicamentos por receta
son elevados. Algunos pacientes incluso re-
ducen su alimentacion con la finalidad de
comprar sus medicinas o disminuyen la canti-
dad de los medicamentos recetados que su-
puestamente deberian tomar para hacer que
los mismos les duren mas. Otros pacientes
simplemente no compran las medicinas que
se les han recetado porque son muy caras.

Actualmente, muchos pacientes estan bus-
cando medicamentos con precios mas reduci-
dos a través de fuentes no tradicionales, en
sitios distintos a sus farmacias locales. Algu-
nos pacientes estan comprando medicamen-
tos por receta en paises extranjeros, normal-
mente en Canada o México, debido a que sus
precios son mas bajos. Otros pacientes estan
comprando sus medicamentos en linea, de
companias que no conocen. Algunos pacien-
tes compran estos medicamentos en linea sin
una receta por escrito que les haya entregado
un medico.

(Puede obtener medicamentos a precios mas
bajos? ;Qué necesita saber acerca de la com-
pra de medicamentos en paises extranjeros?
¢Qué debe saber acerca de comprar medica-
mentos por Internet? ;En verdad necesita
una receta para obtener medicamentos de
prescripcion? La siguiente
informacion le podra ayu-
dar 2 tomar decisiones
inteligentes.

Preguntas
frecuenrtes

(Puedo introducir

legalmente al pais

los medicamentos
de prescripcion que he
comprado fuera de los
Estados Unidos?

“Medicamentos de pres-
cripeion (o por recet)
significa que estos medica-
mentos se consideran peli-
grosos, por lo que solo
deben venderse mediante
receta de un profesional
médico debidamente acre-
ditado (por ejemplo, un
médico o una enfermera)
que previamente haya exa-
minado al paciente y receta-
do el medicamento para el
mismo. A la receta normal-
mente se le denomina pres-

cripcién médica. Los consu-
midores no pueden comprar
La Federal Food legalmente los medicamen-

and Drug tos de prescripcidn sin una
Administration (la ~ Tec¢ta de un profesional

A médico que haya examinado
FDA) regula los medi- 4 paciente.
camentos de prescrip-
cion fabricados en los
Estados Unidos. De acuerdo con las leyes fe-
derales, es ilegal que cualquier persona, con
excepcion de los fabricantes fanmacéuticos.
importen medicamentos de prescripcion a los
Estados Unidos. Existen requisitas muy estric-
tos para los fabricantes farmacéuticos que im-
portan medicamentos.

R

Estas leyes de importacion se establecieron
como proteccion para el consumidor, de modo
que los tnicos medicamentos disponibles en
los Estados Unidos son los fabricados por las
compaiiias que han recibido la aprobacién de
parte de la FDA, ademas de ser fabricados en
Instalaciones bajo inspeccion gubemamental
para la fabricacién de medicamentos especifi-
cos. Estas leyes son importantes por su consis-
tencia y uniformidad. de modo que un medica-
mento especifico contiene los mismos ingre-
dientes y concentracion, ademas de que su
accion sera la misma

“Los medicamentos de
venta libre” {0 medica-
mentos OTC) son los
medicamentos que usted
puede comprar sin una
receta o prescripcidn (por
ejemplo la aspirina o los
medicamentos contra la
aripe). El consumidor
puede ir directamente ala
tienda o farmacia y com-
prar los medicamentos
OTC.

independientemente de
quién haya fabricado el
medicamento y cuando
Estos es un factor muy
importante debido a que
esto significa que la acti-
vidad o fuerza del medi-
camento serd la misma
para cada una de las do-
sIs.




Preguntas frecuentes (continuacion)

Esta consistencia en sus
medicamentos es importan-
te para los profesionales
médicos que le ofrecen un
tratamiento, ademas de que
usted recibe el tratamiento
farmacologico planificado y prescrito espe-
cialmente para usted.

Sin embargo, l1a FDA no siempre puede pre-
ver la importacion de medicamentos de
prescripcion. En algunas ocasiones los me-
dicamentos de prescripcion no aprobados
por la FDA para su venta en los Estados
Unidos tienen un permiso para su circula-
cién en los Estados Unidos por “motivos
humanitarios™ para el tratamiento de condi-
ciones serias como por ejemplo el SIDA,
antes de que dichos medicamentos sean
aprobados para su uso en los Estados Uni-
dos de Norteamérica. Asimismo, en el pasa-
do la FDA no habia establecido disposicio-
nes en contra de aquellos que obtenian un
suministro de medicamentos por 90 dias
para su uso personal.

;Por qué existen medicamentos de
iy prescripcion a precios mas bajos en

otros paises en comparacion a los que
se obtienen en el mercado local?

Existen diversas razones. Entre ellas

podemos mencionar: algunos gobiernos

establecen un precio maximo para los
medicamentos por receta, lo cual reduce sus
precios. En los Estados Unidos el gobierno
no establece precios maximos globales para
los medicamentos de prescripcion. Asimis-
mo, es normal que los costos de investiga-
cion y desarrollo se
transfieran a los
clientes en Nortea-
meérica como parte
del precio del medi-
camento.

P (Por qué los precios de los

medicamentos por receta
difieren en las distintas farmacias
de mi localidad?

Q&
(L)

Existen diversos motivos,
R entre los que se pueden men-
cionar:

-

Descuentos por volumen: algunas farmacias
pueden comprar medicamentos a mayoristas
con precios mas reducidos en comparacion
con otras farmacias, el descuento se basa en
la cantidad de medicamentos vendidos o si la
fanmacia es parte de un grupo de compras
junto con otras farmacias.

>

Reembolsos: algunas veces los fabricantes
pagan dinero a las farmacias por ¢l nimero
de ventas de un medicamento en particular.
No todas las farmacias pueden obtener estos
reembolsos.

-

Gustos generales: cargos que cubren los
gastos de operacion de ta farmacia y los ser-
vicios que ofrece.

(Los medicamentos que obtengo de un pais
P extranjero tienen una fuerza o calidad me-
nor?

Los medicamentos que usted obtiene de
R esta manera son de la misma calidad a los
que obtiene en los Estados Unidos, inciuso los
podrian haberse fabricado aqui.
Sin embargo, usted no puede determinar la
calidad del medicamento simplemente miran-
dolo. Si los medicamentos son falsificados o
tienen una fuerza diferente, si se han almacena-
do de manera inadecuada o el medicamento no
es el de la etiqueta, el paciente que los use pue-
de sufrir problemas serios de salud.

¢Es la Internet un buen medio pa-
ra la compra de medicamentos?

En algunas ocasiones. Tenga cuidado y tenga precau-
cién

+ Aseglirese de que esta realizando su compra en una
farmacia y no con otro tipo de proveedor, o de un
desconocido. Algunos comercios que aparecen en
Internet en realidad no son farmacias, aunque asi lo
aparenten.

¢ Determine la ubicacion de la compaiiia, podria estar
localizada tuera de los Estados Unidos, en un pais
que usted no conozca y en donde existen muy pocas
normas gubermamentales para el suministro de me-
dicamentos.

*

Tenga cuidado cuando no se le pide una receta para
la compra de medicamentos de prescripcion. La
necesidad de una receta de un profesional médico
que le haya examinado es un requisito legal estable-
cido para proteger su salud.

¢ Tenga mucho cuidado cuando se le solicite infor-
macién personal sensible (informacion acerca de su
estado de salud, su numero de seguro social, nime-
ros de su tarjeta de crédito): el robo de este tipo de
informacion es un problema creciente y es posible
que usted no sepa a quién le estd revelando esta
informacion personal sensible e importante

*

Evalie todos los costos que implica la compra de
medicamentos de esta manera, podria no ser tan
economico después de todo.

¢ Compre medicamentos de prescripcion inicamente
en los sitios que cuenten con certificacion de organi-
zaciones nacionales, como por ejemplo las que os-
tenten el sello de la National Association of Boards
of Pharmacy VIPPS en su sito en Internet
(California Board of Pharmacy puede ayudarle con
esta informacion).

-

Pida consejo de su profesional médico si obtiene
medicamentos de prescripcion por esta via.

Antes de comprar medica-
mentos de un pais extranjero
o por Internet, considere con
cuidado sus opciones.

¢+ Manténgase al tanto de los cambios en
su salud después de usar cualquier me-
dicamento obtenido de esta manera. Si
detecta cualquier cambio o se siente
diferente. consulte a su doctor o profe-
sional médico.

¢ Considere si desea darle su nimero de
tarjeta de crédito a una compaiiia para
que realice estas comprar por usted.

¢ Determine los costos adicionales por
envio o cualquier otro cargo adicional
que deba pagar por los medicamentos
importados. ;Cuadl es en realidad su
ahorro?

¢ Pregunte a la compaiiia a la cual orde-
na los medicamentos de prescripcion
qué debe hacer en caso de que se pre-
senten problemas con el medicamento
que usted reciba

¢ Mantenga informado a su profesional
médico o doctor de cabecera.

Lok Para obtener mas informacion, por
favor péngase en contacto con:

California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219
Sacramento, California 95834
Teléfono: (916) 574-7900

o oo O visite nuestra pagina en:
Wwww_pharmacy.ca.gov
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Huiii Noding D8dic Khoa
Tieau Bang California

Niedin thouti: (916) 574-7800
Muing: www.phammgcy.ca.gov

Nhodng gi caan
biedt troouc khi mua
thuodc too ngoaii
quodc hay trong
maing Internet

Thating Chin 2007

Mua thuodc theo toa toe
ngoaii quodc vao giaim
chi phi thuodc men

Giau thuoac theo toa raat maéc. Moit soa
bednh nhaan phaiii bod aén méui cou
thea mua f66ic thuoac. hay phadi giaim
soa l66ing thuodc theo toa mag hoi phati
uodng fied cou tieap liedu thuoac laau
hon. Nhieau beanh nhaan khauc khodng
mua thuoac bauc so cho toa vi chuung
quau maéc.

Ngaoy nay, nhieau bednh nhaan tim
thuodc giau thaap bean ngoaoi — téo
nh6ong ndi khauc hon lae dodic phoeng
fida ph6ong. Moit soa beanh nhaan mua
thuodc téo calic quodc gia khauc nho Gia
Nad Naii hay Mea Tady C6. vi giatl reG
hén. Moit soa beanh nhaédn khatc mua
thuodc troic tuyean, too calic coang ty
hoi khodng toeng bieat nean. Modt soa
besnh nhadn mua catc thuodc naey troic
tuyean mae khodng cou toa batc so.

Quyu vo cou thea mua thuoéc re
khoang? Nhoong gi caan bieat khi mua
thuoac ngoaii quoac? Coon mua thuoac
troic tuyean trong Intemnet thi sao? Quyu
va cotl thoic so1 caan toa thuodac fiea mua
thuoac theo toa? Thoang tin sau fiady cou
thea giuup quyu vo tim choin l6ia khodn
ngoan hon.

Cauc thaée
maéc thoang
thébong

Todi cou thea
mang thuoac

Thuode theo toa" cou
nghoa lao canc thuoac
fi6dic xem lao nguy hiedm
vap cha fidic baun cho
beanh nhadn sau khi hoi
fiodic nhoum chaém souc
souc khotie (thi dui nhé
baiie 6 hay y tai) khaom
vag ban leanh cho thuoac.
Leanh cho thuodc thodeng
6dic goii lao moét toa

thuode. Ngdboi tiedu
dueng khodng thea mua
thuodc theo toa hoip
phauip neau khoang cou
leénh cho thuodc hay toa
thuoac tée nhoim chaém
souce sone khotie fiad
khaiim beénh nhadn

theo toa mua toe
quodac gia khauc
ngoaoi Hoa Kve
vaoo noduc hoip
phaup khodng?

N C6 Quan Y Tea

Liean Bang (Federal Food and Drug

Administration, hay FDA) nieau
haenh thuoac mua theo toa ched biean
trong Hoa Kye. Theo luait liedn bang,
ngodei naso khatuc hadng chea biean
thuodc nhaap caiing thuoac vaeo Hoa Kya
lao fiieau phaim phatp. Cou raat nhieau
quy luait nghieam khaéc cho hadng chea
biean thuoac nago nhaip caling thuoac.

Cauc luaat nhaép caling naoy iddic
thaenh laap fiea baGio vea ngoodai tiedu
dupng — cha cou cauc thuodc cou trong
Hoa Ky i166ic ched biean toe caic coang
ty iodic FDA chadp thuain, vae fiad
fiodic ched biean téo caic noa fiedm
fiooic chainh quyean thanh tra fie satn
xuaat cauc thuoac fiaée thue. Cauc luait
naey raat quan troing cho muic fiich nhaat
quain - vao noang daing — fied moai loaii

thuoac fiaéc thue cou
cueng thaenh phaan,
flod mainh, vae sed
cou tauc duing gioang
nhau baat kea hadng
khoang caan phati cot B i
toa thuodc (thi dui nhd naﬂo, saun xua,at
aspirin hay thuodic caiim thuoac hay khi naco
cuiim). Ngooei tiedu thuodc nooic chea
dueng cou thed fil fiedan bied N M aoy: FaiE
tiedm vaa t6i choin 1€an. IN1€au nagy raa
thuoac OTC.

"Thuoac mua khodng
caan toa" (Over the
Counter Drugs, hay
QTC) lag catic thuoac
cou thed mua mao
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Cauic thaée maéc thoang thooong (tieap theo)

Taunh chaat nhadt quaun
cuda thuodc radt quan
troing cho cauc nhoum
chaém souc souc khode
", trong viedc choda trd cho

quyl vo, vae fied thuoac

choda tro f1o6ic hoaich
fionh vag fivdic cho toa chz rieang cho
quyu vo.

Tuy nhiedn, FDA khoang thaic thi chaét

Taii sao giau thuoac theo

toa khatc hon taii cauc

dooic phoeng fida phodng
trong laung gieang?

Cou nhieau nguyedn
N nhafn. trong soé fou lag:

¢ Giaim giai theo khodi [66ing -- moat
soa dodic phoeng cou thed mua thuoac
to@ calc fail lyu thaap hén so voui cauc
dooic phoong khauc, déia tredn sod

Internet cou phaii lae moit
cauch toat fied mua thuoac

Noai khi. Nhong nean deo daét vao thain

troing.

¢ Nedan bieat minh mua qua moéit dodic
phoang naoo, khoang nedn qua moit nhoum
cung 6ung khodng tedn tuoai. Moit soa kinh
doanh fiieau haenh theo hinh thouc doéaic
phoeng Internet, nhéng hoi hoaen toaen
khodng phatii lag moit dodic phoong.

*

Tim hiedu xem coéng ty fiou 60 fiadu — hoi

Trioéuce khi mua thuoac

toa ngoaii quoac hay

Internet, nein thain

troing couu xeut cate

choin léia.

¢ Neidn cainh giatc baat cou thay

flodi gi vea souc khole cufia minh
sau khi dueng thuoac mua theo
cauch naey. Nedu cou gi thay fioai

ched caic fiieau khoaiin vea nhadp caling
thuoac theo toa. Noai khi caiic thuodc theo
toa khoang n66ic FDA chadp thuain cho
baun trong Hoa Kya, laii fiééic cho pheup
vaoo Hoa Kya vi "lyu do nhadn fiaio" fied

cotl thea naém 80 ngoasi Hoa kyo. trong hay cot calim giauc khatc lai, nean
modt quodc gia quvu vo raat it biedt fiean, bagn thatio voui nhoum chaém

vag ndi fioll cotl raat it chaunh quyean fileau soue.

haenh tredn thuodc tieap liedu. .

166ing thuoac baun, hay dédic phoeng
flou col naém trong nhoum mua voui
cauc dadic phoeng khauc hay khoang.

* Hai giair —Noai khi caic dodic phoeng Couu xeut kyd xem cou nean cho

choda tro catic beanh nghieam troing nho

AIDS troduc khi thuodc fgoic chaap

thuadn cho s60 duing chaunh thouc trong

Hoa Kyo. Noang thogi, trong quat khot
FDA cudng khodng kieam soaut catc
fileau khoatn fioai voui nhodng ngddei

mua thuodc 90-ngaey tiedp liedu fiea sod

duing cau nhaan.
H

Taii sao thuodac theo toa red hén trong

cauc noduc khatce so voui trong noduc?

Cou nhiedu nguyedn nhaén, trong soa

fiou lag: modt soa chaunh quyean fionh

gial toai fia cho thuodc theo toa, fied gitd
giau thuoac thaap. Trong Hoa Ki chaunh

quyean khoang fionh gian toai fia cho
thuoac theo toa. Noang théei, chi phi
nghiedn couu vas phaut triean thuoac
moui fi66ic chuyean
qua cho ngodei
tieau duong Hoa
Kye. naem trong
modat phaan cula
giau thuoac.

fodic cauc hadng ched biean trad tiean
lati khi hoi baiin moét sod thuoac naéc
thue. Khoang phati dodic phoeng nago
cudng fiddic calc hai giau nagy.

¢ Toang phi - tiean tinh trang tradi cho
cauc chi phi nieau haonh cuiia dodic
phoong vaa doch vui hoi cung dung.

Thuodc todl mua t69 ngoail quoac cou
chaat 166ing hay flod mainh thaap hoén
H khoang?

Thuoac quyu vo mua theo cauch nagy cou
7 theéd cupng chaat 166ing so véui thuodc

mua trong Hoa Kye — thuoac theo toa
raat cou thea cudng fnodic ched biean tail
fiady. Tuy nhiean, quyu vo khoéng thea
phaén biedt noic thuodc khi cha nhin bea
ngoaol. Neau thuoac naey fi6dic chea ladu,
cou fiod mainh khauc, figoic lou trod
khoang fiuang cauch hay khoang phafii
thoic so1 lag thuoac nhadn hiedu cho bieat,
bednh nhaan cou thea ladm vago tinh
traing séuc khotfie nghiedm troing.

*

Nean calnh giauc khi quyt vo khoang caan
toa thuodc fied mua thuodc theo toa. Baét
buoic phaiii col toa thuoac toe nhoum
chaém souc souc khotie khaum quyt vo lae
moat fiogi hoti phaup lyu fied batio ved séiic
khotie cho quyt vo.

>

Neén caén thaan khi phadi cho thoang tin
cal nhaan (thoang tin vea souc khote. soa an
sinh xad hodi, soa thed tin duing) -- aén caép
tedn tuoai las modt vaan fiea fiang taéng vag
quyu vo khodng bieat ngddei minh cho catc
thodng tin kin fiato vag thoang tin cau nhaan
quan troing naay lae ai.

>

Chieat tinh moii chi phi fiea mua thuoac theo
cauch naay — roat cuodc roai chuting cou
thea khodng red hon.

*

Cha mua thuoac theo toa toe calc fida cha
maing [o6ui fivic calc toa chouc quoac gia
choung nhain — nho cou modc cufia Hieap
Hoii Hoai Noang Daoic Khoa (National
Association of Boards of Pharmacy VIPPS)
trong maing 156ui (Hieap Hoi Hodi Noang
Dooic Khoa cou thed giulp lady thoéng tin
nagy).

Cho nhoum chaém souc bieat minh mua
thuoac theo cauch nagy.

-

soa thef tin duing cuGa minh cho
coang ty sed mua thuoac cho minh
theo catch naoy hay khoang.

¢ Chiedt tinh phui phi goui haong vae
cauc led phi khatc phadi trat fiea
nhaidp caiing thuoac. Quyu vo théic
soi tieat kiedm figdic bao nhiedu?

¢ Hoii codng ty mua thuodac theo toa
cho quyu vo lag hoi sed laom gi
nedu quyu vo bo vaan fiea voui
thuoac minh mua.

¢ Caip nhait thodong xuyean voui
nhoum chaém souc souc khotie

Muoan fi66ic hod troi thedm, xin liedn

laic:
California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219

Sacramento, California 95834
Niezn thoaii: (916) 574-7900

(wewineie Hay viedng chuling toai tafi iva chee:




Becoming a Licensed Pharmacist in California

An Insider’s View

The California State Board of Pharmacy licenses pharmacists in California. The
goal of licensing is consumer protection: the board is required to ensure that
before practicing pharmacy, every applicant meets the minimum requirements.
Once proof of achievement of the requirements is provided to and approved by
the board, the board issues the individual a pharmacist license.

Pharmacy is regulated at the state level, so states have their own licensure
requirements, although most states have similar requirements.

Each requirement has a purpose. The requirements themselves have their origin
in California statutory laws (enacted by the Legislature) or in regulations (rules
promulgated by the board).

For many applicants, the process will take four to five months. For others it will
take six months, and for a few, longer than six months. Most applicants can take
steps to minimize the timeframe required to become licensed to the shorter end
of the range. This article describes these steps.

Here are the basic components (note: please use the directions for the online
examination application to provide you with the specifics of each component).
The more complete your application is when you submit it, the shorter the
process will be for you.

|. BECOMING ELIGIBLE TO TAKE THE EXAMINATIONS:

1. EDUCATION: each applicant must be either:
» A graduate of an ACPE-accredited school of pharmacy, or
» |f a foreign-educated pharmacist, certified by the Foreign Pharmacy
Graduate Education Committee.

2. EXPERIENCE: each applicant must provide proof of experience working as
an intern pharmacist or if licensed in another state, experience as a
pharmacist. Satisfactory evidence of experience must be one of the
following:

» 1,500 hours of intern experience provided on affidavits available from the
board if registered in California as an intern.

» 1,500 hours of intern experience earned as a pharmacist intern in another
state — these hours must be certified by the board of pharmacy in the state
where the hours were earned.

» Proof of licensure as a pharmacist in another state for one year — this
requires a license certification from the board of pharmacy in the state
where the individual is licensed.



3. CRIMINAL BACKGROUND CHECK: All pharmacist applicants must
undergo a criminal background check by submitting fingerprints for
evaluation by the California Department of Justice and Federal Bureau
of Investigation. Even if you have previously submitted prints to the
California board for an intern or pharmacy technician license, you must
submit new prints with the classification of “pharmacist” listed on the
fingerprint form. There are two ways to submit fingerprints:

= If you are located in California, you must submit prints via
LiveScan. This is faster, and the California Department of Justice
is insistent that LiveScan be used for those residing in California.

» |f you are outside California, request that the board mail you
fingerprint cards. You need to submit two cards along with a
separate fee (made payable to the Board).

4, LICENSE VERIFICIATION: we require a license verification from
every state in which you are licensed as a pharmacist. The state
boards of pharmacy in the respective states need to provide these
certifications.

Il. BEING MADE ELIGIBLE FOR THE EXAMINATIONS:

Once the board has a complete application, the board will make you eligible
to take the CPJE and NAPLEX exams. We will send you a letter notifying you
that you are “eligible,” and how to schedule your CPJE and NAPLEX exams.
You can take the exams in any order.

e The board does provide some leeway for fingerprint clearances: if we
have proof you have submitted prints for a pharmacist license, we will
make you eligible without having the background clearances (however,
you will not be licensed until we receive the clearances).

» If you passed the NAPLEX after January 1, 2004, you will not need to
retake this examination if NABP can transfer the score to California.
Contact NABP (www.nabp.net) for more information on how to share
prior NAPLEX scores with California.

e Unless we have a quality assurance review (see below) underway for
the CPJE, we will mail the scores to you typically within 14 days of
when you take the exams.

[Il. BECOMING LICENSED:

After the board has the two passing scores on the required examinations, the
board will send you a green sheet titled “Request for Issuance of Pharmacist
License.” You will be asked for a license fee and advised of any deficiencies
remaining in your application. Typically the only deficiencies at this stage are
results to the background clearances. If you believe that you have already
corrected the deficiency, use the “Contact Us” feature from the board’'s Web
site to email us or attach a note to the green sheet when you return it to the
board.
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We try to process these applications very quickly. The fastest way to know
you are licensed is to use the license verification feature on the Web site
(http://www.pharmacy.ca.gov/verify lic.htm) and checking your name. Once

your name appears as a licensed pharmacist, you are licensed. California
law provides that verification of licensure from the Web site is proof you are
licensed. You will receive a green, wallet-size license in about 8 weeks
(another agency prints and mails these for the board). The large wall license
will be mailed within four months.

TIPS for faster and smoother processing, remember:

1.

2.

Use one of the processes we suggest for verifying that the board received
your application.

Status checks are a problem for the board to perform. It diverts limited
staff away from processing activities to simply answering a question for
someone. We will not generally respond to status inquiries on
applications that are less than 60 days old with the board. Instead we
direct staff to process applications. Please be patient — and use a
technique listed elsewhere in this article to make certain you know we
received your application.

However, there are times when applicants need to reach us. Use the
appropriate email address under “Contact Us” on the Web site. Certainly
email the board if it has been more than 60 days, and you have heard
nothing from the board -- this is a problem you need to call to our
attention. Also, if it has been more than 30 days after you believe your
deficiency has been corrected, contact us.

If you receive a letter advising you that the board is missing some items
(what we call a “deficiency letter”) — this truly means we do not have the
listed items. To get through the system faster, you need to provide the
item, even if you may think we already have it. So what is most often
missing?

e Transcripts from colleges with the pharmacy degree posted (these
must come directly from the school of pharmacy to the board).
Oddly, some colleges do not post the PharmD degree to transcripts
until 2-3 months after graduation.

» Fingerprint clearances are sometimes a problem (we run both federal
and state background checks). Sometimes we need to ask
applicants to resubmit prints because something is preventing the
board from receiving the documentation; the board will contact you if
additional information is required.

e Intern hours are missing or less than the 1,500 hours required.

Make certain your name matches identically on your government

identification, with your social security card and with your name of record

that you file with the board (this is the name that will appear on your
pharmacist license). Identically means identically (see the board's Web
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site for more information). Resolving name conflicts is the one area
where you should not wait 60 days before resolving the problem.

6. The board periodically conducts quality assurance reviews of the CPJE.
When this occurs, no CPJE scores are released until the assessment is
completed. The board makes every effort to release scores as soon as
we can, but a quality assurance check usually runs 2-3 months or until
approximately 400 individuals take the test. We know this is frustrating,
but it is necessary. We post this information on the Web site.

7. Background checks — if you have a prior conviction, you need to disclose
it in the required place on the application and describe it fully. (You need
to do this if you have reported the conviction on prior applications.)

Even if you think a conviction has been expunged or set aside and
dismissed, the clearance check usually picks up these records. If you
state you have no convictions and yet a background check shows you
do, this will be come an “enforcement issue.” Enforcement issues will
delay the processing of your application or issuance of a license until all
enforcement matters are resolved (typically this adds at least two
months).

What can you do?
1. Submit as complete an application as you can. This means you should
submit in one package:

¢ All required application forms

e The required fee

e Proof of at least 1,500 hours of intern experience

e Verifications of pharmacist licensure from all states in which you
are licensed

e LiveScan Receipt showing submission of your fingerprints or if you
are out-of-state, enclosing the fingerprint cards and additional
processing fee.

2. How to verify the board has received your application:

» Enclose a self-addressed, stamped post card or simply an
envelope addressed to you with your application package. Board
staff will mail these to you when the board receives your application
-- s0 you know we have your application.

= Check to see if the bank has cashed your check. The board
cashiers all checks it receives very quickly — within two working
days of receipt. If the check has been cashed, we received your
application.

3. Contact us if it has been more than 60 days since you submitted your
application and you have heard nothing from the board, or more than 30
days since you have taken steps to correct a deficiency and you have
had no response from the board.



The board wants all qualified applicants to become licensed as quickly and
effortlessly as possible. Use the information above to aid you in getting
though the process as expediently as possible.
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Pill Splitting
...not for every person, and not for every pill

BE AWARE & TAKE CARE:
Talk (o your phasmacest!

Splitting one pill into two pieces can help when a larger pill is hard to swallow,
but the most common reason that pills are split is cost. Dividing one higher dose pill
into two lower doses can result in less total cost (or fewer co-payments) because
some manufacturers price higher dose pills at the same price as lower dose pills.

That doesn’t mean all medicine can be split safely. The decision to split or not
split a pill should be made after you understand the issues and your medicine. Ask
your prescriber or pharmacist if pill splitting is appropriate for you.

DO

e Talk to your pharmacist and
prescriber about whether your
medicine can be safely split

e Use a device designed to split
pills; splitters are available from
$3 to $15

o Remember that air and moisture
can affect a split pill, so splitting
should occur only one pill at a
time

¢ Take one piece of a split pill at
one dosing, and the other piece at
the next dosing time

e Split pills only if you are motivated
to do so

e Ask your prescriber or pharmacist
whether the correct dose is
available without splitting a pill

DON'T

Don't split pills that crumble

Don't split pills if you have trouble
with dexterity, poor eyesight,
memory, or a condition that affects
your ability to make decisions

Don't split time-release pills because
the premature exposure to stomach
fluids may affect the medicine

Don’t split all pills from a prescription
at one time because prolonged
exposure to air and moisture may
change the pills’ effectiveness

Don't split capsules

Don’t split small pills or unusually
shaped pills

Don’t split pills with a knife or
anything else that can cause an
uneven split

California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219, Sacramento, CA 95834 (916) 574-7900 www.pharmacy.ca.gov
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Counterfeit Drugs

BE AWARE & TAKE CARE:
Talk to your phasmacist!

Counterfeit drugs may look real, so be careful. The drugs may have too much or
not enough of the medicine you need. Counterfeit drugs can be contaminated, diluted,
or repackaged showing the wrong dose or expiration date.

If you take counterfeit drugs, you may have an allergic reaction and your medical
condition can get worse. Counterfeit prescription drugs are illegal. Your risk of buying
counterfeit drugs increases by buying medicine on the Internet because there is no
face-to-face contact.

Tips to Avoid Counterfeit Drugs

e Buy your medicine from a U.S. state licensed pharmacy. Find your state’s
contact information from the National Association of Boards of Pharmacy at
www.nabp.info. For California, go to www.pharmacy.ca.gov and click on “Verify
a License” to determine whether the pharmacy is currently licensed.

¢ If buying medicines on the Internet, see if the Web site has
the Verified Internet Pharmacy Practice Sites (VIPPS)
Seal. A VIPPS seal means the site is a licensed pharmacy
where FDA-approved medicines can be bought.

e Pay attention to the drugs you take and their effects. Has your medicine
changed in shape, taste, color, smell, or feel? |s your medicine packaged
differently? Is it still giving you the same result?

e Check containers for broken seals or changes in the label. If you think it's
counterfeit, contact the pharmacy where you bought the medicine, and talk to
your doctor. Also, notify the Food & Drug Administration at (800) FDA-1088 or
go to http://www.fda.qgov/cder/consumerinfo/counterfeit text.htm.

California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219, Sacramento, CA 95834 (916) 574-7900 www.pharmacy.ca.gov
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Traveling
Medicine Chest

BE AWARE & TAKE CARE:
Taik [0 your pharmacist!

Before you leave home for vacation or business, it may be helpful to pack the
following items and take them with you on your trip. Planning ahead may prevent your
trip from being ruined by minor illnesses. Talk to your doctor or pharmacist if you have
any questions about over-the-counter medications and prescription drugs.

e Tylenol, Advil, or Motrin (for pain relief)

» Pepto Bismol, Kaopectate, or Imodium (for diarrhea)

e Maalox or Gaviscon (as antacid)

e Senokot or Milk of Magnesia (for diarrhea)

e Meclizine (for motion sickness)

e 1% hydrocortisone cream (for rashes or insect bites)

e Claritin or Chlor Trimeton (for allergies)

¢ Sudafed (as decongestant)

¢ Mucinex D (for cough and congestion)

e Neosporin or Bacitracin and Band-Aids (for cuts and scrapes)
o Atrtificial Tears (for eyes)

e Sunscreen

e Multivitamins

e Prescription drugs normally taken, in their original labeled containers (this

is important if you need to have medicine refilled while away from home)

California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219, Sacramento, CA 95834 (916) 574-7900 www.pharmacy.ca.gov

September 2007
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_ _ DIRAFT
Vaccinations and ™

Travel Outside the
U N |ted States

If you travel outside the United States, plan ahead for vaccinations you may need
before you leave on your trip. The Department of Health & Human Services Centers
For Disease Control and Prevention has a list of worldwide destinations and health
information for each country. See http://wwwn.cdc.gov/travel/destinationList.aspx for
important information regarding vaccines and vaccine-preventable diseases.

CALIFORNIA STATE
BOARD OF PHARMACY

You can also get information from professional medication organizations that
provide directories of private travel clinics throughout the United States. See the
International Society of Travel Medicine Clinic Directory at http://www.istm.org/ or the
American Society of Tropical Medicine and Hygiene at http://www.astmh.org/ to locate
health care professionals with an expertise in travel medicine.

e Schedule a visit to your doctor or travel medicine provider four to six weeks
before your trip — most vaccines take time to become effective in your body
and some vaccines must be given in a series over a period of days or
sometimes weeks

e Ask your doctor about “routine” vaccinations, “recommended” vaccinations,
and “required” vaccinations — what you need depends on your destination,
whether you will spend time in rural areas, the season of the year you will
travel, your age, health status, and previous immunizations

e Be aware that vaccine prices vary, and some vaccines will require more
than one dose — the Hepatitis A vaccine requires 2 doses, the Hepatitis B
vaccine requires 3 doses, and the Rabies vaccine requires 3 doses

California State Board of Pharmacy
1625 N. Market Blvd., Suite N-219, Sacramento, CA 95834 (916) 574-7900 www.pharmacy.ca.qov

wgust 2007


www.pharmacy.ca.qov
http:http://www.astmh.org
http:http://www.istm.org
http://wwwn.cdc.gov/travel/destinationList.asRx

Agenda Item 4

Update on a Proposed Forum on
Medicare Part D Plans



California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618

www.pharmacy.ca.gov

Date: September 7, 2007
To: Members, Communication & Public Education Committee

Subject: Forum on Medicare Part D

Since late 2005, the board has been working with various stakeholder groups to aid
patients in receiving benefits under the federal Medicare Modernization Act, and
specifically the Medicare Part D plans, that were implemented in January 2006.

The board has held six public forums over the last one and one-half years to discuss
difficulties patients and providers are having with the plans, in hopes of finding
resolutions. However, any structural changes to the program need to be made at the
federal level.

At the April Board Meeting, the board directed staff to seek a public forum, in
conjunction with a member of the California Congressional Delegation, perhaps Pete
Stark or Nancy Pelosi. The goal would be to discuss implementation issues impacting
patient safety that warrant legislative correction .

Since the last board meeting, Congressman Pete Stark has been contacted (see
following letter) and Board President Powers and | have had a telephone discussion
with Mr. Stark.

The result was Congressman Stark’s assessment that the White House would not make
any modifications to the program, so holding a forum would not likely produce much.

He encouraged the board to continue with its outreach activities, and to consider
holding similar discussions with other state boards of pharmacy. A full report will be
provided to the board in October.
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July 26, 2007

The Honorable Fortney “Pete” Stark
US House of Representatives
39300 Civic Center Drive, Suite 220
Fremont CA 94538

Sent via fax to: 510-494-5854
Congressmember Stark:

We are aware of your interest and leadership in the implementation of the Medicare
Modernization Act. In this capacity, we are writing to ask for your participation in a
meeting with various California constituents on unresolved issues at time of your choice
in the future.

For nearly two years, the California State Board of Pharmacy has watched the
implementation of the Medicare Part D Prescription Drug benefits. During this period,
the board has held six public forums encouraging problem solving and patient
advocacy.

As the regulator of pharmacists and pharmacies in California and coupled with the
board’'s mandate to protect the safety of consumers, the board is uniquely situated to
hear the problems. The board agrees with the general consensus that patients are
benefiting from the Part D prescription drug program. However, the board believes that
additional problems remain that vitally need to be resolved.

The lack of resolution of these problems imperil the health of affected patients, often
dual eligibles, skilled nursing patients and critically ill patients being discharged from
hospitals who need specialized care. While the problems affect the health of
Californians, the board is unable to effect resolutions because of the structure of this
Medicare benefit.

The board recognizes that to resolve many of these problems, a federal legislative
solution is needed. For this reason, we are requesting your participation in developing a
solution.

We are interested in convening a meeting in California with the staff of the California
Department of Health Care Services, California health care plans, patient advocates
and health care providers, specifically pharmacies, for discussion and possible
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resolution of components that prevent patients from receiving necessary, timely and
mandated care.

For example, some of the problems the board is aware of include:

1)

10)

11)

12)

13)

Prior authorization requirements that delay patient drug therapy — patients
must wait days for approval of the prior authorization process initiated from the
prescriber’s office unless the pharmacy is willing to risk providing medicine
without knowing whether it will be ultimately covered.

Unacceptable sales tactics used by insurance agents selling Medicare plans;
for example, dual eligibles being targeted for sales of private fee-for-service
plans that their physicians will not accept.

Patients who are enrolled in a plan but whose coverage in the plan has not yet
been activated are unable to obtain their medicine.

The Part D benefit is too complex to enable true comparison shopping by
patients of the 55 competing plans in California. The number of plans and lack
of standardization of benefits make it difficult to select plans that work for a
patient, much less select the best plan for him or herself.

It is difficult for patients to resolve problems with their Part D benefit. Part D,
Medicare Advantage and CMS call centers do not always give accurate and
complete responses needed to resolve problems, leaving patients without
adequate resolutions.

There are co-pay problems in skilled nursing facilities, where patients are told
to make copayments.

Plans change formularies after a patient selects a plan, creating coverage
problems for the patient who selected a plan expecting coverage for a specific
drug.

Poor continuity of care when a patient is discharged from an acute hospital on
"non-covered" drugs, impacting the patient’s drug therapy and health.

Poor understanding of |V product/coverage/billing by plans (and therefore
determining such services are "not covered" with the resultant care problems
for patients, or continued hospitalization until the coverage is secured).

Poor "timely" response by plans to the pharmacy when the law requires in a
skilled nursing facility a 1-hour or 4-hour delivery of medication under Title XXII
Requirements that physicians must do prior authorizations (not allowing the
pharmacist to do this, which further delays therapy for patients, and redirects
pharmacies to additional phone calls, away from other care functions).

Drugs on plan formularies that are "not geriatric friendly” per federal and state
regulations and guidelines.

According to an article in the American Journal of Psychiatry, 30 percent of dual
eligible beneficiaries were denied medication refills and 22 percent had
interrupted or discontinued access to medicine; these difficulties led to suicide,
hospitalizations and homelessness.



The Honorable Fortney “Pete” Stark
July 26, 2007
Page Three

The board is willing to schedule and host a meeting at your convenience and at a
location of your choice in California so that interested stakeholders could have the
opportunity to provide these concerns directly to you.

The board strongly hopes for changes that will remove barriers that prevent patients
from getting the medicine they are entitle to under the Medicare Modernization Plan.

Please advise us if you or your staff would be willing to discuss details for such a
meeting in California. To make arrangements or if you have questions, please do not
hesitate to contact the board’'s Executive Officer Virginia Herold (916-574-7911).

Thank you for your consideration of this proposal.
Sincerely,

Al G

William Powers
President
California State Board of Pharmacy
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Date: September 7, 2007
To: Members, Communication and Public Education Committee
Subject: Medication Compliance

Five items are provided for the Communication and Public Education Committee relating
to medication compliance as follows:

1. Enhancing Prescription Medicine Adherence: A National Action Plan

This publication from the National Council on Patient Information and Education
(NCPIE) is dated August 2007. This publication identifies action steps that can
significantly impact medication adherence.

2. 'Take as Directed’ a lot easier with these new tools

This article from DrugTopics.com dated August 20, 2007 looks at new ways to
increase medication compliance.

3. America's Other Drug Problem, Poor Medication Adherence

This article from PharmacyFoundation.org dated August 1, 2007 references the
NCPIE report, and looks at ways to increase medication adherence.

4. Millions of Patients Not Taking Prescription Drugs Properly, Report Says

This article posted on kaisernetwork.org references the NCPIE report and other
articles in the media relating to medication compliance.

5. Medication Adherence

This print out from Pharmacist’s Letter dated August 2007 relates to medication
adherence.
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Preface

In the United States and around the world, there is compelling evidence that patients are not taking their
medicines as prescribed, resulting in significant consequences. Lack ol medication adherence is America’s
other drug problem and leads to unnecessary disease progression, disease complications, reduced [unctional
abilities, a lower quality of life, and even death.

Contributing to America’s other drug problem are numerous behavioral, social, economic, medical, and
policy-related factors that must be addressed if medication adherence rates are to improve. This includes
lack ol awareness among clinicians about basic adherence management principles, poor communication
hetween patients and clinicians, operational aspects of pharmacy and medical practice, and professional
barriers. Moreover, adherence improvement is aflected by [eceral policies that provide insuflicient [unding
for adherence-related research and federal and state laws and regulations that impact the availability of
compliance assistance programs. All of these problems contribute to a rising tide of poor medication
adherence and all must be addressed.

The ramifications of poor prescription medicine adherence alfect virtually every aspect of the health care
systemn. Addressing this persistent and pervasive problem cannot wait. Today, extensive research data exist
that point to actions that can be taken now to improve acherence education and medication management.
Accordingly, the National Council on Patient Information and Education (NCPIE) -- a non-prolfit coalition
ol more than 100 organizations that are working to stimulate and improve communication on the
appropriate use ol medicines -- convened a group ol advisors from leading prolessional socielies, voluntary
health organizations, and patient advocacy groups to assess the extent and nature of poor medicine
adherence, its health and economic costs, and its underlying [actors. These advisors also examined the
current state of research funding and educational initiatives around patient adherence to determine where
major gaps still exist.

What follows is the result of this review, which focuses specifically on identilying those action steps that
can signilicantly impact medication adherence and can be readily implemented. As such, this report
serves as a blueprint for action by all stakeholders. To achieve the awareness, behavior changes, and
additional resources for research and education that will improve patient medication adherence requires
an ongoing partnership through which policymakers, regulators, the public health community, clinicians,
the pharmaceutical industry, and patient advocates can share research, resources, and good ideas, while
working toward a common goal. Itis intended that this report will be a catalyst lor this necessary and
important collaborative effort.
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Executive Summary

At the same time that medical science has made
possible new therapies for treating AIDS, cancer,
and other once [atal diseases, poor adherence with
medication regimens has reached crisis proportions
in the United States and around the world.

On a worldwide basis, the World Health
Organization (WHO) projects that only about 50
percent of patients typically take their medicines
as prescribed. In the U.S., non-adherence alfects
Americans of all ages, both genders and is just as
likely to involve higher-income, well-educated
people as those at lower socioeconomic levels.
Furthermore, since lack of medication adherence
leads to unnecessary disease progression, disease
complications, reduced functional abilities, a lower
quality of life, and even premature death, poor
adherence has been estimated to cost approximately
$177 billion annually in total direct and indirect
health care costs.

Although the challenge of poor medication
adherence has been discussed and debated for

at least three decades, these problems have
generally been overlooked as a serious public
health issue and, as a result, have received little
direct, systematic, or sustained intervention.

As a consequence, Americans have inadequate
knowledge about the significance of medication
adherence as a critical element of their improved
health. Further, adherence rates suller [rom the
[ragmented approach by which hospitals, health
care providers, and other parts of the health
delivery system intervene with patients and
caregivers to encourage adherence. Consequently,
many leading medical societies are now advocating
a multidisciplinary approach through coordinated
action by health professionals, researchers, health
planners and policymakers.

Over a decade ago, the National Council on Patient
Information and Education (NCPIE) recognized

the need for such a coordinated approach to
improved medication adherence and issued a report

-~ Prescription Medicine Compliance: A Review of the
Baseline Knowledge -- which defined the key factors
contributing to poor adherence. Since that time, the
National Institutes of Health (NIH) and a number
of voluntary health organizations in the U.S. have
weighed in with new findings on the importance

of adherence for successful treatment. Further
elevating the need for action is the WHO, which has
called for an initiative to improve worldwide rates of
adherence to therapies commonly used in treating
chronic conditions, including asthma, diabetes, and
hypertension.

Unfortunately, however, these calls for action have
yet to be heeded and rates ol medicine adherence
have not improved. Thus, action is needed now
to reduce the adverse health and economic
consequences associated with this pervasive
problem. While no single strategy will guarantee
that patients will fill their prescriptions and take
their medicines as prescribed, elevating adherence
as a priority issue and promoting best practices,
behaviors, and technologies may significantly
improve medication adherence in the U.S.

Towards this end, NCPIE convened a panel

ol experts to create consensus o11 ten national
priorities that may have the greatest impact on
improving the state ol patient adherence in the
U.S. These recommendations serve as a catalyst
for action across the continuum of care -- from
diagnosis through treatment and follow-up

patient care and monitoring, Ultimately involving
the support and active participation ol many
stakeholders -- the federal government, state and
local government agencies, professional societies
and health care practitioners, health educators, and
patient advocates -- this platform calls for action in
the [ollowing areas:

1. Elevate patient adherence as a critical
health care issue.
Medication non-adherence is a problem
that applies to all chronic disease states;
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affects all demographic and socio-economic
strata;, diminishes the ability to treat
diabetes, heart disease, cancer, asthma,

and many other diseases; and resulls in
sullering, sub-optimal utilization of health
care resources, and even death. Despite
this impact, patient adherence is not on the
radar screen ol policy makers and many
health professionals, which has meant
inconsistent government policies and a
lack of resources [or research, education,
and prolessional development. Until health
care policy makers, practitioners and other
stakeholders recognize the extent of non-
acherence, ils cost, and its contribution to
negative health outcomes, this problem will
not be solved.

Agree on a common adherence
terminology that will unite all
stakeholders.

Today, a number of common terms -

- compliance, adherence, persistence,
and concordance -- are used to define
the act ol seeking medical attention,
filling prescriptions and taking medicines
appropriately. Because these terms reflect
dilferent views about the relationship
between the patient and the health care
provider, conlusion about the language
used to describe a patient’s medication-
taking behavior impedes an informed
discussion about compliance issues.
Therelore, the public health community
should endeavor to reach agreement

on standard terminology that will unite
stakeholders around the common goal
of improving the self-administration

ol treatments Lo promote better health
outcomes.

Create a publi¢/private partnership

to mount a uniflied national education
campaign to make patient adherence a
national health priority.

To motivale patients and practitioners

to take steps to improve medication
adherence, compelling, actionable messages
must be communicated as part ol a unified
and sustained public education campaign.

A [oremost priority is creating the means by
which government agencies, professional
societies, non-prolit consumer groups,

and other allected stakeholders can work
together to reach public and professional
audiences on a sustained basis. Even as
NCPIE and various government agencies,
prolessional societies, and voluntary health
organizations work to provide information
about medication adherence, there needs
to be a national clearinghouse, serving

as the catalyst and convener so that all
stakeholders can speak with one voice
about the need for improving patient
adherence. NCPIE, a prolessional society,
or academic institution could manage this
clearinghouse ellectively.

Establish a multidisciplinary approach to
adherence education and management.
There is a growing recognition that a
multidisciplinary approach to medication
laking behavior is necessary [or patient
adherence to be sustained. This has led
NCPIE to promote a new model -- the
“Medicine Education Team” -- in which the
patient and all members of the health care
team work together to treat the patients
condition, while recognizing the patient’s
key role at the centev ol the process,
Looking to the future, this approach has
potential to improve adherence rates
signihcantly by changing the interaction
between patients and clinicians and

by engaging all parties throughout the
continuum of care.

Immediately implement proflessional
training and increase the funding for
professional education on patient
medication adherence.

Today’s practitioners need hands-on
inlormation about adherence management
Lo use in real-world settings. This need
comes at a time when a solid base

of research already exists about the

steps physicians and other prescribers,
pharmacists, nurses, and other health care
practitioners can take to help patients
improve their medication taking behavior.
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Professional societies and recognized
medical sub-specialty organizations should
immediately apply these research indings
into prolessional ecucation through
continuing education courses as well as
lecture series on patient adherence issues.

Address the barriers to patient
adherence [or patients with low health
literacy.

Low health literacy and limited English
proficiency are major barriers to adherence
and deserve special consideration. Thus,
an important target for patient-tailored
interventions is the 90 million Americans
who have dilliculty reading, understanding
and acting upon health information.
Accordingly, advocates recommend
widespread adoption of existing tools,
such as the Rapid Estimate ol Adult
Literacy in Medicine Revised (REALM-R),
validated pictograms designed to convey
medicine instructions and specific patient
education programs that promote anc
validate eflective oral communication
between health care providers and patients
supported by provision of adiunctive,
useful information in its most uselul
[ormat to address the patients individual
capabilities.

Create the means to share information
about best practices in adherence
education and management.

Today, stakeholders have access to more
than 30 years of research measuring

the outcomes and value ol adherence
interventions. Building on this foundation,
a critical next step is for the [ederal
government -- through the Adherence
Research Network -- 1o begin collecting
data on best practices in the assessment of
patient readiness, medication management
and adherence interventions, incentives
that produce quality outcomes from
acherence interventions, and measurement
tools so that this information can be
quantified and shared across specialties
and health care [acilities. Just as [ederal and
state registries collect and share necessary

9.

cdata on dilferent disease states, a shared
knowledge base regarding systems change,
new Lechnologies, and model programs
for evaluating and educating patients
about adherence will significantly improve
the standard ol adherence education and
management.

Develop a curriculum on medication
adherence for use in medical schools and
allied health care institutions.

Lack of awareness among clinicians about
hasic acherence management principles
and their effective application remains

a major reason that adherence has not
advanced in this country. Changing this
situation will require institutionalizing
curricula at medical, nursing, pharmacy,
and dental schools as well as courses for
faculty members that {ocus on adherence
advancement and execution ol medication-
related problem solving. Moreover, once
these courses are developed, it will be
important for academic centers Lo elevate
patient aclherence as a core competency by
mandating that course worlk in this area be
a requirement for graduation.

Seek regulatory changes to remove
road-blocks lor adherence assistance
programs.

Improved adherence to medication
regimens is predicated in part on
supportive government policies.
Unfortunately, a number of federal

and state laws and policies now limit

the availability ol adherence assistance
programs. Accordingly, limitations to
patient communication about medicine
adherence in federal and state laws must be
identified [or lawmakers and regulators Lo
resolve. Key issues to he addressed include
clarifying that education and refll reminder
communications [all within the scope ol the
federal anti-kickback statute, and ensuring
that federal and state laws related to
patient privacy and the use of prescription
data are in balance such that they do not
unduly limit the ability of pharmacies

Lo communicate with patients about the




importance ol adhering to their prescribed
therapy.

10. Increase the federal budget and stimulate
rigorous research on medication
adherence.

Although the National Tnstitutes of Health
created the Adherence Research Network
to identify research opportunities at its

18 Institutes and Centers, the Network
has been inactive since 2002. Moreover,
in 2000, when the Network was [unding
adherence research, the actual N1H dollars
earmarked for testing interventions to
improve medication-laking behavior was
only $3 million in a budget of nearly $18
billion. Thus, it will be important for
stakeholders to advocate [or the Adherence
Research Network to be re-invigorated
and lor NIH to significantly increase the
proportion of its research lunding to test
acdherence interventions and measure Lheir
elfectiveness. Even if NTH triples its 2000
commitment, the small amount spent on
patient adhevence will still signal that the
issue is a critical area [or new research
elforts.

LS

Everyone in the health care system — from patients
and caregivers to health care providers, patient
advocates and payors — has a significant role to play
in improving prescription medicine adherence.
Thus, an agenda that removes the barriers and
advances education and information sharing is a
critical step to improving the health status ol all
Americans. Clearly, the time for action is now.
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Introduction

There is much to celebrate about the improved
health status of many Americans, Smoking rates
have dropped significantly, infant mortality has
declined and there have been major advancements
in treatments for serious diseases that once
devastated the lives of millions. This includes
more than 300 new drugs, biologics and

vaccines approved by the U.S. Food and Drug
Administration (FDA) since 1993 to prevent and
treat over 150 medlical conditions.”

While we recognize such progress, now is the

time to be even more mindful of the public

health problems we have yet to solve. One of

these persistent challenges is improving patient
“compliance” (or "adherence”) — defined as the
extent to which patients take meclications as
prescribed by their health care providers.” At the
same time that medical science has made possible
new therapies [or treating AIDS, cancer, and other
once fatal diseases, poor adherence with medication
regimens has reached crisis proportions in the
United States and around the world. According to
the World Health Organization (WHQ), only about
50 percent of patients typically take their medicines
as prescribed.”” For this reason, WHO calls poor
adherence rates “a worldwide problem ol striking
magnitude”® and has published an evidence-
based guice lor health care providers, health care
managers, and policymakers to improve strategies
of medication adherence.®

Looking specifically at lack of medication adherence
in the U.S., a recent survey reported thal nearly
three out of every four American consumers report
not always taking their prescription medicine

as directed.™ Commissioned by the National
Community Pharmacists Association (NCPA), this
survey also found a major disconnect between
consumers’ beliefs and their behaviors when it
comes to taking medicines correctly. Some ol the
findings ol the survey include:

ENMANCING PRESCR

+  Almost hall of those polled (49 percent)
said they had forgotten to take a prescribecd
medicine;

+  Nearly one-third (31 percent) had not hlled
a prescription they were given,

+  Nearly three out of 10 (29 percent) had
stopped taking a medicine before the
supply ran out; and

+ Almost one-quarter (24 percent) had taken
less than the recommended dosage.

While disturbing, these statistics only begin to
demonstrate the magnitude and scope ol poor
adherence in the U.S. Lack of adherence alfects
Americans of all ages and both genders, but is of
particular concern among those aged 65 and over
who, because they have more long-term, chronic
illnesses, now buy 30 percent ol all prescription
medicines® and olten combine multiple
medlications over the course of a day. Regardless of
age and sex, poor medication adherence is also just
as likely to involve higher-income, well-ecducated
people as those at lower socioeconomic levels.’
As a result, poor medication adherence has heen
estimated to cost approximately $177 billion
annually in total direct and indirect health care
costs

Adherence rates are typically higher in patients
with acute conditions, as compared to those with
chronic conditions, with adherence dropping

most dramatically alter the frst six months of
therapy.® The problem is especially grave [or such
patients with chronic conditions requiring long-
term or lifelong therapy, because poor medication
adherence leads to unnecessary disease progression,
disease complications, recluced [unctional abilities,
a lower quality of lile, and premature death.' Lack
ol adherence also increases the risk ol developing a
resistance to needed therapies (e.g., with antibiotic
therapy), more intense relapses, and withdrawal
(e.g., with thyroid hormone replacement therapy)
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and rebound ellects (e.g., with hypertension

and depression therapy) when medication is

interrupted.” Because ol this impact, acherence
o

has been called “the key mediator between medical
practice and patient outcomes.”"

A TIME FOR ACTION

Although the challenge of poor medication
adherence has been discussed and debated lor at
least three decades, these problems have generally
been overlooked as a major health care priority.
Compounding the situation, adherence problems
have been exacerbated by the [ragmented approach
by which hospitals, health care providers, and other
parts of the health delivery system intervene with
patients and caregivers Lo encourage acherence.
Consequently, many leading medical societies

are now advocating a multidisciplinary approach
through coordinated action by health prolessionals,
researchers, health planners and policymakers.

Over a decade ago, the National Council on Patient
Information and Education (NCPIE) recognized

the need for such a coordinated approach to
improved medication adherence and issued a report
-= Prescription Medicine Compliance: A Review of the
Bascline Knowledge® -- which delined the key lactors
contributing to poor adherence. The report further
outlined strategies that could be implemented by
health care prolessionals, patients and caregivers
and health care systems, including these key
strategies recommencled for health care providers:

+  Using a verbal discussion reinforced with
appropriately designed written materials
to help the patient understand the medical
condition, the need [or the treatment, and
the value of the treatment;

+  Ollering verbal counseling [rom both the
prescribing health care provider and the
pharmacist that the prescription should
be (lled and taken as prescribed. While
written instruction sheets can reinforce
these instructions, they should never be
used as a substitute for counseling;

+  Providing useful written information in
“patient language” that clearly explains

how the patient can correctly manage
his/her medications. This information
includes details on how to administer the
medication, the exact time the medicine
should be taken and why, how long to take
the medicine, recognition and management
steps for common side effects, special
precautions, and how Lo monitor the
progress ol the therapy;

+  Making patients aware of the various
medication adherence aids and devices
available, such as dosing reminders, pill
hoxes and refill reminder programs;

+  Monitoring patient adherence with every
visit to the prescribing health care provicler
or pharmacist; and

+ Instructing patients and caregivers on hounie
monitoring activities (such as home blood
pressure monitoring) and home monitoring
records (hat should be maintained [or use
during future medical and pharmacy visits.

Since the NCPIE report was published, the
National Institutes of Health (NTH) and a number
ol voluntary health organizations focusing on

the major chronic diseases allecting Americans
today -- asthma, cancer, cardiovascular discase,
diabetes and mental illness -- have weighed in with
new hindings on the importance of adherence for
successlul treatment. The consensus ol these groups
is Lhat interventions that improve patient adherence
improve health status and reduce health care costs.
As stated in The Multilevel Compliance Challenge, a
paper by the American Heart Association:

“Maximum use of stralegies to enhance
compliance must be made. Application of
these strategies is particularly important
now, when there is great pressure to
decrease costs and improve quality and
patient outcomes.””

Further elevating the need lor action is the World
Health Organization (WHO), which has called

for an initiative to improve worldwide rates of
adherence to therapies commonly used in treating
chronic conditions, including asthima, diabetes, and
hypertension. In a 2003 report entitled Adherence
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to Long-Term Therapies: Evidence for Action, WHO
defimed poor medication adherence as a critical
issue [or global public health, and identilied

five broad dimensions aflecting adherence that
need to be addressed by health managers and
policymakers:¥

1. social and economic [actors;

2. health system and health care team-related
[actors;

3. therapy-related lactors;
4. condition-related factors; and

patient-related factors.

U1

To bring aboul needed change, the WHO

report called [or a multidisciplinary approach
toward adherence that includes patient-

tailored interventions and training in adherence
management for health professionals. This approach
was also addressed in a 2005 review article by
researchers Lars Osterberg, M.D., and Terrence
Blaschke, M.D. published in the New England
Journal of Medicine where the authors identified 12
major predictors associated with poor adherence

-- from the side elfects ol treatment to the patients
heliel in the benefit of the medicine . (See Table 1:
page 29) Noting that race, sex, and socioeconomic
status have not been consistently associated with
levels of adherence,™ the authors conclude that
poor adherence should always be considered
when a patients condition is not responding to
therapy. Accordingly, the authors recommend

that physicians ask a series of non-judgmental
questions of their patients designed to [acilitate

the identification of poor adherence and enlist
ancillary health care providers, such as pharmacists,
behavioral specialists, and nursing stall to improve
adherence. ™

Another major development since the publication
ol NCPTES report is new technology that makes
available a number of uselul mechanisms for
fostering adherence. For example, patients can
receive pharmaceutical information and rehll
reminders via letter, fax, telephone, e-mail and
pager messages. There are also electronic reminder
devices, which can be programmed (or multiple

ERHANCING PRESCH

daily alarms and may permit the user to record
briel dosing instructions. Moreover, a nuinber of
medication organizers now incorporate electronic
alarms to alert patients when doses are due.

Despite such developments, adherence rates have
not changed significantly since NCPIE issued its
recommendations over a clecade ago, demonstrating
that an intensified, sustained locus on adherence
improvement among all stakeholders is essential
to reduce the adverse health and economic
consequences associated with this pervasive
problem, While no single strategy will guarantee
that patients will hll their prescriptions and take
their medicines as prescribed, elevaling adherence
as a priority issue and promoting best practices,
behaviors, and technologies may significantly
improve medication adherence in the U.S.

This report, therefore, is intended as a renewed
nationwide call to action. Based on an analysis of
research to date, it examines the current state of
patient adherence and trends that may lead to
improved medication use. This report also ollers
realistic goals [or improving medication adherence
through patient information and education,
health professional intervention, and supportive
government policies.
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Prescription Medicine Adherence:

Even as the issue of taking medicines as prescribed
is getting increased attention within the public
health community, the multi-laceted nature ol poor
adherence has significantly clouded the debate. The
following is a look at the current state of patient
adherence and the factors contributing to this
complex problem.

LACK OF A STANDARD
DEFINITION AND CONSISTENT
TERMINOLOGY LIMITS
CONSENSUS

Even though there is a growing recognition

aboul the need {or improvements in medication
adherence, progress has been hampered by a lack
ol consistent terminology. Today, a number of
common terms are used to define the act ol seeking
medical attention, filling prescriptions, and taking
medicines appropriately. All have their supporters
and detractors and all rellect different views about
the relationship between the patient and the health
care provider.

In its 1995 report, NCPIE defined adherence as
[ollowing a medicine treatment plan developed

and agreecl on by the patient and his/lier health
prolessional(s). Originally, NCPIE used the

term “compliance” because historically, it is the
term most widely used in medical indices. First
appearing in the medical literature in the 1950%, the
term “compliance” came into popular use lollowing
the 1976 publication of the proceedings of the hirst
major academic symposium on the subject."""" As
originally defined, “compliance” was intended Lo
cescribe “the extent to which patients” behaviors
coincide with the health care providers' medical or
health advice.”

Yet to many researchers, “compliance” connotes a

passive role for the patient and appears to blame
and stigmatizes the patients independent judgment

10

as deviant behavior, Thus, many stakeholders
prefer the term “adherence,” which implies a more
collaborative relationship between patients and
clinicians and is more respectful of the role that
patients can play in their own treatment decisions.
Thus, the NCPIE definition proposed in 1995 was
intended to encompass the concept of acherence,
including two-way communication, patient-
centered treatment planning, and agreement upon
the medication and dosing requirements.

The term “persistence” has also entered the

lexicon and is intended to address the trealment
continuum, beginning with having the prescription
filled and continuing with taking and reflling the
medicine for as long as necessary. However, in the
view of some researchers, the term “acherence” is
more comprehensive and rellects both taking the
medicine as directed (compliance) and continuing
to take the medication lor the duration required
(persistence).

Another term now being used is “concordance,”
which is intended to convey an active

partnership between the patient and the health

care professional. Developed by the Royal
Pharmaceutical Society ol Greal Britain, the concept
suggests that the clinician and patient find areas of
health belief that are shared and then build on these
heliels to improve patient ourcomes.!'" However,
this term has also been challenged as being more
inspirational than what is possible in promoting
better medication taking by patients.

Despite the increased use ol “persistence,” and
“concordance,” many researchers now use the terms
“compliance” and “adherence” interchangeably.
However, since “concordance” is being increasingly
used in Europe, an important priority lor the global
public health community is to agree on a standard
definition that will unite all stakeholders around the
common goal of improving the self-administration
ol treatments Lo promote better health outcomes.
For the purposes of this report, NCPIE has adopted
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the term “adherence” because the term supports
a patient-centered approach to improving how
patients seek information, [ill their prescriptions
and take their medicines as prescribed.

THE EXTENT OF THE PROBLEM

Agreeing on a standard delimition lor patient

adherence also requires an up-to-date assessmeuit of

the problem, which today rivals many disease states
in terms of prevalence, human suffering, and health

care costs. F'rom a public health perspective, poor
adherence is nothing short of a crisis.

Although the problem varies by condition and the

types of drugs prescribed, it is significant, not only

in the U.S. but around the world. According to

research findings:

+  Between 12 percent and 20 percent of
patients take other people’s medicines;""

+ In developed countries like the U.S.,
aclherence among patients with chronic
conditions averages only 50 percent;”

+  Other studies show that about one-third ol
patients fully comply with recommended
treatment while another third sometimes
comply and one-third never comply;'*?

+  The World Health Organization reports
that only about 43 percent ol patients in
developed nations take their medicines as
prescribed to treat asthma and between 40
percent and 70 percent [ollow the doctors
orders to treat depression;

+  Although hypertension increases the risk
of ischemic heart disease three- to four-fold
and increases the overall cardiovascular risk
by two- to three-fold, just 51 percent of
patients take their prescribed doses ol drugs
to manage this condition;?

+ Among 17,000 U.S. patients prescribed
beta blocker drugs following a heart
attack, a major study conducted by Duke
University Medical Center reported that
only 45 percent regularly took these
medications during the first year alter

leaving the hospital, with the biggest drop
in acherence occurring during the initial
months alter hospital discharge;"™

+  Less than 2 percent ol adults with
diabetes perform the [ull level ol care,
which includes self-monitoring of blood
glucose and dietary restrictions as well as
medication use, that is recommended by
the American Diabetes Association:''*

+  Although adherence with short-term
therapy is generally considered to be
higher than [or long-term treatments, rapid
declines occur even in the first ten days of

use: "™ and

Even among health care prolessionals,
sell-reported adherence with prescribed
therapies averaged only 79 percent in one
study.'®

Researchers have found that even the potential

[or serious harm may not be enough to motivate
patients to take their medicines appropriately. Tn
one study, only 42 percent of glaucoma patients et
minimal criteria lor adherence after having been
told they would go blind if they did not comply.
Among patients who already had gone blind in
one eye, adherence rates rose only to 58 percent.!”
Another study of renal transplant patients [acing
organ rejection or even death from poor adherence
with immunosuppressant therapy lound that 18
percent ol patients were not Laking their medicine
as prescribed. "

SPECIAL POPULATIONS AT RISK

Of special concern to the public health community
is poor adherence among people aged 65 and over,
who tend to have more long-term, chronic illnesses-
-such as arthritis, diabetes, high blood pressure, and
heart disease-- and therelore, take more dillerent
medications as they age. According to one study,
people aged 75 years and older take an average of
7.9 drugs per day" Other studies have shown that
between 40 percent and 75 percent ol older people do
nol take their medications at the right time ov in the
right amount"” due to such compilicating factors as
having multiple health problems requiring treatment,
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needing multiple medications, being seen by multiple
prescribers, and having physical and cognitive
challenges that may impact medication use.

The impact of poor adherence is also a serious
problem among the medically underserved -- those
Americans of all ethnic backgrounds who are poor,
lack health insurance, or otherwise have inacequate
access to high-quality health care. According to

the third National Healthcare Disparities Report
(NHDR) issued in 2005 by the Agency [or Healthcare
Research and Quality (AHRQ), health care disparities
by race and ethnicity remain prevalent in the U.S.
and are significantly correlated with health literacy

-- the ability ol an individual to access, understand
and use health-related information and services to
male appropriate health decisions -- among the
underserved. The Office of the U.S. Surgeon General
estimates that more than 90 million Americans cannot
understand basic health inlormation, " which costs
the health system biilions of dollars each year due to
misdirected or misunderstood meclical advice.

Children and teenagers are also an at-risk group,
especially when it comes Lo adherence Lo treatments
for asthma, one of the most common chronic diseases
of childhood.®" Research shows that adherence to
prescribed pulmonary medication may be as low as
30 percent in adolescents,” leading to uncontrolled
asthma. A number of factors related to children’s
experiences laking medicines during their formative
years allect [uture rates ol compliance, These [actors
include parents not adequately monitoring their
childrens use of medicines, poor parental acherence
lo treatment regimens, and lack of school education
about medicine use.

PAYING THE PRICE FOR POOR
ADHERENCE

Who is paying the price for the epidemic ol poor
medication adherence? We all are -- and the costs
are substantial. Researchers have calculated that
non-adherence costs the .S, health care system
about $100 billion annually,®*2* including
approximately $47 billion each year for drug-related
hospitalizations.*” Moreover, not taking medicines
as prescribed has been associated with as many as 40

percent of admissions to nursing homes“” and with an
additional $2,000 a year per patient in medical costs
lor visits o physicians’ oflices. % The total direct and
indirect costs to U.S. society from prescription drug
non-adherence are about $177 billion annually.®"

Employers also pay a high price for employees’ non-
adherence to prescribed medical treatments, both

in terms of reduced productivity and absenteeism,
and in higher costs for private or managed care
health insurance benehts. With prescription drugs
representing the fastest-growing cost component [or
most health plans (climbing at more than 17 percent
annually),® employers are increasingly requiring that
covered members and their lamilies assume a greater
percent of their cost.

Although the economic cost associated with poor
adherence is already staggeringly high, the World
Health Organization predicts that this problem

will only grow as the burden of chronic diseases
increases worldwide *” As policymalkers consider
ways Lo address the escalating costs of health care

in the U.S., it is critical that the agenda include the
pressing issue of improving patient adherence with
medication regimens. Mounting evidence shows that
better adherence leacs to improved clinical outcomes
and reduced costs.® Based on a meta-analysis of 63
studies involving more than 19,000 patients, higher
adherence was [ound to reduce the risk [or a poor
treatment outcome by 26 percent.”” Other data
associale patient sell-management and adherence
programs with a reduction in the number of patients
being hospitalized, clays in the hospital, and outpatient
visits. The data suggest a cost to savings ratio ol
approximately 1:10 in some cases, with the results
continuing over several years. "

As Americans age, an increasing number are
prescribed multiple medications for multiple chronic
conditions. As a result, new strategies Lo enhance
prescription medicine adherence are needed. While
new interventions are not cost-free, improving
adherence is likely to increase the cost ellectiveness ol
health interventions, thereby recucing the burden of
chronic illness. The invesiment of time and resources
to improve patient adherence will likely more than pay
for itsell through improved health status and recluced
utilization and costs.
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What Is Behind Poor Adherence:

Factors That Contribute to the Problem

Poor adherence encompasses much more than
patients not taking their medicines as directed.
Numerous behavioral, social, economic, medical,
and policy-related factors contribute to the problem
and must be addressed il acherence rates are to
improve.?

To understand the interplay of these issues, the
research community has categorized the factors
underlying non-adherence as medication-related,
patient-related, prescriber-related, and pharmacy-
related. Additionally, [ecleral and state government
policies can also serve as impediments to adherence
improvement. The [ollowing describes these factors
and the challenges they represent.

MEDICATION-RELATED FACTORS

For many patients, one of the biggest stumbling
blocks Lo taking their medicines is the complexity
of the regimen. Studies find that patients on once-
daily regimens are much more likely to comply than
patients who are required to take their medicine(s)
multiple times each day.”**

Conversely, the number of medications a person
takes has a negative impact on adherence. In any
given week, four out of five U.S. adults will use
prescription medicines, over-the-counter (OTC)
drugs, or dietary and herbal supplements and
nearly one-third will take five or more different
medications.®® Of special concern are adults aged
65 and older, who take more prescription and OTC
medicines than any other age group.“* According
to a 2001 survey of older Americans conducted by
the American Society ol Health-System Pharmacists
(ASHP), 82 percent ol patients over age 65 take at
least one prescription medicine, more than hall (54
percent) take three or [our prescription medicines,
and as many as a third (33 percent) take eight or
more prescription medicines Lo treat their health
conditions.®” Adherence also decreases when
patients are asked to master a specilic technique in
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order Lo take their medication, such as using devices
to test blood levels as part of a treatment protocol,
using inhalers, or sell-administering injections.®®

Compounding the problem, many patients -- and
especially older adults -- are being seen by more
than one physician or other prescriber, and each
may be prescribing medications [or a specific
condition. Unless there is a primary care provider
who coordinates these medication regimens, the
number of dillerent medicines the patient takes
each day may limit adherence while also increasing
the risk of medication errors and harmful drug
nteractions.

Beyond the complexity ol the regimen, concern
about medication sice ellects remains a powerlul
barrier to patient adherence. In a 2005 survey ol
2,507 adults conducted by Harris Interactive, nearly
half of the respondents (45 percent) reported not
taking their medicines due to concerns about side
ellects."” Conversely, when medications such as
antidepressants and corticosteroids are slow to
produce intended eflects, patients may believe the
medication is not working and discontinue use. "

Addressing these medication-related lactors will
require better communication between the patient
and his/her prescriber about what to expect [rom
treatment and about the patients medication
challenges (including the number ol medicines
being taken, worries about side elfects and how to
administer and monitor the medicine). Through
high-quality, two-way discussions, clinicians will
be able to identify and discontinue unnecessary
medications, simplily dosing regimens, and
address other medication-related issues that make
adherence dilfcult.

PATIENT-RELATED FACTORS

Patients ultimately are in control of whether,
how safely and how appropriately they take their
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meclicines. For example, a common reason Why
patients don't take their medicines is simply
[orgetlulness.™ Another significant barrier is the
inability to understand and act on instructions for
taking the medication. In [act, a study found that
60 percent or more of patients being lollowed could
not correctly report what their physicians told

them aboul medication use 10 to 80 minutes alter
receiving the information.®

While problems such as these are signilicant,
public health officials are increasingly concerned
about patients and especially those with chronic
conditions requiring long-term therapy, such as
asthma, diabetes, and hypertension, who make a
conscious choice not to [l the prescription, not (o
take their medicine as prescribed, or to discontinue
therapy. Influencing these decisions are a number
of factors related to the patient’s experiences,
perceptions, and understanding about his or her
disease. These include:*?

I, Perceptions about the nature and severity of
their illness;

2. Denial of illness and the need to take
medicines;

3. The assumption that once the symptoms
improve or the person “feels better,” he or
she can discontinue use of the medication;

4. Limited appreciation about the value of
medicines when properly used,;

5. Beliefs about the ellectiveness ol the

[reatment,

6. Acceplance ol taking medications lor
preventive purposes and for symptomless
conditions (e.g. statins to lower blood
cholesterol levels):

Worries aboul the social stigma associated
with taking medicines;

8. Fear of side ellects or concern aboul
becoming drug dependent;

9. Fear of needles and the need [or sell-
injections;
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10. Lack of confidence in the ability to [ollow
the medication regimen;

11. Media intluence regarding salety or risk
issues associated with particular medicines;
and

12. Lack of positive motivations and incentives
to make necessary changes in behavior.

Along with these attitudes and beliefs, the duration
of the course of therapy also contributes to whether
and how patients take their medicines.“ Adherence
rates have been found to decline over time when
patients are treated lor chronic conditions. 2%

Moreover, [or many Americans, the high cost of
medications is a barrier to medication use.”® In a
2004 study of nearly 14,000 Medicare enrollees,
29 percent ol disabled people and 13 percent of
senjors reported skipping doses or not filling a
prescription because of cost."™? Limited access 10
health care services, lack of financial resources, and
burdensome work schedules are also associated
with poor adherence to medication regimens.®

Compounding these problems is the impact ol

low health literacy and limited English language
proliciency, which greatly aflect the ability of
patients to read, understand, and act on health
information aboul medication use. According

to published studies, 45 percent of the adult
population (90 million people) have literacy skills
at or below the eighth grade reading level, making
it dilficult for these individuals to reac health
information, understand basic medical instructions
and adhere to medication regimens.“? In one study
involving patients over age 60 who were treated al
two public hospitals, 81 percent could not read or
understand basic materials, such as prescription
labels.®* A 2006 study, published in the Annals of
Internal Medicine found that low-literacy patients
have difficulty understanding basic information
regarding medication dosage. While over 70 percent
of the respondents correctly stated instructions
about taking two pills twice a day, only one-third
(34.7 percent) could demonstrate the corect
number of pills to be taken daily.™
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Further, studies have [ound that people with

low health literacy or limited English language
proliciency are often ashamed to get help with
medical imstructions,™® which increases the
likelihood that they will not be able to lollow their
treatment regimens. As a result, the U.S. Surgeon
General, the National Quality Forum, and other
stakeholders have called [or immediate action to
improve adherence among these sizeable vulnerable
populations.

PRESCRIBER-RELATED FACTORS

In 1995, NCPIE identihed the lack of awareness

of basic compliance management principles
among some clinicians as a major causal factor for
prescription non-adherence. More than a decacle
later, this appears to remain the case. According to
a 2004 telephone survey conducted by the Food
and Drug Administration (FDA), only 66 percent
ol consumers polled reported receiving instructions
[rom their physician about how often to ltake a new
medication and only 64 percent were told how
much o take.“ The survey also examined the
receipt of medicine information at the pharmacy.
Iere, the figures dropped considerably, to 31
percent (how often to take) and 29 percent (how
much to take) respectively.4

Why is this the case? One reason is that clinicians
tend to overestimate the extent of their patients'
ability to adhere 1o a medication regimen and the
patients actual adherence level. In one study of 10
family physicians who had known many ol their
patients [or more than five years, researchers [ound
that only 10 percent ol the physicians” estimates

of adherence with digoxin therapy were accurate
when compared with information from a pill count
and serum digoxin concentration measurements.
Earlier studies reported that health prolessionals
overstate the adherence ol their patients by as much
as 50 percent."

At the same time, the WHQ report attributes

lack ol adequate medication counseling to the
outdated belief that adherence is solely the patient’s
responsibility® Practical issues such as lack of time
and lack of linancial reimbursement [or education
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and counseling also represent persistent barriers to
health care provider adherence interventions.

Besides these practical issues is the factor ol trust
between the clinician and the patient. According
Lo a study recently reported in the Archives of
Internal Medicine, when physician trust levels are
low, patients are more likely to lorego the use of
medications.*” This study suggests that clinicians
need to encourage acdherence through behaviors
designed to improve patient trust. Further, a
meta-analysis of 21 studies assessing the quality of
physician-patient communication [ound that the
quality of communication both in the history-taking
segment ol the visit and during discussion of the
management plan signilicantly improved patient
health outcomes.™”

Finally, there is the pervasive problem of

poor communication between the clinician

and the patient. Because this lack of effective
communication can lead to medication errors and
non-adherence, the Institute ol Medicine (IOM)

in its landmark 1999 report — To Err is [uman;
Building a Safer Health System — called on clinicians
to educate their patients about the medications
they are taking, why they are taking them, what
the medications look like, what time patients
should take their medicines, potential side effects,
what to do il a patient experiences side elfects, and
what regular testing is necessary.”" Osterberg and
Blaschke also present a range ol communications-
based strategies for improving medication
adherence in their review article, Adherence to
Medication, published in the August 4, 2005 issue ol
the New England Journal of Medicine ? (See Table 2;
page 30 of this report).

PHARMACY-RELATED FACTORS

Because pharmacists have divect and [requent
contact both with prescribers and patients, research
suggests that community-hased pharmacists

can play a unique role in promoting medication
adherence.” ' Tor example, a study examining
the interaction ol 78 ambulatory care clinical
pharmacists with 523 patients treated at selected
Veterans Allairs medical centers over the course

of a year found that pharmacists were responsible




for adjusting patients’ drug regimens as well as
identifying and preventing drug-related problems.®?

Also demonstrating the ability ol community-based
pharmacists to increase medication adherence is the
recent Federal Study ol Adherence 1o Medications
in the Elderly (FAME) conducted among military
health care beneficiaries aged 65 years or older
who were prescribed at least four chronic
medications a day Designed to assess the efficacy
of a comprehensive pharmacy care program,

this multi-phase study examined the impact ol
patient education and the use ol an adherence aid
{medications custom packaged in blister packs),
finding that the program increased medication
adherence and persistence, whereas discontinuation
of the program was associated with decreased
medication adherence and persistence.” Findings
from the FAME study call for greater emphasis
within health care delivery systems and policy
organizations on the development and promotion of
clinical programs to enhance medication adherence
particularly among the at-risk elderly population,

Despite these research findings, however, lour
categories of pharmacy-related barriers to improved
patient adherence remain and must be addressed.
Broadly defined, these categories are: the attitudes
of patients and pharmacists, the knowlecge level

of pharmacists, the operational aspects ol the
pharmacy practice, and professional barriers,'""

nits 1995 report, NCPIE identified many
attitudinal barriers that contribute to the poor
adherence, including the perceptions ol patients,
caregivers, and other health care provicers about
the expertise ol pharmacists and the pharmacist’s
willingness to tailor education and counseling to the
needs ol the patient. Moreover, pharmacists’ own
views about their role in medication adherence can
be a factor. Many pharmacists are accustomed to a
paternalistic relationship where the pharmacist tells
the patient what to do and the patient is expected
to follow those instructions.®® Further complicating
the situation for pharmacists is identifying potential
adherence problems when medication regimens can
be complex and then applying complex technical
information to practice situations.
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Beyond these issues, NCPIE has noted functional
and professional barriers that can significantly
impact the ability ol pharmacists to engage in
adherence education and counseling. Functional
barriers can incluce space limitations, time
constraints, the lack ol resources, and the lack

of management support to counsel patients on
medication adherence.” Moreover, thousands

ol pharmacies must divert time and cannot
efficiently fll prescriptions because information
needed to obtain reimbursement frequently does
not appear on a patients drug benefit card. As a
consequence, thousands ol hours are occupied
calling employers or insurance companies to obtain
this inlormation.”™" Reimbursement [or counseling
patients has not kept pace with the pharmacy
profession’s attempts to obtain this payment,
although the Medicare prescription drug benefit
plan affords opportunities due to requirements for
medication therapy management programs (MTMP)
[or specific enrollees.

Prolessional barriers also arise rom a lack of
consensus within the pharmacy community about
the role ol pharmacists in health care delivery.

To gain this consensus, national pharmacy
organizations have endorsed the concept of
“pharmaceutical care,”®” a maturation of pharmacy
as a clinical profession, with pharmacists
cooperating directly with other prolessionals

and the patient in designing, implementing and
monitoring a therapeutic plan. This approach
requires a knowledgeable frontline stall supported
by managers, other pharmacists and elfective work
systems.

GOVERNMENT IMPEDIMENTS

The pharmaceutical care model advanced by the
pharmacy community is predicated on supportive
government policies, However, a number of lederal
and state laws, as currently interpreted, may actually
impede the availability ol adherence assistance
programs.

One such impediment is the lederal anti-kickback
statute containing rules that cover businesses
reimbursed by Medicare, Medicaid or other federally
funded health care programs. This statute is so
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broadly written that many types of health care
practices and business relationships designed to
increase patient aclherence may theoretically be
subject to criminal prosecution under the statute.

To help address this problem, the Office of the
Inspector General (OIG) within the Department of
Health and Human Services (HFS) issued regulations
granting “sale harbor” protections to certain types

ol health care practices and business arrangements.'
However, because OIGs regulations don't specifically
cover patient education, medication refill reminder
programs and other pharmacy-based adherence
messaging programs, the result has been a reduced
use ol aclherence messaging programs. In an
abundance ol caution, some relill reminder programs
now exclude any patients who participate in any
[ederal health care program (e.g., Medicare, Medicaid,
TRICARE).*

Another impediment to pharmacy adherence
assistance programs involves federal and state medical
privacy requirements. At the lederal level, there is

the “Privacy Rule,” a set ol lederal medical privacy
regulations issued Lo implement the Health Insurance
Portability and Accountability Act of 1996 (HI1PAA).
Although these rules permit health care providers

to carry out “treatment” functions, including

refill reminders and other adherence messaging
programs, without first obtaining the patient’s writien
permission,* some privacy advocates object to these
provisions.

With these concerns in mind, the National
Consumers League (NCL) created voluntary
performance-hased Best Practice Principles that
build on the requirements contained in the HIPAA
privacy rule.”® Developed by a Working Group
ol representatives [rom public interest groups,
health professional societies, the consumer/
privacy movement, pharmacy industry trade
groups, pharmacy vendors, retail chains, and

the pharmaceutical industry, the Best Practices

Principles are intended to bricge the gap between the
protections afforded by HIPAA and fair information
practices that deline the degree ol control that
consumers should have over the ways their health
information is used. Accordingly, the Best Practices
Principles include:*®

+  Ensuring that a pharmacy’s Nolice of Privacy
Practices can be easily understood;

+  Providing patients with a description ol
pharmacy messaging programs;

+  Providing an opportunity to opt out of the
pharmacy messaging programs;

+  Ensuring that opt-out mechanisms function
properly;

Identilying sponsorship;

+  Disclosing limitations of materials as a source
ol health care inlormation;

+  Providing inlormation that is clear and
reliable;

+  Endeavoring Lo use discretion in
communicating about sensitive subjects;

+  Ensuring that persistence and adherence
messages are wrlllen in a manner consistent
with available data about the characteristics
ol ellective messaging; and

+  Engaging in messaging aboul alternative
and/or adjunctive therapies only when there
is a clear potential benefit to patients.

Even with these voluntary principles, however,
HIPAA does not preempt state law, which is why a
number of states have enacted, or are considering,
legislation to restrict the ability of pharmacies to
conduct adherence messaging programs. As with

the [ederal anti-kickback statute, the unintended
consequence ol some ol these state laws is uncertainty
about which types of medical information require
patient authorization and which do not. For example,

! 42 CER. Part 100},

¢ To the extent that the antikickback statute discourages reflll reminders and other compliance programs, its effect is somewhat at odds with the Medicare Modernization Act,
which required that, every Part D benefit plan implement medication management therapy programs (MTMPs). MTMPs are designed to optimize the therapeutic outcome of drug
treatment for certain beneficiaries through education and management programs. Improved medication compliance and adherence is a key part of a successful MTMP

 Pub. L. No. 104-191.
' 45 C.FR. § 164.506(2) and (c).
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the California Confidentiality of Medical Information
Act (CMIA) provides (in relevant part):

Except to the extent expressly authorized
by the patient . . . no provider of health care
... shall intentionally share, sell, use for
marketing, or otheywise use any medical
information for any purpose not necessary (o
provide health care services to the patient.”

When read literally, the CMIA seems to prohibit
adherence-messaging programs without specihic
authorization, when in (act, the Act views these
programs as “necessary to provicle health care
services” and exempts this requirement. The CMIA
also exempts the authorization requirement for
adherence communications that address a “chronic
and seriously debilitating or lile-threatening
condition” if certain conditions are satisfied * But
since there is uncertainty as to how state regulators
could interpret these provisions, many pharmacies
and pharmaceutical manulacturers have opted not to
run adherence programs in California, or run them
on a limited basis. The consequence is that adherence
communications [or medications [or diabetes,
osteaporosis, asthma, hypertension and heart attack
and stroke prevention now being provided in other
states are, in some cases, being withheld from
Calilornians. The same situation could result il a
number of state bodies enact legislation that broadly
prohibit the use of prescription drug information for
commercial purposes, including pharmacy-basecl
programs funded through third parties.

LIMITED FEDERAL SUPPORT FOR
ADHERENCE RESEARCH

Besides (ederal and state laws and policies that impact
the availability of adherence assistance programs,
insulficient [ederal funding lor adherence research is
another impediment to improving medication use.
Although created the Adherence Research Network to
identily research opportunities at its 18 Tnstitutes and
Centers, the Network has been inactive since 2002.
Moreover, in 2000, when the Network was [unding
adherence research, the actual N1H dollars earmarked

[or testing interventions to improve medication-
taking behavior was only $3 million in a budget of
nearly $18 billion.”” The overall NIH budget in 2000
was $17.8 billion.

Such paucity in adhererce research [unding has
implications for public policy, as policymakers look
to researchers 1o help determine priorities [or the
medical community. While NIH dollars are being
spent on patient acherence as it applies to trealing
specific disease states, very little is actually going
into testing interventions and measuring their
ellectiveness. Thus, a key goal will be 1o re-invigorate
the Adherence Research Network while increasing
substantially the level of NIH funding [or research
to test adherence interventions and measure their
ellectiveness.

Kripalani, Yao, and Haynes (Interventions to
Enhance Medication Adherence in Chronic Medical
Conditions) point out key limitations and challenges
for future adherence research, noting that because
most of the available literature does not separate

out the effects ol the individual components of
multilaceted interventions, it is not possible to

draw definitive conclusions about which [eatures

ol combined interventions are most beneficial.®”
Additional research, the authors note, is needed

to clarify which leatures are most responsible [or
changes in adherence and clinical outcomes, with
the caveat that individual components may not prove
powerful enough to show important elfects.
Future studies should also examine the eflect of
varying the intensity of interventions to determine
dose response relationships. Such findings would
have important implications [or health systems
considering the implementation of patent adherence
programs on a large scale. Investigations should be
conducted with clinically meaningful outcomes as the
primary end points and be sufhiciently powered to
detect a dilference in these measures. Most important,
[uture research should seel to understand the
determinants ol adherence behavior and to develop
and test innovative ways to help people adhere

to prescribed medication regimens, rather than
persisting with existing approaches. ™

! Cal. Civ. Code § 56.10(d), as amended by A.B. 715.
? Cal. Civ. Code § 56.05(f)(3).
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Strategies for Improving Patient Adherence

How do we change behavior? How can we
molivate patients with chronic illnesses to take steps
that will keep their diseases [rom progressing? How
can we engage health professionals to intervene
with patients and their caregivers about the

need to take medicines as directed -- sometimes

for life? And how can we elevate the subject of
prescription medicine adherence, an issue to which
Americans have been largely indifferent, to one that
is both compelling and actionable by all alfected
stakeholders?

These are the challenges lacing the U.S. health
system at a time when lack of patient adherence to
medication regimens, especially lor the treatment
of chronic conditions, leads to unnecessary disease
progression, disease complications, recduced
functional abilities, a lower quality of life, and even
death. To address this serious problem, a range ol
strategies must be used to target the underlying
causes of poor adherence and to make the relevance
ol taking medicines as prescribed meaningful to

all stakeholders -- patients, caregivers, clinicians,
payors, public health advocates, and policymakers.
But this does not mean starting [rom scratch:
extensive research exists that provides insights

into ellective approaches to improve adherence 1o
therapeutic regimens.

RECOGNIZING THE DISEASE
CHARACTERISTICS OF
NONCOMPLIANCE

The 1994 report Noncompliance With Medications:
An Econemic Tragedy With Important Implications
for Health Care Reform introduced the concept that
non-adherence is a disease because the problem
shares many leatures ol a medical disorder,
including;

+  Non-adherence can lead to increased
morbidity and mortality;
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+ The problem can be assessed and
monitored;

+  [Elfective interventions have been identified;

+  Triage is needed to identily those patients at
greatest risk of non-adherence; and

+ Non-adherence is a public health problem
[or which prevention is an important goal.

In light of these similarities, approaching non-
adherence as a disease could be an important step
towards increasing the extent to which patients take
their medications as prescribed by their health care
provider(s), With implications for research, health
policy, and the day-to-day practice ol medicine and
pharmacy, widespread recognition of the disease
characteristics ol non-compliance would put the
issue into a new perspective that would help gain
the attention, locus and sustained commitment that
this problem deserves.

INCREASING PUBLIC AWARENESS
THROUGH EDUCATION

To motivate patients to aclhere to their medication
regimens, the American public must [irst
recognize the role each person plays in taking
their medications as prescribed or in making

sure that a Joved one does so. Simply put, the
American public needs increased education about
medication adherence that captures their attention,
increases their understanding, and enhances their
motivation to take their prescribed medication in
the recommended way.

To achieve these goals, specialists in medication
use advocate mounting a sustained, national
public education campaign to provide patients
and caregivers with meaningful information about
adherence that they can incorporale into their
daily lives. Ultimately, enlisting the support anc
participation ol many stakeholders -- including
the public health community, physicians and other
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prescribers, nurses, pharmacists, the pharmaceutical
industry, governiment, private payors, and consumer
organizations — such a campaign must elevate
adherence as a health priority and utilize multiple
information channels to engage the public on a
sustained basis. Only by making the public aware of
the role individuals play in the management of their
own health conditions will we empower people

to ask questions about their medicines, All their
prescriptions, and [ollow their treatiment regimens
as recommended.

PATIENT INFORMATION
STRATEGIES

As noted by the American Heart Association, the
rationale lor enhancing adherence is based on the
premise that the patient will get well or stay well
il the physician, other health care providers, and
the health care organization make appropriate
recommendations, providing the patient has

the requisite knowledge, motivation, skills,

and resources to [ollow the recommendations.
Specifically, the American Society of Consultant
Pharmacists states that patients need to know:®"

+  What condition the medicine was
prescribed to treat.

+  What the medicine is, why it is needed and
how it works in the body.
+  Why the medicine was selected.

+ The dosage schedule and related
nstructions about how to take the medicine
(before eating, with food, etc).

+  Whether the medicine will work safely
with other medicines being taken
(both prescription and nonprescription
medicines).

+  What to do if doses are missed or delayed.

+  The common adverse elfects that may occur
and what to do about them.

+  How to monitor whether the medicine is
having its intended eflect (are lab tests or
blood work necessary; if so, how often).
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+  Serious adverse ellects to look out for and
what to do if they occur.

What action to take when the prescription
is about to run out.

In the outpatient setting, the primary opportunities
for providing this information to the patient

occur in discussions when the prescriber writes
the prescription and when the patient fills the
prescription at the pharmacy. Visiting nurses in the
home setting also have an opportunity for such
dialogue with patients. During these discussions,
research has [ound that relaying the most important
information [irst, repeating key points, and

having patients restate key instructions increase
patient understanding.®* Moreover, dala show

that providing patients with information about
possible adverse ellects does not appear to decrease
adherence.®”

Besides providing basic information about how

to take the medication correctly, an important
reason [or clinicians to educate patients about

their medication regimens is to address common
misperceptions that lead to non-acherence. This
may include the perception that the medication can
be stopped when the condition improves or that the
medicine is only needed when there are symptoms.
Moreover, studies demonstrate the benefits of
improved adherence when patients are encouraged
to ask questions and share inlormation. This
process is built upon the Health Beliel Model, one
of the most widely used conceptual frameworks in
health behavior, which suggests that people’s beliefs
guide their understanding ol and response to their
discases.?®

However, since studies find patients forget

more than half of the information from a verbal
explanation immediately alter they hear it,"” health
care providers should welcome patients wha bring
a partner or caregiver as a “second set of ears,”

and should ask patients to repeat instructions and
encourage note taking during the oral discussion.
Complementing these actions, providing written
inlormation about the medication has been shown
to improve patients” knowledge and decrease
medication errors. A 2007 study conducted

by researchers at the Arnold &Marie Schwartz

NATIONAL COUNCIL ON PATIENT INFORMATION AND EDUCATION


http:iseases.l2

College ol Pharmacy and Health Sciences, Long
Island University, found that approximately two-
thirds of surveyed patients reported reading the
non-manulacturer developed consumer medicine
information (CMI) leaflets about new medications
provicded by pharmacies.®" Accordingly, the study
recommends that pharmacists should encourage
patients to read the CMI leallet and promote it as a
useful resource, although this information should
be used in conjunction with, but not as a substitute
for, oral discussions, ™"

In the case of teaching complex medication-taking
techniques, such as using a metered dose inhaler
or administering an injection, oral and written
information will not sullice. Here, patients need

a health care provider to walk them through the
process in easy steps and Lo observe while the
patient repeats the procedures. The health care
provider is then able to answer questions, point out
any problems with the patient’s technique and work
with the patient to repeat the procedure until the
problems are resolvec.

While all these strategies are helplul in promoting
patient adherence, how the information is conveyed
also matters greatly to how patients ultimately
respond. For example, a 2006 study conducted

for the American College of Physicians (ACP)
Foundation and reported in the Annals of Internal
Medicine found that a major barrier to patient
acherence is patient understanding ol prescription
drug labels, including the format, content, and use
ol medical jargon. Because this problem is especially
acute among those with lower literacy (eighth

gracle level or below) and patients taking multiple
prescription drugs, the ACP Foundation has
launched a Prescription Medication Labeling project
to address the problems associated with poor health
communication.

A key strategy of the Prescription Medication
Labeling project is the use of patient-centered
counseling, an approach that [ocuses not only on
the content of the information but also on the tone
used by health professionals. As detailed in the
1995 NCPIE report, patient acherence improves
when professionals:*”

Are warm and caring and respect the
patients concerns,

4

+  Talk to patients directly about the need [or
adherence,

+  Probe patients about their medicine taking
habits and health beliels,

+  Obtain agreement [rom the patient on the
specifics ol the regimen, including the
medical treatment goals,

+  Communicate the henefits and risks of
treatiment in an understancable way that
[osters the perception that the patient has
made an informed choice about his or her
care, and

+  Probe [or and help resolve patient concerns
uplront so they do not become hidden
reasons [or non-adherence.

BEHAVIORAL REINFORCEMENT
AND PATIENT SUPPORT

Especially in chronic disease management, where
medication is requirecl on a continuing basis,
adherence with medication regimens involves a
change in behavior on the part of the patient.”
[n some cases, patients may need to take specific
medications every day at a set time. Adherence
also requires that patients remember to get their
prescriptions refilled and to incorporate their
medication taking into their daily schedules and
lifestyle.

Because these actions require diligence, adherence
can he viewed as a continuum, with most patients
starting as very diligent and declining over time.
Adherence has also been shown to decline between
visits Lo the physician/clinic.” That is why regular
interaction between patients and health providers is
so important for improving medication use.

Recognizing these challenges, adherence researchers
stress the importance of tailoring the mecdlication
regimen Lo the patient’s daily schedule and lilestyle,
such as:
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+  Decreasing the number ol daily doses to
once or twice a day;7%%

+  Eliminating unnecessary or redundant
medications or using combination products
when possible;

+  Changing the route of administration, such
as using oral medications or transdermal
patches; and

+  Decreasing the overall cost of the
medication regimen il aflordability is a
barrier to compliance.

Additionally, long-terim adherence requires
behavioral reinforcement and patient support
strategies throughout the continuum of care.
Providing cues 1o patients -- through medication
packaging that helps patients chart and remember
to take each dose and through tools such as
medication organizers and reminder charts -- have
been shown to improve adherence. A personal
medication chart encourages the patient to keep

a list of all the prescription and over-the-counter
medications used, including recording how much
to take, when and how to use the medicine, why to
use the medicine, and the name of the prescriber.

Another approach that has produced measurable
outcomes is direct-to-patient adherence programs,
such as arranging supportive home visits by
health care providers or encouraging the patient
to establish a budcdy system with a [riend who
also takes daily medication. In a meta-analysis of
153 studies assessing the ellectiveness ol dillerent
adherence interventions, those that combined
educational and behavioral approaches were more
successful than single-focused interventions.®”

Along with these strategles, specialists in the field
are advocating for broader awareness and adoption
of new technologies that make it possible to
engage patients more elfectively about medication
aclherence. For example, prescribers can use

email to communicate directly with patients who
are encouraged to ask questions electronically.
Pharmacies can use adherence-messaging programs
to reach patients using letters, newsletters,
brochures, telephone calls, e-mails, [axes and

even pagers. These programs can be triggered by
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automated pharmacy dispensing records, based

on estimates of when the patient may run out of
the medication. These communications not only
remind the patient to refill the prescription but also
emphasize the importance of following theit health
care providers instructions and keeping follow-up
Visits.

Other technological inmovations that have the
potential to improve medication adherence include
clectronic reminder devices and automated
medication dispensers. For example, electronic
pillboxes are available that can be programined to
light up when a dose is due. Also in development
is new technology that allows a microchip to be
embedded in the packaging to monitor the dates
and times when the package is opened, allowing
pharmacies to scan the information and plot out
patients” medication taking patterns.

STRATEGIES DIRECTED AT
HEALTH PROFESSIONALS

Although ultimately patients must make Lhe
decision to fill their prescriptions and take their
medicines as prescribed, improved adherence
requires the successtul interplay between the patient
and those involved in managing his/her care -- the
physician, physician assistant, nurse or nurse
practitioner, and pharmacist. This partnership is

the principle behind patient-centered medicine, ™
where clinicians cooperate directly with the patient
in designing, implementing and monitoring a
therapeutic plan.

Shifting to a patient-centered approach, however,
requires that health care providers have the
knowledge to educate and counsel about
medication adherence. As a result, specialists
acvocate starting with increased training of
prescribers, nurses and pharmacists to improve
their adherence-related skills."® Currently, courses
in patient education and adherence promotion are
incorporated into the curriculum of many nursing
and pharmacy schools, but there are major gaps,
especially in the training of medical students. It is
not surprising then that even among health care
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professionals, studies find that lack ol medication
adherence is a problem."?

To hil this troubling education gap will require
developing a curriculum that will allow medical,
nursing and pharmacy students Lo conceptualize
and execute responsible medication-related
problem-solving on behall of indivicdual patients.
Curricula should be designed to produce graduates
with sufficient knowledge and skills to provide
patients with adherence education and counseling
competency. Expanding the core competencies of
clinicians also requires a significant investment in
expanding professional education through courses
provided by recognized medical sub-specialty and
allied health organizations as well as lecture series
on patient acherence.

At the same time, improving the ability of patients
to achere to their therapy regimens necessitates
an expanded role for pharnmacists, who are among
the most accessible members of the health care
team once medication therapy is initiated.” There
is also growing evidence that pharmacy-based
interventions are eflective in improving drug
therapy results. For example, in a study where
pharmacists provided adherence counseling to
patients with high blood cholesterol, medication
adherence improved from a national average of 40
percent to 90 percent.”

To capitalize on the role of pharmacists as Lthe
nexus for conducting adherence interventions,

the pharmacy community has been working to
implement collaborative drug therapy management
(CDTM) through which pharmacists and physicians
voluntarily enter into agreements (o jointly manage
a patient’s drug therapy. ™ Currently, 40 states

have specific laws that allow CDTM and others

are developing or reviewing proposed legislation

to enable CDTM {or improved disease and drug
therapy management.®®

At the same time, more initiatives like the
“Asheville Project,” the longest-running test using
pharmacist interventions Lo improve patient
adherence with diabetes and asthma regimens,
are needed to improve health outcomes.”™"
Fealuring patient counseling, the Asheville Project
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provides pharmacists with intensive training in
managing the target disease and then pays them
for monthly consultations with patients, during
which they encourage those patients to adhere to
the recommendled lifestyle changes and prescribed
medication regimen. Currently, the American
Pharmacists Association (APhA) Foundation has
launched the Diabetes Ten City Challenge modeled
after the Asheville Project to improve medication
acherence among people with diabetes.™” This
demonstrates that matching patients with specially
trained pharmacists is a useful strategy to help
patients learn how Lo manage their disease more
effectively while lowering the costs of health care.

Pharmacists should also take advantage ol advances
within the practice that make patient adherence
efforts more elfective. This includes designating
areas within the pharmacy that are conducive to
patient counseling and undertaking such activities
as monitoring blood pressure, blood glucose levels
and other patient screening activities. Further,
adherence technologies now make it possible for
pharmacists to conduct direct-to-patient counseling
programs tailored to the needs ol patients who
have been prescribed medication in virtually

every therapeutic class. These programs can be
implemented in various forms, including ecducation
and reminder letters, e-mail messages, newsletters,
brochures, and phone calls.

THE NEED FOR A
MULTIDISCIPLINARY APPROACH
TO IMPROVE ADHERENCE

I the goal ol medication adherence is to improve
the outcome [or each patient through the correct
use ol prescribed medicines, then what is ultimately
needed is a multidisciplinary approach to adherence
management whereby the patient and all members
of the health care team work together to cure the
patient’s illness, provide symptom relief, or arrest
the disease process. This approach is intended to
convey a respect for the goals of both the patient
and the health prolessional, and envisions patients
and clinicians engaging in a productive discussion
aboul medication regimens.




The idea of a multidisciplinary team is the concept
behind the term “concordance” advanced by the
Royal Pharmaceutical Society of Great Britain®"
and other European bodies, and behind the

term “pharmaceutical care,”*" which has gained
traction within the U.S. Regardless ol the term,

the underlying premise is what NCPIE calls the
“Medication Education Team,” a model of open
communication and shared responsibilities in
which physicians and other prescribers, nurses,
pharmacists and other providers communicate with
patients at every “teachable medicine moment,”
making communication a two-way street, listening
to the patients as well as talking to them about
their medicine use. Since the 1980s, NCPIE

has advocated for the formation of a *“Medicine
Education Team” lor every patient, so each
individual is fully informed about each medicine he/
she is taking, has the instructions for taking these
medicines properly, and knows the medication risks
to avoid.

Recognizing that many interventions have heen
shown to be effective in improving adherence
rates, the World Health Organization (WHO)
report specibically calls on health prolessionals,
researchers, health planners and policymakers

to implement a multidisciplinary approach to
aclherence education and management.?” This

has led to the creation of a special Task Force on
Medicines Partnership in the United Kingdom."?
In the United States, pharmacy researchers are also
examining ways to demonstrate the benefits of
pharmacy-based adherence intervention services.
What is needed now is for leading physician,
nursing, and pharmacy organizations to embrace
NCPTES concept of the Medicine Education Team,
resulting in its widespread adoption in clinical
seltings.

THE NEED FOR SUPPORTIVE
GOVERNMENT POLICIES

Ata time when the number of prescriptions
dispensed in the U.S. is expected to grow to 4.5
billion by 2010, enabling pharmacists to use the
most modern technologies to conduct acherence
assistance programs would seent obvious.

24

However, as noted previously, there are a variety of
impediments, including limitations by a number
of federal and state laws. An immediate need is

Lo resolve ambiguities about whether sponsored
programs fall within the scope of the lederal
anti-kickback statute, and to ensure that federal
and state medical privacy laws make clear that
pharmacies may communicate with patients about
the importance of adherence to prescribed courses
of therapy, as long as such compliance programs
address privacy-related concerns.

THE NEED FOR RESEARCH
SUPPORT AND RESEARCH RIGOR

With the astonishing advances in medical
therapeutics during the past two decades, one
would think that studies about the nature of non-
adherence and the ellectiveness of strategies (o
help patients overcome it would [lourish, On the
contrary, the literature concerning interventions to
improve adherence with medications remains lar
[rom robust. Compared with the many thousands
of trials for individual drugs and treatments,

only a few relatively rigovous trials ol adherence
interventions exist and these studies provide limited
imformation about how medication adherence

can be improved consistently using the resources
usually available in the clinical settings.™

Al the same time, there has been inadequate
funding from the N1H for research on the causes

ol non-adherence and the interventions neeced

to improve adherence across types ol health-care
prolessions, settings, interventions, and persons

ol varying educational, economic, and ethnic
backgrounds. Policymakers must re-examine

how research on patient adherence is addressed
within NTH with the goal of significantly increasing
lunding for research on interventions to improve
adherence. While the creation of the Adherence
Research Network is a good start, now is the time to
invest in adherence research (o identily behaviorally
sound multi-focal interventions across diseases and
in diflerent service delivery environments.
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Advancing Adherence:

A National Action Agenda

10 PRIORITIES FOR ACTION

Mounting evidence shows that poor medication
adherence is pervasive and costly. The problem
alfects all ages, both genders and people ol all
socioeconomic levels. Non-acherence is particularly
important for patients with chronic conditions as it
leacls to unnecessary disease complications, reduced
[unctional abilities, a lower quality of life and too
often, premature death.

Because ol the nature and extent of this

challenge, NCPIE has described non-adherence

as America’s “other drug problem.” NCPIE, along
with NIH, WHO, and numerous voluntary

health and prolessional societies around the

world, has contributec a new understanding
about the importance of adherence for successful
treatment. The consensus of all stakeholders is
that interventions that improve patient acherence
enhance health status and reduce health care costs.

But this consensus is only the beginning of what
is needed to address the problem ol patient
nonadherence. Adherence problems have been
generally overlooked as a serious public health
issue and, as a result, have received little direct,
systematic, or sustained intervention. Moreover,
Americans have inadequate knowledge about the
signilicance ol medication adherence as a critical
element ol their improved health. Thus, a major,
sustained public education effort is required

to educate people before they become ill, to
prepare them to respond positively to adherence
inflormation when flaced with a condition requiring
medication.

Because the stakes are so high, NCPIE has become
a convener and catalyst [or promoting a dialogue on
new ways to advance patient medication adherence
across the continuum ol care -- [rom diagnosis
through treatment and follow-up patient care and
monitoring. Accordingly, NCPIE convened a panel

ol experts to create consensus on ten national
priorities that may have the greatest impact on
improving the state ol patient adherence in the
U.S. Uldmately involving the support and active
participation ol many stakeholders -- the federal
government, state and local government agencies,
prolessional societies and health care practitioners,
health educators, and patient advocates -- this

platform calls [or action in the [ollowing areas:

1. Elevate patient adherence as a critical
health care issue.
Medication non-adherence is a problem
that applies to all chronic disease states;
allects all demographic and socio-economic
strata; diminishes the ability to treat
diabetes, heart disease, cancer, asthma,
and many other diseases; and results in
sullering, death, and sub-optimal utilization
of health care resources. Despite this
impact, patient adherence is not on the
radar screen ol policy makers and many
health professionals, which has meant
inconsistent government policies and a
lack ol resources lor research, education,
and professional development. Until health
care policy makers, practitioners and other
stakeholders recognize the extent ol non-
adherence, its cost, and its contribution to
negative health outcomes, this problem will
not be solved.

2. Agree on a common adherence
terminology that will unite all
stakeholders.

Today, a number ol common terms -

- compliance, adherence, persistence,
and concordance -- are used to define

the act of seeking medical attention,
hilling prescriptions and taking medicines
appropriately. Because these terms rellect
different views about the relationship
between the patient and the health care
provider, conlusion aboul the language

PON PLAM 2 5

E. A MATIQOMNAL /



26

used to describe a patients medication-
taking behavior impedes an informed
discussion about compliance issues.
Thervelore, the public health community
should endeavor to reach agreement

on standard terminology that will unite
stakeholders around the common goal
ol improving the self-administration

of treatments to promote better health
outcomes.

Create a public¢/private partnership

to mount a unified national education
campaign to make patient adherence a
national health priority.

To motivate patients and practitioners

to take steps to improve medication
adherence, there must be compelling and
actionable messages as part ol a unified and
sustained public education campaign. A
foremost priority is creating the means by
which government agencies, professional
societies, non-profit consumer groups,
voluntary health organizations and industry
sectors can work together to reach public
and professional audiences on a sustained
basis. Although NCPIE and a number of
government agencies, professional societies
and voluntary health organizations are
promoting information about medication
aclherence, there also needs to be a national
clearinghouse, serving as the catalyst and
convener so that all stakeholders can

speak with one voice aboul the need for
improving patient adherence. NCPIE,

a professional society, or an academic
institution could manage this clearinghouse
effectively.

Establish a multidisciplinary approach to
compliance education and management.
There is a growing recognition that a
multidisciplinary approach to medication
taking behavior is necessary lor patient
adherence to be sustained. This has led
NCPIE to promote -- the “Medication
Education Team” -- in which the patient
and all members of the patient’s health care
team work together to treat the patient’s
condition, while recognizing the patients

Ut

key role at the center ol the process.
Looking to the future, this model has
the potential to improve adherence rates
significantly by changing the interaction
between patients and clinicians and

by engaging all parties throughout the
continuum of care,

Immediately implement professional
training and increase the funding for
professional education on patient
medication adherence.

Today’s practitioners need hands-on
information about adherence management
to use in real-world settings. This need
comes at a time when a solid base

of research already exists about the

steps physicians and other prescribers,
pharmacists, and other health care
practitioners can take to help patients
improve their medication taking behavior.
Professional societies and recognized
medical sub-specialty organizations should
immediately apply these research findings
into prolessional education through
continuing education courses as well as
lecture series on patient adherence issues.

Address the barriers to patient
adherence [or patients with low health
literacy.

Low health literacy and limited English
proficiency are major barriers Lo adherence
and deserve special consideration. Thus,
an important target for patient-tailored
interventions are the 90 million Americans
who have difficulty reading, understanding
and acting upon health information,
Accordingly, advocates recommend
widespread adoption of existing tools,
such as the Rapid Estimate of Adult
Literacy in Medicine Revised (REALM-R),
validated pictograms designed to convey
medication instructions, and specific
patient education programs that promote
and validate effective oral communication
between health care providers and patients
supported by the provision of adjunctive
uselu) information in its most uselul
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[ormat to address the patient’s individual
capabilities.

Create the means to share information
about best practices in adherence
education and management.

Today, stakeholders have access to more
than 30 years ol research measuring

the outcomes and value of adherence
interventions. Building on this loundation,
a critical next step is for the [ederal
government -- through the Adherence
Research Network -- o begin collecting
data on best practices in the assessment of
patient readiness, medication management
and adherence interventions, incentives
that produce quality outcomes [rom
adherence interventions, and measurement
tools so that this information can be
quantified and shared across specialties
and health cave [acilities. Just as federal and
state registries collect and share necessary
data on dillerent disease states, a shared
knowledge base regarding systems change,
new technologies, and model programs [or
evaluating and educating patients about
adherence will significantly improve the
standard ol compliance education and
management.

Develop a curriculum on medication
adherence [or use in medical schools and
allied health care institutions.

Lack ol awareness among clinicians

about basic adherence management
principles remains a major reason that
adherence has not advanced in this
country, To change this situation will
require institutionalizing a curriculum at
medical, nursing, pharmacy and dental
schools as well as courses [or [aculty
memnibers that [ocus on the adherence
advancement and execution of meclication-
relatec problem solving. Moreover, once
these courses are developed, it will be
important [or academic centers Lo elevate
patient adherence as a core compelency by
mandating that course work in this area be
a requirement [or graduation.

ENMANCING PRESCRIPTION M
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Seek regulatory changes to remove
road-blocks for adherence assistance
programs.

Improved adherence to medication
regimens is predicated on supportive
government policies. Unlortunately,

a number of federal and state laws

and policies now limit the availability

ol adhevence assistance programs.
Accordingly, language in these [ederal and
state laws that limits communications 1o
patients about medication acherence must
be identified [or lawmakers and regulators
to resolve. Key issues to be addressed
include clarifying that education and refill
reminder communications fall within the
scope of the [ecleral anti-kickback statute,
and ensuring that lederal and state laws
related to patient privacy and the use of
prescription data do not unduly limit the
ability of pharmacies to communicate with
patients about the importance ol adhering
to their prescribed courses of therapy.

Increase the federal budget and stimulate
rigorous research on medication
adherence.

Although the National Tnstitutes of Health
has pul in place the Adherence Research
Network to identify research opportunities
at its 18 Institutes and Centers, the

actual NTH dollars earmarked [or testing
interventions to improve medication
taking behavior was only $3 million in

a budget of nearly $18 billion in 2000,

the latest date available. Thus, it will be
important for stakeholders to advocate

for NI 1o signilicantly increase the
proportion of its research [unding to test
adherence interventions and measure their
ellectiveness. Even if NIH triples its 2000
commitment, the small amount spent on
patient adherence will still signal that the
issue is a critical area for new research
efforts.

DICINE AOHERENCE: A NATIOMAL AC DM PLAM
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THE TIME IS NOW

Creating a public policy agenda that elevates
patient non-adherence as a priority concern is
essential Lo reduce the adverse health outcomes
and economic consequences associated with

this pervasive problem. Improving how and

when patients take their medicines is a complex
challenge, requiring changes in the knowledge,
attitucles, and skills of patients, health prolessionals,
and policy-makers alike. While no single strategy
will guarantee that patients fill their prescriptions
and take their medicines as prescribed, it is hoped
that the priorities identified in this report will serve
as a catalyst for action and ofler realistic goals lor
improving the standard of medication adherence
through research, education, and policy changes.

Now is the time to improve patient care,
recognizing the importance of medication
adherence, and providing the resources and
attention that are required.
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Table 1

MAJOR PREDICTORS OF POOR ADHERENCE TO MEDICATION
ACCORDING TO STUDIES OF PREDICTORS

Predictor: Presence of psychological problems, particularly depression
Study: vanServelien et al., Ammassari et al., Stilley et al.
Predictor: Presence of cognitive impairment

Study: Stilley et al., Kino et al.

Predictor: Treatment of asymptomatic disease

Study: Sewitch et al.

Predictor: Inadequate follow-up or discharge planning.
Study: Sewitch et al., Tacro et al.

Predictor: Side eflects of medication

Study: van Servellen et al.

Predictor: Patient’s lack of belief in benefit of treatment
Study: Okuno et al., Lacro et al.

Predictor: Patient’s lack of insight into the illness
Study: Lacro et al., Perkins

Predictor: Poor provider-patient relationship

Study: Okuno et al., Lacro et al.

Predictor: Presence of barriers (o care or medications
Study: van Servellen et al., Perkins

Predictor: Missed appointments

Study: Servellen et al., Farley et al.

Predictor: Complexity ol treatment

Study: Ammassari et al

Predictor: Cost ol medication, copayment, or both
Study: Balkrishnan, Ellis et al.

(Source: N Engl] Med 353:5 www.nejm.org August 4, 2005, page 491)
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Table 2

STRATEGIES FOR IMPROVING ADHERENCE TO A MEDICATION
REGIMEN*

+ Identify poor adherence
+  Look for markers of nonadherence: missed appoini-ments (“no-shows”)
+ Lack of response to medi-cation, missed refills
¢« Ask about barriers to adherence without being con-frontational
+ Emphasize the value of the regimen and the effect of adherence
+  Elicit patient’s {eelings about his or her ability to lollow the regimen, and if
necessary, design supports to promote adherence
+  Provide simple, clear instructions and simplily the reg-imen as much as possible
+  Encourage the use of a medication-taking system

+  Listen to the patient, and customize the regimen in accordance with the patients
wishes

+  Obtain the help from family members, friends, and community services when
needed

+ Reinforce desirable behavior and results when appropriate

+  Consider more “forgiving™" medications when adherence appears unlikely
+  Medications with long half-lives
¢ Depot (extended-release) medications

o Transdermal mecdications

* Information in this table was adapted [rom Osterberg and Rudd (Osterberg, LG, Rudd, P
Medication Adherence for Antihypertensive Therapy. In: Oparil S, Weber MA, eds. Hypertension:
a comparison to Brenner and Rector’s The Kidney. 2nd ed. Philaclelphia: Elsevier Mosby, 2005:848

** Forgiving medications are drugs whose efhicacy will not be affected by delayed or missed coses.

(Source: N EnglJ Med 353:5 www.nejim.org August 4, 2005, page 493)
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By: Joe Dysarl

Drug Topics Supplements

Given that patient compliance with drug regimens is a perennial problem, it's no surprise that
vendors continue to roll out new technologies designed to beep, text message, or color-code
patients along their way to better health.

According to a report released this month from the National Council on Patient Information and
Education (NCPIE), patients not experiencing acute symptoms are less likely to adhere to their
medications. The report added that only 51% of patients with high blood pressure stick with
their medications.

"Compliance problems are rampant for reasons that are multitudinous and varied,” said
Katherine Binns, senior VP of healthcare research at Harris Interactive, a market research firm.
"These barriers leading to noncompliance present significant challenges.”

Manufacturers are unleashing a slew of products featuring state-of-the-art technology intended
to help increase compliance. Many of these items employ computerized components that can
monitor patient compliance from afar using Web-based software or wireless text-messaging
systems. Other solutions include local alarm systems, which beep to remind a patient when it is
time to take a medication, or the means to talk to patients in computer-generated voices about
their medications and the dosage regimen they are supposed to follow.

Here's a look at some of the latest compliance newbies featuring such cutting-edge technology.
Getting personal
« Parata's PACMED is a strip packaging solution that generates user-friendly,

personalized unit-of-dose medication pouches for use in stores and at long-
term care facilities.

http://www.drugtopics.com/drugtopics/content/printContentPopup.jsp?id=450125 8/28/2007
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I

=—-— W "Servicing the prescription needs of long-term care facilities offers a lucrative

: 1 business opportunity to pharmacies, but the high labor commitment of

'33 ; traditional compliance packaging often creates a barrier," said Nanette Kirsch,
| @ Parata spokeswoman. "Parata's PACMED is an essential tool that solves that
» problem, offering significant advantages over blister packaging."

v

LR WSl e

5 48-41s,

3 »
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|
m /L The packaging, which is covered under Medicare MTM as compliance
packaging, processes up to 60 unit-dose packages or 50 multi-dose packages
PACMED system and . " . . .
unit-of-dose pouches PEr mMinute and seamlessly aligns inventory with patient demand. Plus, the
included Server+ software facilitates multi-tasking and maximum pharmacy productivity,

according to Kirsch.

"Custom-printed unit-of-dose pouches ensure that the right patient gets the right medications at
the right time, every time," Kirsch said. "Plus, the system reduces inventory costs, since, as
class A packages, most unused medications can be returned to stock.”

Other perks of the system include the ability to include personalized directions, such as "8 AM"
or "breakfast"; the ability to help patients identify when a dose has been missed; or convenient
portability of doses.

Electronic compliance

* MeadWestvaco's Cerepak, billed as "electronic compliance packaging," is yet another new
product. Cerepak is designed to accurately record the date and time each dose of medication is
taken. In addition, sensors in the packaging monitor the specific tablet or tablets being removed
by a patient.

The system also enables patient dosing data, as well as any other data collected, to be fed to a
personal computer or uploaded to Web-based compliance-analysis software that is maintained
by a pharmacy, doctor, or other healthcare professional.

Packaging for Cerepak is available in many formats, including MeadWestvaco's Dosepak
packaging, which features an outer carton for ample billboard space, a fold-over blister card,
and an attached insert for patient education and prescription directions. Dosepak can also
include a micro CD, as well as patient quality-of-life questionnaires, which can request feedback
regarding side effects of drugs taken.

* DailyMed, from PrairieStone Pharmacy, is a pharmacy dispensing system available only at
PrairieStone Pharmacies. DailyMed sorts and organizes monthly prescriptions, over-the-counter

medications, and even vitamins, into convenient, single-dose packets.

The technology does not accommodate all medications, but it does accommodate
half-tablets.

Beep, beep

« Still another new compliance entry is INRange Systems' Electronic Medication

http://www.drugtopics.com/drugtopics/content/printContentPopup.jsp?id=450125 8/28/2007
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Management Assistant. EMMA is a remote prescription management system
placed in a patient's home, enabling a healthcare professional to manage and
dispense medication. About the size of a breadbox, the unit is outfitted with two-way
communications software that links a patient and a healthcare professional via the x
Web. When a prescribed medication is scheduled to be taken, the unit emits a beep. ‘
The patient then releases the medication by activating a dispensing mechanism, and

the unit records the event for follow-up monitoring by a healthcare professional.

EMMA also enables a doctor or pharmacist to remotely schedule or adjust a

patient's prescribed medications via the Web.

DailyMed

* MedivoxRx's Rex the Talking Bottle is yet another unique product.
Activated by pressing and holding a button at the base of the bottle, this
product offers a recorded voice description of the bottle contents, as well as
dosage instructions. Pharmacists can make sound recordings for
prescriptions using text-to-speech technology. Essentially, when a
pharmacist sends label data to the printer, the label information is
transformed into a computer-generated recording on the bottom of the
bottle.

Rex the Talking Bottle

Pill nanny

« And if that's not enough, SIMpill has launched SIMpill Medication Dispenser,
a "pill nanny" that monitors patient adherence to a dosage regimen via text ‘
messaging, and can take added steps should a patient miss a dosage. Q "

The crux of the system is a text messaging-enabled pill bottle, which sends a
text message to the computer of a health professional each time a patient
opens the bottle and takes his or her medication at the prescribed time. Should
a prescribed dosage event be missed, the system's software can be

. . . SIMpill Medication
programmed to generate a number of responses, including sending a text Dispenser
message to the cell phone of a family member that the patient has not taken medication at a
prescribed time.

The system can also send a similar text message to a clinic-based healthcare professional, and
continue to send text messages wherever needed on an escalated basis if noncompliance
continues.

* Another unique compliance tool is The Helping Hand, from
Medicom. This handheld device, with a blister-card inside,
reminds a patient when it's time to take medication using
acoustic or visual clues. The device's software also monitors
overall compliance with a medication regimen, offering
patients feedback via a visual signal—red, yellow or green—as
The Helping Hand to how well they are complying with a regimen.

Text messaging

http://www.drugtopics.com/drugtopics/content/printContentPopup.jsp?id=450125 8/28/2007
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* There's also Med-Prompt's Med-Prompt text-messaging system, which reminds patients to
take medication at a predetermined time via text messages that the company sends to most
common communication devices, including cell phones, PalmPilots, and BlackBerrys.

Patients provide their medication regimen to Med-Prompt via phone. They can make alterations
to that regimen at any time via a toll-free number at no extra charge.

* InforMedix Holdings is offering the Med-eMonitor System S
interactive "smart pillbox," a monitored medication adherence
solution. Infor-Medix has partnered with Rodman's Discount

Drug Stores, located in the Washington, D.C., area as part of /,j
its consumer launch of the Med-eMonitor System. Under the =
agreement, Rodman's will initially offer the product to

consumers through its flagship store in Washington, D.C. It The Med-eMonitor System
has the option to expand the program to its other sites.

The product is designed to enhance the medication and care plan adherence of selected
customers, including those who require chronic care and are taking multiple medications, or
who have difficulty taking their medications on a timely and consistent basis.

The Med-eMonitor System consists of a portable patient-interactive "smart pillbox" about the
size of a videotape, and has multiple medication storage compartments, an LCD screen, a
keypad, and a telephone jack. At scheduled intervals, patients are instructed by the device to
take their prescribed medicine, and then asked to confirm whether they have taken their
medications. The drawers hold about a month's supply of medicine. It also records the date and
time a medicine drawer is opened and prompts patients to answer questions and complete
other related tasks.

According to Bruce Kehr, M.D., CEQ/ chairman of InforMedix, a large-scale rollout of the
system to consumers nationwide is planned.

* Finally, OnTimeRXx is offering On TimeRx Software. This software package can be loaded
onto any computerized device to remind patients to take their medication.

Patients simply keypunch in data about their medication regimen, and their computerized units
spit out alerts at the appropriate times for taking medication. Each drug alarm screen also
displays the remaining day's supply for each medication, and a "take now" button is made
available to enable a patient to record the taking of a dose.
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America's Other Drug Problem Poor Medication Adherence

Agenda-Setting Report Issued to Reduce Adverse Health and Economic Consequences

WASHINGTON, DC--(Marketwire- August |, 2007) - With mounting evidence that poor adherence to medication regimens has become
America's other drug problem, the National Council on Patient Information and Education (NCPIE) -- the non-protfit coalition of more than 100
organizations working to improve communication on the appropriate use of medicines -- today released a 10-step action plan to reduce the
adverse health and economic consequences associated with this growing public health threat.

Issued as a nationwide call to action, the report -- "Enhancing Prescription Medicine Adherence: A National Action Plan" -- [inds that poor
medicine adherence has reached crisis proportions in the U.S. and around the world, leading to unnecessary disease progression, disease
complications, reduced functional abilities, a lower quality of life, and even death, According to studies cited in the report, only about 50 percent
ol American patients typically take their medicines as prescribed, resulting in approximately $177 billion annually in direct and indirect costs to
the U.S.economy. Besides an estimated $47 billion each year for drug-related hospitalizations, not taking medicines as prescribed has been
associated with as many as 40 percent of admissions to nursing homes and with an additional $2,000 a year per patient in medical costs for visits
to physicians' offices.

"Although the challenge of poor medication adherence has been discussed and debated extensively, the problem has generally been
under-addressed as a serious public health issue and, as a result, has received little direct, systematic, or sustained intervention," said Ray
Bullman, NCPIE'sExecutive Vice President. "This report is intended as a renewed nationwide call to action and is provided as a blueprint for
improving medication adherence through patient information and education, health professional intervention, expanded research, and supportive
government policies."

The report, prepared in consultation with a panel of specialists in public health, further calls for action to address the barriers to patient
adherence for populations at greatest risk, including those with low health literacy, children and older Americans who tend to have more
long-term, chronic illnesses and therefore, take more different medications as they age. Data [rom several research studies find that between 40
percent and 75 percent of older people do not take their medications at the right time or in the right amount. Other data point to the impact of
poor adherence among children and teens where as few as 30 percent of adolescents take their asthma treatments as prescribed.

Designed to provide the most up-to-date information about the state of prescription medicine adherence in the U.S., the NCPIEreport cites
numerous behavioral, social, economic, medical, and policy-related factors that contribute to poor adherence and must be addressed if rates are
to improve. This includes lack of awareness among clinicians about basic adherence management principles, poor communication between
patients and clinicians, operational aspects of pharmacy and medical practice, and professional barriers, Moreover, adherence improvement is
affected by federal policies that provide insufficient funding for adherence-related research and federal and state laws and regulations that impact
the availability of compliance assistance programs,
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Taking Steps to Address Prescription Medicine Adherence

Although the challenge of poor medication adherence has been discussed and debated for at least three decades, the NCPIEreport inds that little
has changed since 1997 when the organization issued a previous report, "Prescription Medicine Compliance: A Review of the Baseline
Knowledge," advocating for a coordinated approach to improved medication adherence. Therelore, in 2007, NCPIEconvened a panel of leading
experts to create consensus on 10 national priorities that can have the greatest impact in improving prescription medicine adherence in the U.S.
Ultimately involving the support and active participation of many stakeholders -- the federal government, state and local government agencies,
professional societies and health care practitioners, health educators, and patient advocates -- this platform calls for action in the following areas:

1. Elevate patient adherence as a critical health care issue.

The report states that until health care policy makers, practitioners and other stakeholders recognize the extent of non-adherence, its cost, and its
contribution to negative health outcomes, this problem will not be solved.

2. Agree on a common adherence terminology that will unite all stakeholders.
Because a number of common terms -- compliance, adherence, persistence, and concordance -- are now being used concurrently, the report calls

on the public health community to reach agreement on standard terminology that will unite stakeholders around the common goal of improving
the self-administration of medical treatments.

3. Create a public/private partnership (o mount a unified national education campaign to make patient adherence a national health priority.

With the goal of motivating patients and practitioners to take steps to improve medication adherence, the report advocates a national education
campaign where all stakeholders coordinate resources and speak with one voice. This will entail creating a national clearinghouse to share
information and coordinate activities managed by NCPIE, a professional society, or an academic institution.

4. Establish a multidisciplinary approach to compliance education and management.

There is a growing recognition that a multidisciplinary approach to medication taking behavior is necessary for patient adherence to be
sustained. This has led NCPIEto promote a new model -- the "Medicine Education Team" -- in which the patient and all members of the health
care team work together to treat the patient's condition, while recognizing the patient's key role at the center of the process.

5. Immediately implement professional training and increase the funding for professional education on patient medication adherence.
To give practitioners hands-on information about adherence management, the report calls on professional societies and recognized medical

sub-specialty organizations to translate existing research findings into professional education through continuing education courses and lecture
series on patient adherence issues.

6. Address the barriers to patient adherence for patients with low health literacy.
Because low health literacy and limited English proficiency are major barriers to adherence and deserve special consideration, the report calls for

widespread adoption of existing tools to convey medicine instructions to the estimated 90 million Americans who have difficulty reading,
understanding and acting upon health information.

7. Create the means to share information about best practices in adherence education and management.

Today, stakeholders have access (0 more than 30 years of research measuring the outcomes and value of adherence interventions. Building on



this foundation, the report calls for the federal government -- through the Adherence Research Network -- to begin collecting data on best
practices in the assessment of patient readiness, medication management and adherence interventions, incentives that produce quality outcomes
from adherence interventions, and measurement tools so that this information can be quantified and shared across specialties and health care
facilities.

8. Develop a curriculum on medication adherence for use in medical schools and allied health care institutions.
To address the lack of awareness among clinicians about basic adherence management principles, the report advocates required courses at

medical, nursing, pharmacy and dental schools as well as courses for faculty members that focus on adherence advancement and execution of
medication-related problem solving,

9. Seck regulatory changes to remove roadblocks for adherence assistance programs.

A number ol federal and state laws and policies now limit the availability ol adherence assistance programs. These barriers must be identified for
lawmakers and regulators to address. Key issues include clarifying provisions of the federal anti-kickback statute, and ensuring that federal and
state laws related to patient privacy and the use of prescription data do not unduly limit pharmacy-patient communication about the importance
of adhering to prescribed therapy.

10. Increase the federal budget and stimulate rigorous research on medication adherence.

Although the National Institutes ol Health created the Adherence Rescarch Network to identify research opportunities at its 18 Institutes and
Centers, the Network has been inactive since 2002, Moreover, in 2000, when the Network was (unding adherence research, the actual NI1Hdollars
earmarked [or testing interventions to improve medication-ltaking behavior was only $3 million in a budget of nearly $18 billion. Thus, a key
priority is advocating for the Adherence Research Network to be re-invigorated and for NIHto significantly increase research funding to test
adherence interventions and measure their effectiveness.

Aboul the Report

To prepare this new report, NCPIEconvened a project advisory team from leading professional societies, voluntary health organizations, and
patient advocacy groups in 2007 to assess the extent and nature of poor medicine adherence, its health and economic costs, and its underlying
factors, These advisors also examined the current state of research funding and educational initiatives around patient adherence to determine
where major gaps still exist.

Members of the project advisory team are:

- MichaelEllwood, Director, Special Projects of the AmericanAcademyof
Physician Assistants

-- LenLichtenfeld, M.D., Deputy Chief Medical Officer of the American
Cancer Society

-- RuthM. Parker, M.D. Consultant on Health Literacy to the Executive
Vice President and CEO of the AmericanCollegeof Physicians Foundation

-- DianeTuncer, National Director of External Communications of the



American Diabetes Association

-- PenelopeSolis, J.D., Regulatory Relations Manger of the American
Heart Association

-- SandraJ. Fusco-Walker, Director of Government Affairs of the Asthma
andAllergy Network / Mothers of Asthmatics

-- PhillipSchneider, Vice President of External Relations and Program
Development for the National Association of Chain Drug Stores Foundation

-- RebeccaBurkholder, Director of Health Policy of the National
Consumers League

-- HeidiRosvold-Brenholtz, Editorial Director and Managing Editor of the

National Women's Health Resource Center, Inc.

About NCPIE

Established in 1982, the National Council on Patient Information and Education is a diverse non-profit coalition that works to stimulate and
improve the communication of information about the appropriate use of prescription and OTC medicines. NCPIE'smore than 100 members
include consumer organizations: patient advocacy groups; voluntary health agencies; health professional associations, schools of pharmacy,
nursing, and dentistry; health-related trade associations; prescription and over-the-counter pharmaceutical manufacturers; and local, state and

Contact:
Nancy Glick
202-974-5083
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Kaiser Daily Health Policy Report

Tuesday, July 31, 2007

Prescription Drugs

Millions of Patients Not Taking Prescription Drugs Properly,
Report Says

Millions of U.S. residents with chronic conditions either do not take medications correctly or stop
taking them altogether, according to a report to be released this week by the National Council on Patient
Information and Education, the AP/Peoria Journal Star reports. According to the report, people who
initially are symptom-free are particularly at risk. For example, about half of hypertension patients follow
their prescribed drug regimen, even though high blood pressure triples the risk of heart disease. The
report also finds that adherence is an issue that crosses age groups and that the possibility of severe
consequences for not taking recommended medications is insufficient to guarantee proper use. Poor
adherence could be costing the nation as much as $177 billion in medical bills and lost productivity per
year, and it is associated with up to 40% of nursing home admissions, the report finds (AP/Peoria Journal
Star, 7/31).

Some experts say that the wording of directions for drug dosing is too confusing, the typeface on the
labels is too small and the instruction materials are given in too many formats, according to the
AP/Houston Chronicle. In an effort to curb the problem, the Agency for Healthcare Research and Quality is
planning a campaign to improve treatment adherence, according to director Carolyn Clancy. She said,
"We go into this with some humility," adding, "It's really pretty appalling how badly we do" (Neergaard,
AP/Houston Chronicle, 7/30).

http://www kaisernetwork.org/daily reports/print report.cfm?DR_[D=46587&dr cat=3 8/6/2007
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Pharmacist’s Letter August 2007

MEDICATION ADHERENCE

Medication non-adherence is “America’s other drug problem.”

It’s huge...especially with drugs for “silent killers” such as
hypertension, high cholestercl, osteoporosis, etc.

Patients stop taking HALF their chronic meds within a year.
Up to one out of five new Rxs are never filled in the first place.

Poor adherence costs an estimated $100 billion/year...
‘increases hospitalizations...and contributes to 125,000 deaths/year.

For example, patients who don’t take their heart failure meds are
twice as likely to die or be hospitalized. Patients who are not
adherent to statin therapy seem to have TWICE the risk of heart attack.

Patients who don’t use their asthma meds appropriately are more
likely to go to the ER or be hospitalized for exacerbations.

This is a huge opportunity for pharmacists to help improve
care...reduce expenditures...and earn revenue.

Pharmacists see patients 5 times more often than any other
healthcare professional...and can do much to improve adherence.

Education is paramount. Many patients quit taking their meds
because they don’'t know why they need them...don’'t think they are
helping...believe the drug is harmful...or just plain forget.

Patients who understand the benefits are more likely to take
their meds appropriately.

Use a “talk back” approach. Have patients tell you how and
why they are taking their meds.

Taiqu;pg drug regimens to the patient’s lifestyle helps.

Check for less expensive generics...meds with fewer doses...or a
different side effect profile.

If appropriate, put the diagnosis on the Rx label...encourage
use of a pillbox...give private counseling...use easy to read
written materials...use refill reminder programs.

Give patients positive feedback on progress, and encourage
patients to monitor their blood pressure, blood glucose, etc.

Go to our website for an excellent toolbox of resources and
practical suggestions you can use to increase adherence.

Participate in Medication Therapy Management programs that
recognize the value you add...and pay for pharmacy’s contributiong. 230811



Agenda Item 6

Board of Pharmacy
Web Site Redesign



California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618

www.pharmacy.ca.gov

Date: September 7, 2007
To: Members, Communication & Public Education Committee

Subject: New Board of Pharmacy Web Site

The Governor's Office has directed all state agencies to have a state-standardized Web
site by November 1, 2007.

We have two staff working part time on this project, who estimate that that board is
more than 25 percent complete in its conversion to the state new Web site design. The
conversion will be completed on time. In the last month, staff has needed the
assistance of the department's Web site designers for assistance with some of the more
technical aspects; for example, we needed assistance with features of the search
function.

A copy of the new Web site design will be distributed at the meeting.
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